PHARMACY LAWS OF NORTH CAROLINA

This compilation of some of the Pharmacy Laws of North Carolina is provided
by the Board of Pharmacy for the convenience of its licensees and the public.
It is not guaranteed to be a complete collection of all of the relevant lawsor

to be correct or updated. For complete guidance, you must refer to the official
North Carolina General Statutes andSession Laws or consult an attorney.

Other Selecterovisionsof Chapter 90, Medicine arllied Occupations

Practice of Medicine, N.C. Gen. Stat. 8§ B 9621 (selected proviSions)...........cceeeeveeeieeeeeesneeeeeen. 19
Medical Malpractice Actions, N.C. Gen. Stat. 8821011 to 9621.19B (selected provisions)............. 25
Voluntary Health Care Services Act, N.C. Gen. Stat. 82DQ00 t0 21.108.........ccccvvvvvverieeererernnnnnnns 32
Pharmacy Quality Assurance Protection AtC. GenStat. 88§ 9085.45 t0 9685.47........ccccvvvvvvvrvnnnen. 35
Pharmacy Audit Rights, N.C. Gen. Stat. 88850 t0 9085.53......ccoiiiiiiiieiiiiiiieeiee e 37

North Carolina Controlled Substances Act, N.C. Gen. Stat. §630 901138 (selected provisions). 39

Needle and hypodermic syringe exchange programs authorized; limited immunity

N.C. Gen. Sta8 90-113.27.......uueiiieeiiiiiiieee e s reee sttt et e e s s stteeee e e s smeeesssenseeeessssssneesessnnnessssssseesesss O
Control of Methamphetamine Precursors, N.C. Gen. Stat. 88 9(%0 to 90113.64
[(T=11=Toa (=T I o £0 1V 1= o 1 = PO 71

North Carolina Controlled @&stances Reporting System Act,

N.C. Gen. Stat. 88 9D13.70 t0 QOLL376...cceeeieeeeeieeiiiiiieeee e eiiieeeeeeee s eeieneeveeeeeeeeeee L D
Right t0 Try ACt,88 90325 10 90325.7. ... ..ttt ittt eeeeit bbbttt ettt e e e e e e e et e e e e e e e e e e e e e e e e e e e e s smmmeas 86
Referral Fees and Payment for Certain Solicitations Prohibt€zi, Gen. Stat. §§ 9200 t090-402...... 88
Medical Records, N.C. Gen. Stat. 88400 t0 90412..........coooiiieiiiiee e e 88
Statewide Health Information Exchange ABE90-414.1t0 90414.12.....ccovvvvieeeeeiiiiiiiiceee e 89
Health Care Practitioner Identification, N.C. Gen. Stat. B0................coeeiiiiiiiieeciiee e 96

SelectedProvisionsof Chapter 14, Crimindlaw
Public officers or employees benefitting from public contracts; exceptions,
N.C. GEN. StAL. 4-234 ...ttt erme ettt e e ea b e e et en et e et e e e aabe e e e 97

Selected Provisions of Chapter 15, Criminal Procedure
Execution, N.C. Gen. Stat. 8%-187 to 15195(selected proviSiONS)............uuuveeeeriieiiiaamiuiriniieieeeeeeen 99

North Carolina Pharmacy LawEffective December 2018 [



SelectedProvisions of Chapter 58, Insurance

Definitions, N.C. Gen. Stat. B8-1-5.......coiiiiiiiiiie e e e e 100
False statement to procure or deny benefit of insurance policy or certificate,

N.C. GEN. SEAL. 88-2-161.....eceiieiiiiiiiiee e etiere e e st e e et e e e e s s sbbb e e e e e s snbbeeessbreeeeeeannees 100
General Regulations for Insurance, N.C. Gen. Stat. 8358 583-290 (selected provisions)......... 101
Right to choose services of certain providers, N.C. Gen. SE858-30..........cccoeevvviiiiiiiiiienee e, 103
Pharmacy of choic\.C. Gen. Stat. § BBL-37 .......cuuiiiiiiiiiiiiie e rmee e s e e 105
Pharmacy Benefits Management, N.C. Geat.SB 5856A-1 t0 5856A-10........cccccvvvvrerivereiieeriinenn 107

Selected Provisions of Chapter 75, Monopolies, Trusts and Consumer Protection

Telephone Solicitations, N.C. Gen. Stat. 88118 t075-105 (selected provisions)...........c.cccveevveen. 109
Chapter 93B, Occupational Licensing Boards, N.C. Gen. Stat. 88 38B3B16.........ccccceeeeeeeeiiiiiiicccieeeeeenn. 112
Selected Provisions of Chiggp 99B, Products Liability............coooiiiiiiiiieee e 119

SelectedProvisionsof Chapter 106, Agriculture
Food, Drugs and Cosmetics, N.C. Gen. Stat. §81R06to 106145 (selected provisiops................... 122
Wholesale Prescription Drug Distributors, N.C. G8tat. 8§ 106145.1 to 106145.12..............evveeeeee. 137

Selected Provisions of Chapter 115C, Elementary and Secondary Education

Charter Schools, N.C. Gen. St8§115G218 to 115G218.115 (selected provisions..........cccceeueeee. 143
Optional Programs, N.C. Gen. St8§ 115G230 to 115238.73 (selected proviSions..........cccceeeenne 143
Special Medical Needs of Students, N.C. Gen. §&115G375.1 to 115€375.5

[T (=T I 0 (0 1V T o SRR 144

Selected Provisions of Chapter 130A, Public Health

Definitions, N.C. Gen. Stat. BBOA2 ......ocuieiiii ettt 146
Commission foPublic Health- Members; selection; quorum; compensation,

N.C. Gen. Stat. F30AB0 ...ciiiiiiiiiiii it e et b bbbt eeeeaaaan b e b e e e 146
Maternal Mortality Review Committee; membership, compensation, N.C. Gen. $81A83.60....... 146
Local Administration, N.C. Gen. Stat. 880A-34 to 1DA-85 (selected provisions)............cccvveeeeenne 147
Communicable Diseases, Immunization,

N.C. Gen. Stat. §830A-152 to 13@\-158 (selected ProviSioNS).........occvvvveeeeiiiiimemiiiiieee s 149

SelectedProvisionsof Chapter 131E, Health Care Facilities and Services
Hospital Licensure Act, N.C. Gen. Stat. B3LE-75 to 131E99 (selectegbrovisions)............ccccceeuueee. 152

North Carolina Pharmacy LawEffective December 2018 I



Heal th Care Facility Licensure Act, Nur si ng Home
N.C. Gen. Stat. §831E115 to 13E-131 (selected ProviSioNs).........cccevuruvreereeiecneesiniiieeee e 153

SelectedProvisionsof Chapter 143B, Exautive Organizatioi\ct of 1973
The JustudVarrenHeart Disease and Stroke Prevention Task Force, N.C. Gen. $48B%16.60.... 157

SelectedProvisions of Chapter 153A, Counties

Authority of boards of commissions in certain counties over commissions, boards, agencies,
N O 1= ] = LS 151G o AP PPRRP 159

North Carolina Pharmacy LawEffective December 2018 ii



CHAPTER 90
MEDICINE AND ALLIED OCCUPATIONS
Article 4A.
North Carolina Pharmacy Practice Act.

Part 1. North Carolina Pharmacy Practice Act.
§ 90:85.2. Legislative findings.
The General Assembly of North Carolina finds that mandatory licensure of all who engage in the practice of
pharmacy is necessary to insure minimum standards ofetemgy and to protect the public from those who might
otherwise present a danger to the public health, safety and welfare

§ 90-85.3. Definitions.

(a) "Administer" means the direct application of a drug to the body of a patient by injection, inhalation,
ingestion or other means.
(b) "Board" means the North Carolina Board of Pharmacy.

(b1) "Certified pharmacy technician” means a pharmacy technician who (i) has passed a nationally
recognized pharmacy technician certification board examination, or its &ntjvénat has been approved by the
Board and (ii) obtains and maintains certification from a nationally recognized pharmacy technician certification board
that has been approved by the Board.

(b2) "Clinical pharmacist practitioner" means a licensed phairshaho meets the guidelines and criteria for
such title established by the joint subcommittee of the North Carolina Medical Board and the North Carolina Board
of Pharmacy and is authorized to enter into drug therapy management agreements with phiysiniandance with
the provisions of G.S. 908.4.

(c) "Compounding" means taking two or more ingredients and combining them into a dosage form of a
drug, exclusive of compounding by a drug manufacturer, distributor, or packer.

(d) "Deliver" means the acél, constructive or attempted transfer of a drug, a device, or medical equipment
from one person to another.

(e) "Device" means an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent or
other similar or related article includj any component part or accessory, whose label or labeling bears the statement
"Caution: federal law requires dispensing by or on the order of a physician."” The term does not include:

(1) Devices used in the normal course of treating patients by heaéiHfamlities and agencies
licensed under Chapter 131E or Article 2 of Chapter 122C of the General Statutes;
(2 Devices used or provided in the treatment of patients by medical doctors, dentists, physical

therapists, occupational therapists, speech pagigis, optometrists, chiropractors, podiatrists,
and nurses licensed under Chapter 90 of the General Statutes, provided they do not dispense
devices used to administer or dispense drugs.
® "Dispense" means preparing and packaging a prescription ddeyige in a container and labeling the
container with information required by State and federal law. Filling or refilling drug containers with prescription
drugs for subsequent use by a patient is "dispensing”. Providing quantities of unit dose prestmigso for
subsequent administration is "dispensing".
(9) "Drug" means:
Q) Any article recognized as a drug in the United States Pharmacopeia, or in any other drug
compendium or any supplement thereto, or an article recognized as a drug by the Utaiged Sta
Food and Drug Administration;

(2) Any article, other than food or devices, intended for use in the diagnosis, cure, mitigation,
treatment or prevention of disease in man or other animals;
3) Any article, other than food or devices, intended to affeetstructure or any function of the
body of man or other animals; and
4) Any article intended for use as a component of any articles specified in clause (1), (2) or (3) of
this subsection.
(h) "Emancipated minor" means any person under the age of 1&whbas been married or who is or has

been a parent; or whose parents or guardians have surrendered their rights to the minor's services and earnings as well
as their right to custody and control of the minor's person; or who has been emancipatgopbyaiase court order.

0] "Health care provider" means any licensed health care professional; any agent or employee of any health
care institution, health care insurer, health care professional school; or a member of any allied health profession.
(i1) "Immunizing pharmacist" means a licensed pharmacist who meets all of the following qualifications:
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(1) Holds a current provider level cardiopulmonary resuscitation certification issued by the
American Heart Association or the American Red Cross, or an éepui\certification.

(2) Has successfully completed a certificate program in vaccine administration accredited by the
Centers for Disease Control and Prevention, the Accreditation Council for Pharmacy Education,
or a similar health authority or professiobaldy approved by the Board.

3) Maintains documentation of three hours of continuing education every two years, designed to
maintain competency in the disease states, drugs, and vaccine administration.
(4) Has successfully completed training approvedigyivision of Public Health's Immunization

Branch for participation in the North Carolina Immunization Registry.
(5) Has notified the North Carolina Board of Pharmacy and the North Carolina Medical Board of
immunizing pharmacist status.

(6) Administers vacines or immunizations in accordance with G.S1805B.
()] "Label" means a display of written, printed or graphic matter upon the immediate or outside container
of any drug.
(k) "Labeling" means preparing and affixing a label to any drug contaixeitusive of labeling by a
manufacturer, packer or distributor of a nonprescription drug or a commercially packaged prescription drug or device.
0] "License" means a license to practice pharmacy including a renewal license issued by the Board.
(11) "Medical equipment” means any of the following items that are intended for use by the consumer in the

consumer's place of residence:
(1) A device.
(2) Ambulation assistance equipment.
3) Mobility equipment.
(4) Rehabilitation seating.
(5) Oxygen and respiratomgare equipment.

(6) Rehabilitation environmental control equipment.
(7 Diagnostic equipment.
(8) A bed prescribed by a physician to treat or alleviate a medical condition.

The term "medical equipment” does not include (i) medical equipment used orsgidganthe normal course of

treating patients by or on behalf of home care agencies, hospitals, and nursing facilities licensed under Chapter 131E
of the General Statutes or hospitals or agencies licensed under Article 2 of Chapter 122C of the Genesaliftat

medical equipment used or dispensed by professionals licensed under Chapters 90 or 93D of the General Statutes,
provided the professional is practicing within the scope of that professional's practice act; (iii) upper and lower
extremity prosthiics and related orthotics; or (iv) canes, crutches, walkers, and bathtub grab bars.

(12) "Mobile pharmacy" means a pharmacy that meets all of the following conditions:
() Is either seHpropelled or moveable by another vehicle that isseipelled.
(2) Is operated by a nonprofit corporation.
) Dispenses prescription drugs at no charge or at a reduced charge to persons whose family

income is less than two hundred percent (200%) of the federal poverty level and who do not
receive reimbursement for theost of the dispensed prescription drugs from Medicare,
Medicaid, a private insurance company, or a governmental unit.

(m) "Permit" means a permit to operate a pharmacy, deliver medical equipment, or dispense devices,
including a renewal license issued hg Board.

(n) "Person" means an individual, corporation, partnership, association, unit of government, or other legal
entity.

(0) "Person in loco parentis" means the person who has assumed parental responsibilities for a child.

(p) "Pharmacist" means a @@n licensed under this Article to practice pharmacy.

(a) "Pharmacy" means any place where prescription drugs are dispensed or compounded.

(q1) "Pharmacy personnel" means pharmacists and pharmacy technicians.

(92) "Pharmacy technician” means a person whaynunder the supervision of a pharmacist, perform
technical functions to assist the pharmacist in preparing and dispensing prescription medications.

(n "Practice of pharmacy" is as specified in G.S:8803A.

(s) "Prescription drug" means a drug that enféderal law is required, prior to being dispensed or delivered,

to be labeled with the following statement:
"Caution: Federal law prohibits dispensing without prescription."
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® "Prescription order" means a written or verbal order for a prescriptiay grescription device, or
pharmaceutical service from a person authorized by law to prescribe such drug, device, or service. A prescription
order includes an order entered in a chart or other medical record of a patient.

(u) "Unit dose medication systemheans a system in which each dose of medication is individually
packaged in a properly sealedd properly labeled container.

§ 90:85.3A. Practice of pharmacy.

€) A pharmacist is responsible for interpreting and evaluating drug orders, inclugiscription orders;
compounding, dispensing, and labeling prescription drugs and devices; properly and safely storing drugs and devices;
maintaining proper records; and controlling pharmacy goods and services.

(b) A pharmacist may advise and educate p&i@and health care providers concerning therapeutic values,
content, uses, and significant problems of drugs and devices; assess, record, and report adverse drug and device
reactions; take and record patient histories relating to drug and device tmeoaggy, record, and report drug therapy
and device usage; perform drug utilization reviews; and participate in drug and drug source selection and device and
device source selection as provided in G.S89@7 through G.S. 985.31.

(c) An immunizing phamacist is authorized and permitted to administer drugs as provided in G.S.
90-85.15B, and in accordance with rules adopted by each of the Board of Pharmacy, the Board of Nursing, and the
North Carolina Medical Board. These rules shall be designed to ehswafety and health of the patients for whom
such drugs are administered.

(d) An approved clinical pharmacist practitioner may collaborate with physicians in determining the
appropriate health care for a patient subject to the provisiocBsf9018.4.

§ 90-85.4. North Carolina Pharmaceutical Association.

The North Carolina Pharmaceutical Association, and the persons composing it, shall continue to be a body politic
and corporate under the name and style of the North Carolina Pharmaceutical Assauatiby that name have the
right to sue and be sued, to plead and be impleaded, to purchase and hold real estate and grant the same, to have and
to use a common seal, and to do any other things and perform any other acts as appertain to bodiescdrporate
politic not inconsistent with the Catitsition and laws of the State.

§ 90-85.5. Objective of Pharmaceutical Association.

The objective of the Association is to unite the pharmacists of this State for mutual aid, encouragement, and
improvement; to Bcourage scientific research, develop pharmaceutical talent and to elevatantierdstof
professional thought.

§ 9085.6. Board of Pharmacy; creation; membership; qualification of members.

(a) Creation— The responsibility for enforcing the provisiookthis Article and the laws pertaining to the
distribution and use of drugs is vested in the Board. The Board shall adopt reasonable rules for the performance of its
duties. The Board shall have all of the duties, powers and authorities specificatgdgogrand necessary for the
enforcement of this Article, as well as any other duties, powers and authorities that may be granted from time to time
by other appropriate statutes. The Board may establish a program for the purpose of aiding in the nedovery a
rehabilitation of pharmacists who have become addicted to controlled substances or alcohol, and the Board may use
money collected as fees to fund such a program.

(b) Membership— The Board shall consist of six members, one of whom shall be a repteseafahe
public, and the remainder of whom shall be pharmacists.
(c) Qualifications— The public member of the Board shall not be a health care provider or the spouse of a

health care provider. He shall not be enrolled in a program to prepare hinathdadth care provider. The public
member of the Board shall be a resident of this State at the time of his appointment and while serving as a Board
member. The pharmacist members of the Board shall be residents of this State at the time of theirempoidtm

while serving as Board members.

§ 90-85.7. Board of Pharmacy; selection; vacancies; commission; term; per diem; removal.

(a) The Board of Pharmacy shall consist of six persons. Five of the members shall be licensed as pharmacists
within this Stae and shall be elected and commissioned by the Governor as hereinafter provided. Pharmacist members
shall be chosen in an election held as hereinafter provided in which every person licensed to practice pharmacy in
North Carolina and residing in North @¢ina shall be entitled to vote. Each pharmacist member of said Board shall
be elected for a term of five years and until his successor shall be elected and shall qualify. Members chosen by
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election under this section shall be elected upon the expiratithe respective terms of the members of the present
Board of Pharmacy. No pharmacist shall be nominated for membership on said Board, or shall be elected to
membership on said Board, unless, at the time of such nomination, and at the time of $ioch leéeis licensed to

practice pharmacy in North Carolina. In case of death, resignation or removal from the State of any pharmacist
member of said Board, the pharmacist members of the Board shall elect in his place a pharmacist who meets the
criteria ®t forth in this section to fill the unexpired term.

One member of the Board shall be a person who is not a pharmacist and who represents the interest of the public
at large. The Governor shall appoint this member.

All Board members serving on June 30829shall be eligible to complete their respective terms. No member
appointed or elected to a term on or after July 1, 1989, shall serve more than two complete conseeyeaetéirms.

The Governor may remove any member appointed by him for goo@ shosvn and may appoint persons to fill
unexpired terms of members appointed by him.

It shall be the duty of a member of the Board of Pharmacy, within 10 days after receipt of notification of his
appointment and commission, to appear before the clerleduperior court of the county in which he resides and
take and subscribe an oath to properly and faithfully discharge the duties of his office according to law.

(b) All nominations and elections of pharmacist members of the Board shall be conducted®bgrtthef
Pharmacy, which is hereby constituted a Board of Pharmacy Elections. Every pharmacist with a current North
Carolina license residing in this State shall be eligible to vote in all elections. The list of pharmacists shall constitute
the registréion list for elections. The Board of Pharmacy Elections is authorized to make rules and regulations relative
to the conduct of these elections, provided such rules and regulations are not in conflict with the provisions of this
section and provided thabtice shall be given to all pharmacists residing in North Carolina. All such rules and
regulations shall be adopted subject to the procedures of Chapter 150B of the General Statutes of North Carolina.
From any decision of the Board of Pharmacy Electrefetive to the conduct of such elections, appeal may be taken
to the courts in the manner otherwise provided by Chapter 150B of the General Statutes.

(c) All rules, regulations, and bylaws of the North Carolina Board of Pharmacy so far as they are not
inconsistent with the provisions of this Article, shall continue in effect.
(d) Notwithstanding G.S. 938, Board members shall receive as compensation for their services per diem

not to exceed one hundred dollars ($100.00) for each day during which thengaged in thefficial business of the
Board.

§ 90-85.8. Organization.
The Board shall elect from its members a president;piiesident, and other officers as it deems necessary. The
officers shall serve ongear terms and until their successors Hasen elected and qualified

§ 90-85.9. Meetings.

The Board shall meet at least twice annually for the purpose of administering examinations and conducting other
business. Four Board members constitute a quofllmBoard shall keep a recastlits procedings, a register of all
licensed persons, and a register of all persons to whom permits have been issued. The Board shall report, in writing,
annually to the Governor and the presiding officer of damlse of the General Assembly.

§ 90-85.10. Employes; Executive Director.

The Board shall employ as Executive Director a pharmacist to serve adiaméuémployee of th&oard. The
Executive Directoshall serve as secretary and treasaféhe Board and shall perforedministrative functions as
authorized by the Board. The Board shall have the authority to employ other personnel as it may deem necessary to
carry out tke requirements of this Article.

§ 9085.11. Compensation of employees.
The Board shall determine the compensation of its employeedofmg shall be reimbursed for all necessary
expenses incurred in the perfzance of their official duties.

§ 90-85.11A. Acquisition of real property; equipment; liability insurance.

(a) The Board shall have the power to acquire, hold, rent, encumisgratal, and otherwise deal with real
property in the same manner as a private person or corporation, subject only to approval of the Governor and the
Council of State. Collateral pledged by the Board for an encumbrance is limited to the assets, incoenenard
of the Board.
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(b) The Board may purchase, rent, or lease equipment and supplies and purchase liability insurance or other
insurance to cover the activities of the Boarsl piperations, or its employees.

§ 9085.12. Executive Director to makerivestigations and prosecute.

€) Upon receiving information concerning a violation of this Article that is a threat to the public safety,
health, or welfare, the Executive Director shall promptly conduct an investigation, and if he finds evidence of the
violation, he may file a complaint and prosecute the offender in a Board hearing. If the Executive Director receives
information concerning a violation of this Article that does not pose a threat to the public safety, health, or welfare,
the Executive Directr may conduct an investigation, and if he finds evidence of the violation, he may file a complaint
and prosecute the offender in a Board hearing.

(b) In all prosecutions of unlicensed persons for the violation of any of the provisions of this Article, a
certificate signed under oath by the Executive Director shall be competent and admissible evidence in any court of
this State that the person isthicensed, as required by law.

§ 9085.13. Approval of schools and colleges of pharmacy.
The Board shall ggrove schools and colleges of pharmacy upon a finding that students successfully completing
the course of study offered by the school or college can reasonably be expected te phactitacy safely and

properly.

§ 90-85.14. Practical experience program

The Board shall issue regulations governing a practical experience program. These regulations shall assure that
the person successfully completing the program will have gained practical experience that will enable him to safely
and properly practice phaacy.

§ 90-85.15. Application, qualifications, and criminal record check for licensure as a pharmacist; prerequisites.

(a) Each applicant for licensure under this Article as a pharmacist shall file an application with the Executive
Director on the fornfurnished by the Board, verified under oath, setting forth all of the following:
(1) The applicant's name.

(2) The applicant's age.
3) The place at which and the time that the applicant has spent in the study of pharmacy.

4) The applicant's experienceéompounding and dispensing prescriptions under the supervision

of a pharmacist.
(b) The Board shall license an applicant to practice pharmacy if, in addition to completing an application as
specified in subsections (a) of this section, the applicant raketsthe following qualifications:

() Holds an undergraduate degree from a school of pharmacy approved by the Board.

(2 Has had up to one year of experience, approved by the Board, under the supervision of a
pharmacist.

€)) Has passed the required exaation offered by the Board.

4) Has appeared at a time and place designated by the Board and submitted to an examination as

to the applicant's qualifications for being licensed. The applicant must demonstrate to the Board
the physical and mental compety to practice pharmacy.

(© The Board shall require each applicant to provide the Board with a criminal record report. All applicants
shall obtain criminal record reports from one or more reporting services designated by the Board to provide criminal
record reports. The Board shall keep all information obtained pursuant to this subsection privileged, in accordance
with applicable State law and federal guidelines, and the information shall be confidential and shall not be a public
record under Chapter 13 the General Statutes. Applicants are required to pay the designated reporting service for
the cost of these reports.

§ 90-85.15A. Pharmacy technicians.

(a) Registration, Generally= A registration program for pharmacy technicians is establishedhéor t
purposes of identifying those persons who are employed or are eligible for employment as pharmacy technicians. The
Board must maintain a registry of pharmacy technicians that contains the name of each pharmacy technician, the name
and location of a pharacy in which the pharmacy technician works, the pharmewsiager who employs the
pharmacy technician, and the dates of that employment.

(a1) Registration of Noncertified Pharmacy Technician$he Board must register a pharmacy technician
who pays thdee required under G.S. 985.24, is employed by a pharmacy holding a valid permit under this Article,
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and completes a required training program provided by the supervising phammaicégier as specified in subsection
(b) of this section. A pharmacy tedbian must register with the Board within 30 days after the date the pharmacy
technician completes a training program provided by the supervising pharmaciager. The registration must be
renewed annually by paying a registration fee.

(a2) Registrationof Certified Pharmacy Technicians. The Board must register a certified pharmacy
technician who pays the fee required under G.8204 and provides proof of current certification. The registration
must be renewed annually by paying a registration fidepaoviding proof of current certification.

(b) Responsibilities of Pharmacistanager to Noncertified Pharmacy Technicians: A
pharmacistmanager may hire a person who has a high school diploma or equivalent or is currently enrolled in a
program that aards a high school diploma or equivalent to work as a pharmacy technician. Pursuant te85.%31 90
a pharmacistmanager must notify the Board within 21 days of the date the pharmacy technician began employment.
The pharmacisimanager must provide a tnéig program for a pharmacy technician that includes pharmacy
terminology, pharmacy calculations, dispensing systems and labeling requirements, pharmacy laws and regulations,
record keeping and documentation, and the proper handling and storage of owesligde requirements of a training
program may differ depending upon the type of employment. The training program must be provided and completed
within 180 days of the date the pharmacy technician began employment.

(b1) Responsibilities of Pharmacibtanager to Certified Pharmacy TechniciarsA pharmacistmanager
may hire a certified pharmacy technician who has registered with the Board pursuant to subsection (a2) of this section.
Pursuant to G.S. 985.21, a certified pharmacy technician shall notifg 8oard within 10 days of beginning
employment as a pharmacy technician. The supervising pharmaastger and certified pharmacy technician shall
be deemed to have satisfied the pharmacy technician training program requirements of subsection g¢brtdthis

(c) Supervision.— A pharmacist may not supervise more than two pharmacy technicians unless the
pharmacisimanager receives written approval from the Board. The Board may not allow a pharmacist to supervise
more than two pharmacy technicians uslé®e additional pharmacy technicians are certified pharmacy technicians.
The Board must respond to a request from a pharmaeistiger to allow a pharmacist to supervise more than two
pharmacy technicians within 60 days of the date it received the regihedBoard must respond to the request in one
of three ways:

(1) Approval of the request.
(2) Approval of the request as amended by the Board.

3) Disapproval of the request. A disapproval of a request must include a reasonable explanation
of why the regast was not approved.
(d) Disciplinary Action.— The Board may, in accordance with Chapter 150B of the General Statutes and

rules adopted by the Board, issue a letter of reprimand or suspend, restrict, revoke, or refuse to grant or renew the
registration 6a pharmacy technician if the pharmacy technician has done one or more of the following:

(1) Made false representations or withheld material information in connection with registering as a
pharmacy technician.

(2) Been found guilty of or plead guilty oroto contendere to a felony involving the use or
distribution of drugs.

€)) Indulged in the use of drugs to an extent that it renders the pharmacy technician unfit to assist
a pharmacist in preparing and dispensing prescription medications.

4) Developed ghysical or mental disability that renders the pharmacy technician unfit to assist a

pharmacist in preparing and dispensing prescription medications.
(4a) Been negligent in assisting a pharmacist in preparing and dispensing prescription medications.

(5) Faled to comply with the laws governing pharmacy technicians, including any provision of this
Article or rules adopted by the Board governing pharmacy technicians.
(e) Exemption— This section does not apply to pharmacy students who are enrolled in bafgt@rmacy
approved by the Board under G.S:8R13.
Q) Rule-Making Authority.— The Board may adopt rules nesasy to implement this section.

§ 90-85.15B. Immunizing pharmacists.

(a) Except as provided in subsection (b) and (c) of this sectioimm@nizing pharmacist may administer
vaccinations or immunizations only if the vaccinations or immunizations are recommended or required by the Centers
for Disease Control and Prevention and administered to persons at least 18 years of age pursysstifio a s
prescription order.

(b) An immunizing pharmacist may administer the vaccinations or immunizations listed in subdivisions (1)
through (5) of this subsection to persons at least 18 years of age if the vaccinations or immunizations are administered
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under written protocols as defined in 21 NCAC 46. 2507(b)(12) and 21 NCAC 32U. 0101(b)(12) and in accordance
with the supervising physician's responsibilities as defined in 21 NCAC 46. 2507(e) and 21 NCAC 32U. 0101(e), and
the physician is licensed in andsha practice physically located in North Carolina:

Q) Pneumococcal polysaccharide or pneumococcal conjugate vaccines.

(2) Herpes zoster vaccine.

3) Hepatitis B vaccine.

(4) Meningococcal polysaccharide or meningococcal conjugate vaccines.

(5) Tetanusdiphtheria, tetanus and diphtheria toxoids and pertussis, tetanus and diphtheria toxoids

and acellular pertussis, or tetanus toxoid vaccines. However, a pharmacist shall not administer
any of these vaccines if the patient discloses that the patient hasrawayed, puncture, or

tissue tear.
(c) An immunizing pharmacist may administer the influenza vaccine to persons at least 14 years of age
pursuant to 21 NCAC 46. 2507 and 21 NCAC 32U. 0101.
(d) An immunizing pharmacist who administers a vaccine or immunizab any patient pursuant to this
section shall do all of the following:
Q) Maintain a record of any vaccine or immunization administered to the patient in a patient
profile.
(2) Within 72 hours after administration of the vaccine or immunization,ynatify primary care

provider identified by the patient. If the patient does not identify a primary care provider, the
immunizing pharmacist shall direct the patient to information describing the benefits to a patient
of having a primary care physician, paeed by any of the following: North Carolina Medical
Board, North Carolina Academy of Family Physicians, North Carolina Medical Society, or
Community Care of North Carolina.

3) Except for influenza vaccines administered under G.8305B(c), access tlidorth Carolina
Immunization Registry prior to administering the vaccine or immunization and record any
vaccine or immunization administered to the patient in the registry within 72 hours after the
administration. In the event the registry is not operabiemmunizing pharmacist shall report
as soon as reasonably possible.

§ 90-85.16. Examination.

The license examination shall be given by the Board at least twice each year. The Board shall determine the
subject matter of each examination and the pléwes, and date for administering the examination. The Board shall
also determine which persons have passed the examination. The examination shall be designed to determine which
applicants can reasonably be expected to safely and properly practice pharmacy

§ 90-85.17. License renewal.

In accordance with Board regulations, each license to practice pharmacy shall expire on December 31 and shall
be renewed annually by filing with the Board on or after December 1 an application for license renewal furnished by
the Board, accompanied by the required fee. It shall be unlawful to practice pharmacy more than 60 days after the
expiration date without renewing the license. All licensees shall give the Board notice of a change of mailing address
or a change of placd employment within 30 days after the change. The Board may require licensees to obtain up to
30 hours of continuing education every two years from Baautoved providers as a condition of license renewal,
with a minimumof 10 hours required per year.

§90-85.18. Approval of continuing education programs.

The Board shall approve providers of continuing education programs upon finding that the provider is competent
to and does offer an educational experience designed to enable those who successfigily ttoaprogram to more
safely and properly practicédharmacy.

§ 90:85.19. Reinstatement.
Whenever a pharmacist who has not renewed his license for five or more years seeks to renew or reinstate his
license, he must appear before the Board and subidéree that he can safedynd properly practice pharmacy.

8 90-85.20. Licensure without examination.

€) The Board may issue a license to practice pharmacy, without examination, to any person who is licensed
as a pharmacist in another jurisdiction if yeplicant shall present satisfactory evidence of possessing the same
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qualifications as are required of licensees in this State, that he was licensed by examination in such other jurisdiction,
and that the standard of competence required by such otlseligticn is substantially equivalent to that of this State

at that time. The Board must be satisfied that a candidate for licensure has a satisfactory understanding of the laws
governing the practice of pharmacy and distribution of drugs in this State.

§ 90:85.21. Pharmacy permit.

€) In accordance with Board regulations, each pharmacy in North Carolina shall annually register with the
Board on a form provided by the Board. The application shall identify the pharmeaisiger of the pharmacy and
all pharmacy personnel employed in the pharmacy. All pharmadsiagers shall notify the Board of any change in
pharmacy personnel within 30 days of the change. In addition to identifying the phammatiier, a pharmacy may
identify a pharmacy permitteeiesignated agent that the Board shall notify of any investigation of the pharmacy or a
pharmacist employed by the pharmacy. The notice shall include the specific reason for the investigation and be given
prior to the initiation of any disciplinary proadiags.

(a1) A mobile pharmacy shall register annually with the Board in the manner prescribed in subsection (a) of
this section, and the registration shall be renewed annually. A mobile pharmacy shall be considered a single pharmacy
and shall not be req@d to pay a separate registration fee for each location but shall pay the annual registration fee
prescribed in G.S. 985.24. A mobile pharmacy shall provide the Board with the address of every location from
which prescription drugs will be dispensed hg mobile pharmacy.

(b) Each physician who dispenses prescription drugs, for a fee or other charge, shall annually register with
the Board on the form provided by the Board, and with the licensing board having jurisdiction over the physician.
Such dispensig shall comply in all respects with the relevant laws and regulations that apply to pharmacists governing
the distribution of drugs, including packaging, labeling, and record keeping. Authority and responsibility for
disciplining physicians who fail to coply with the provisions of this subsection are vested in the licensing board
having jurisdiction over the physician. The form provided by the Board under this subsection shall be as follows:

Application For Registration
With The Pharmacy Board
As A Dispensing Physician

1. 2.
Name and Address of Dispensing Affix Dispensing Label Here
Physician

3. Physician's North Carolina License Number
4. Are you currently practicing in a professional association registered wilotile Carolina Medical Board?
Yes No. If yes, enter the name and registration number of the professional corporation:

5. | certify that the information is correct and complete.

Signature Date

§ 90-85.21A. Applicability to out-of-state operations.

€) Any pharmacy operating outside the State which shisls, or delivers in any manner a dispensed
legend drug into this State shall annually register with the Board on a form provided by the Board. In order to satisfy
the registration requirements of this subsection, a pharmacy shall certify that the gremplays a pharmacist who
is responsible for dispensing, shipping, mailing, or delivering dispensed legend drugs into this State or in a state
approved by the Board and has met requirements for licensure equivalent to the requirements for licensure in thi
State. In order for the pharmacy's certification of the pharmacists to be valid, a pharmacist shall agree in writing, on a
form approved by the Board, to be subject to the jurisdiction of the Board, the provisions of this Article, and the rules
adopted ip the Board. If the Board revokes this certification, the pharmacy shall no longer have authority to dispense,
ship, mail, or deliver in any manner a dispensed legend drug into this State.
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(b) Any pharmacy subject to this section shall at all times mairaaialid unexpired license, permit, or
registration necessary to conduct such pharmacy in compliance with the laws of the state in which such pharmacy is
located. No pharmacy operating outside the State may ship, mail, or deliver in any manner a dispendattug
into this State unless such drug is lawfully dispensed by a licensed pharmacist in the state where the pharmacy is
located.

(c) The Board shall be entitled to charge and collect not more than five hundred dollars ($500.00) for original
registation of a pharmacy under this section, and for renewal thereof, not more than two hundred dollars ($200.00),
and for reinstatement thereof, not more than two hundred dollars ($200.00).

(d) The Board may deny a nonresident pharmacy registration uponreuhetiion that the pharmacy has a
record of being formally disciplined in its home state for violations that relate to the compounding or dispensing of
legend drugs and presents a threat to the public health and safety.

(e) Except as otherwise providedtims subsection, the Board may adopt rules to protect the public health
and safety that are necessary to implement this section. Notwithstanding 8556 9he Board shall not adopt rules
pertaining to the shipment, mailing, or other manner of deligédispensed legend drugs by pharmacies required to
register under this section that are more restrictive than federal statutes or regulations governing the delivery of
prescription medications by mail or common carrier. A pharmacy required to registéerthisdsection shall comply
with rules adopted pursuant to this section.

) The Board may deny, revoke, or suspend a nonresident pharmacy registration for failure to comply with
any requirement of this section.

§ 90:85.21B. Unlawful practice of pharmag.
It shall be unlawful for any person, firm, or corporation not licensed or registered under the provisions of this
Article to:

Q) Use in a trade name, sign, letter, or advertisement any term, including "drug", "pharmacy",
"prescription drugs", "presctijpn”, "Rx", or "apothecary"”, that would imply that the person,
firm, or corporation is licensed or registered to practice pharmacy in this State.

(2) Hold himself or herself out to others as a person, firm, or corporation licensed or registered to

practice pharmacy in this State.

§ 90-85.21C. Pharmacy permit exemption for dispensing and delivery of home renal products.

Each location or facility within or outside this State from which dialysate or drugs necessary to perform home
renal dialysis aréispensed and delivered to a patient in this State is exempt from the pharmacy permit requirements
established by G.S. 9b.21 and G.S. 98.21A, provided that all the following criteria are met:

Q) The dialysate or drugs have been approved or clearednited States Food and Drug
Administration.

(2) The dialysate or drugs are lawfully held by a manufacturer or an agent of the manufacturer that
is properly licensed by the North Carolina Department of Agriculture and Consumer Services
as a manufacturery @as a wholesaler, or as both, as required by G.S14863.

€)) The dialysate or drugs are held, delivered, and dispensed in their original, sealed packaging
from the manufacturing facility.

4) The dialysate or drugs are delivered only by the manufagtor an agent of the manufacturer,
and only upon receipt of a physician's order.

(5) The manufacturer or an agent of the manufacturer delivers the dialysate or drugs directly to
either of the following:
a. A patient with chronic kidney failure or a desap of the patient, for

selfadministration of the dialysis therapy.

b. A health care provider, or health care facility licensed under Chapter 122C, 131D, or

131E of the General Statutes, for administration or delivery of the dialysis therapy to
a patientwith chronic kidney failure.

§9085.21D. Dialysis facilities as designated agents to receive home medications for patients with renal failure.
Pharmacies may ship medications for home use by patients with renal failure to renal dialysis facdii@sefyr
to (i) patients who receive dialysis treatments in a Medicare certified dialysis facility or (ii) patients wthialyek
at home, provided that all of the following criteria are met:
Q) The patient authorizes, in writing, the dialysis fagiktaff to act as the patient's designated
agent for the purpose of receiving mailed medical packages at the dialysis facility.
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(2) The pharmacy, whether-state or oubf-state, is licensed as a pharmacy in North Carolina.

3) The medications for home @isare dispensed by the licensed pharmacist pursuant to a valid
prescription order.

(4) The delivered medication packages are held in a secure location in an area not accessible to the
public and delivered by the dialysis facility staff, unopened, to thiemia

(5) Medication packages are individually labeled with the patient name.

(6) The medications exclude controlled substances, as defined under 85. 90

§ 9085.22. Device and medical equipment permits; exemptions.

(a) Devices.— Each place, whier located in this State or eot-state, where devices are dispensed or
delivered to the user in this State shall register annually with the Board on a form provided by the Board and obtain a
device permit. A business that has a current pharmacy peoestrbt have to register and obtain a device permit.
Records of devices dispensed in pharmacies or other places shall be kept in accordance with rules adopted by the
Board.

(b) Medical Equipment- Each place, whether located in this State orafitgtate,that delivers medical
equipment to the user of the equipment in this State shall register annually with the Board on a form provided by the
Board and obtain a medical equipment permit. A business that has a current pharmacy permit or a current device
pernit does not have to register and obtain a medical equipment permit. Medical equipment shall be delivered only in
accordance with requirements established by rules adopted by the Board.

(© This section shall not apply to any of the following:
(1) A pharmaeutical manufacturer registered with the Food and Drug Administration.
(2) A wholly owned subsidiary of a pharmaceutical manufacturer registered with the Food and
Drug Administration.
3) The dispensing and delivery of home renal products in accordaticthe criteira specified in
G.S. 9085.21C.

§ 90-85.23. License and permit to be displayed.

Every pharmacisianager's license, every permit, and every current renewal shall be conspicuously posted in
the place of business owned by or employing thregeto whom it is issued. The licenses and every last renewal of
all other pharmacists employed in the pharmacy must be readily available for inspection by agents of the Board.
Failure to display any license or permit and the most recent renewal shaliidiation of this Article and each day
that the license or permit or renewal is not displayed shalldeparate andistinct offense.

§ 90-85.24. Fees collectible by Board.

(a) The Board of Pharmacy shall be entitled to charge and collect not naoréhthfollowing fees:

(1) For the examination of an applicant for license as a pharmacist, two hundred dollars ($200.00),
plus the cost of the test material,

(2 For renewing the license as a pharmacist, one hundredHikigtgdollars ($135.00);

) Forreinstatement of a license as a pharmacist, one hundredfiériyollars ($135.00);

(4) For annual registration of a pharmacy technician, thirty dollars ($30.00);

(5) For reinstatement of a registration of a pharmacy technician, thirty dollars ($30.00);

(6) For licenses without examination as provided in G.S8®@0, original, six hundred dollars
($600.00);

(7) For original registration of a pharmacy, five hundred dollars ($500.00), and renewal thereof,
two hundred dollars ($200.00);

(8) For reinstaterant of the registration of a pharmacy, two hundred dollars ($200.00);

(9) For annual registration as a dispensing physician under G-85.90(b), seventfive dollars
($75.00);

(10) For reinstatement of registration as a dispensing physician, seiemigollars ($75.00);

(12) For annual registration as a dispensing physician assistant under &.8198eventfive
dollars ($75.00);

(12) For reinstatement of registration as a dispensing physician assistant, daxermdyllars
($75.00);

(13) For annal registration as a dispensing nurse practitioner under G:-$8.20 seventyfive
dollars ($75.00);
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(14) For reinstatement of registration as a dispensing nurse practitioner, séventipllars
($75.00);
(15) For registration of any change in pharmagisrsonnel as required under G.S:8%021(a),
thirty-five dollars ($35.00);
(16) For a duplicate of any license, permit, or registration issued by the Board, fiventipllars
($25.00);
a7 For original registration to dispense devices, deliver médigaipment, or both, five hundred
dollars ($500.00);
(18) For renewal of registration to dispense devices, deliver medical equipment, or both, two
hundred dollars ($200.00);
(19) For reinstatement of a registration to dispense devices, deliver mediigahequ or both, two
hundred dollars ($200.00).
(b) All fees under this section shall be paid before any applicant may be admitted to examination or the
applicant's name may be placed upon the register of pharmacists or before any license or permit, or any renewal or
reinstatement thereof, may be issuedhzyBoard.

§ 90-85.25. Disasters and emergencies.

€) In the event of an occurrence which the Governor of the State of North Carolina has declared a state of
emergency, or in the event of an occurrence for which a county or municipality has enactidaanterto deal with
states of emergency under G.S. 16BA31, or to protect the public health, safety, or welfare of its citizens under G.S.
160A-174(a) or G.S. 153A21(a), as applicable, the Board may waive the requirements of this Article in order to
permit the provision of drugs, devices, and professional services to the public.

(b) The pharmacist in charge of a pharmacy shall report within 10 days to the Board any disaster, accident,
theft, or emergency which may affect the strength, purity, oritadpef drugs and devices in the pharmacy.

§ 90-85.26. Prescription orders preserved.

(a) Every pharmacistanager of a pharmacy shall maintain for at least three years the original of every
prescription order and refill compounded or dispensed at thenplegt except for prescription orders recorded in a
patient's medical record. An automated data processing system may be used for the storage and retrieval of refill
information for prescriptions pursuant to the regulations of the Board. A pharmeisige may comply with this
section by capturing and maintaining an electronic image of a prescription order or refill. An electronic image of a
prescription order or refill shall constitute the original prescription order, and a hard copy of the presadgtiar o
refill is not required to be maintained. If a pharmaaistnager elects to maintain prescription orders by capturing
electronic images of prescription orders or refills, the pharmacy's computer system must be capable of maintaining,
printing, and poviding in an electronic or paper format, upon a request by the Board, all of the information required
by this Chapter or rules adopted pursuant to this Chapter within 48 hours of such a request.

(b) Every pharmacy permittee's designated agent shall anaisdcumentation of alleged medication errors
and incidents described in G.S.-88.47(e)(1) for which the ginmacy permittee has knowledge.

§ 90-85.26A. Clinical pharmacist practitioners subcommittee.

The North Carolina Board of Pharmacy shall appami maintain a subcommittee of the Board consisting of
four licensed pharmacists to work jointly with the subcommittee of the North Carolina Medical Board to develop rules
to govern the provision of drug therapy management by clinical pharmacist practitiord to determine reasonable
fees to accompany an application for approval or renewal of such approval as provided in-&.Fh&Qules
developed by this subcommittee shall govern the performance of acts by clinical pharmacist practitioners and shall
become effective when theyveabeen adopted by both Boards.

§ 90:85.27. Definitions.
As used in G.S. 985.28 through G.S. 985.31:

(1) Biological product— As defined in section 351(i) of the Public Health Service Act, 42 U.S.C.
§ 262(i).

(1a) Equivalent drug product— A drug product which has the same established name, active
ingredient, strength, quantity, and dosage form, and which is therapeutically equivalent to the
drug product identified in the prescription.

(2) Established name: As definedin section 502(e)(3) of the Federal Food, Drug and Cosmetic
Act, 21 U.S.C. § 352(e)(3).

North Carolina Pharmacy LawEffective December 2018 11



3) Good manufacturing practice As defined in Part 211 of Chapter 1 of Title 21 of the Code of
Federal Regulations.

(3a) Interchangeable biological produet.A biological product determined by the United States
Food and Drug Administration to meet the standards set forth in 42 U.S.C. § 262(k)(4), or
deemed therapeutically equivalent by the United States Food and Drug Administration.

(4) Manufacturer— The actual maufacturer of the finished dosage form of the drug.

(4a) Narrow therapeutic index drugs.Those pharmaceuticals having a narrowly defined range
between risk and benefit. Such drugs have less than a twofold difference in the minimum toxic
concentration ananinimum effective concentration in the blood or are those drug product
formulations that exhibit limited or erratic absorption, formulatiependent bioavailability,
and wide intrapatient pharmacokinetic variability that requires bleeel monitoring.Drugs
identified as having narrow therapeutic indices shall be designated by the North Carolina
Secretary of Health and Human Services upon the advice of the State Health Director, North
Carolina Board of Pharmacy, and North Carolina Medical Board, asw#nerapeutic index
drugs and shall be subject to the provisions of G.8228(b1). The North Carolina Board of
Pharmacy shall submit the list of narrow therapeutic index drugs to the Codifier of Rules, in a
timely fashion for publication in January @ich year in the North Carolina Register.

(5) Prescriber— Anyone authorized to prescribe drugs manst to the laws of this State.

§ 90-85.28. Selection by pharmacists permissible; prescriber may permit or prohibit selection; price limit on
selecteddrugs; communication of dispensed biological products under specified circumstances.

€) A pharmacist dispensing a prescription for a drug product prescribed by its brand name may select any
equivalent drug or interchangeable biological product which nadlet$ the following standards:
(1) The manufacturer's name and the distributor's name, if different from the manufacturer's name,
shall appear on the label of the stock package.
(2) It shall be manufactured in accordance with current good manufactuaatcps.
3) All oral solid dosage forms shall have a logo, or other identification mark, or the product name
to identify the manufacturer or distributor.
4) The manufacturer shall have adequate provisions for drug recall.
(5) The manufacturer shall haalequate provisions for return of outdated drugs, through the
distributor or otherwise.
(b) The pharmacist shall not select an equivalent drug or interchangeable biological product if the prescriber
instructs otherwise by one of the following methods:
(1) A prescription form shall be preprinted or stamped with two signature lines at the bottom of the

form which read:

Product Selection Permitted Dispense as Written"
On this form, the prescriber shall communicate instructions to the pharmacist by digmin
appropriate line.

(2) In the event the preprinted or stamped prescription form specified in subdivision (1) of
subsection (b) of this section is not readily available, the prescriber may handwrite "Dispense
as Written" or words or abbreviations oéteame meaning on a prescription form.

) When ordering a prescription orally, the prescriber shall specify either that the prescribed drug
product be dispensed as written or that product selection is permitted. The pharmacist shall note
the instructionson the file copy of the prescription and retain the prescription form for the
period prescribed by law.

(b1) A prescription for a narrow therapeutic index drug shall be refilled using only the same drug product by
the same manufacturer that the pharmdagttdispensed under the prescription, unless the prescriber is notified by
the pharmacist prior to the dispensing of another manufacturer's product, and the prescriber and the patient give
documented consent to the dispensing of the other manufactuceiisp For purposes of this subsection, the term
"refilled" shall include a new prescription written at the expiration of a prescription which continues the patient's
therapy on a narrow therapeutic index drug.

(b2) Within a reasonable time following tliéspensing of a biological product requiring a prescription, the
pharmacist or a designee shall communicate to the prescriber the product name and manufacturer of the specific
biological product dispensed to the patient. This required communication stalhleyed by making an entry into
an interoperable electronic medical records system, or electronic prescribing technology, or a pharmacy benefit
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management system, or a pharmacy record that can be electronically accessible by the prescriber. Ergfinto o
the above referenced methods of communication is presumed to provide the required communication. Otherwise, the
pharmacist or a designee shall provide the required communication to the prescriber by facsimile, telephone, electronic
transmission, orther prevailing means, provided that communication shall not be required under any of the following
circumstances:
Q) There is no United States Food and Drug Administragipproved interchangeable biological
product for the product prescribed.
(2) A refill prescription is not changed from the product dispensed on the prior filling of the
prescription.

(b3) The Board of Pharmacy shall maintain a link on its Internet Web site to the current list of biological
products determined by the United States Foodl Rrug Administration to be interchangeable with a specific
biological product.

(b4) If the State mandates electronic medical records between a pharmacist and a prescriber as described in
subsection (b2) of this section, then the pharmacist shall onlgcheéred to communicate the biological product
dispensed through an electronic medical records system when such a system is in place and the information is
accessible by the prescriber.

(© The pharmacist shall not select an equivalent drug or interchangeable biological product unless its price
to the purchaser is less than the pdtthe prescribed drug produdtz.S. 9685.28(b2) and (b4) expire on October
1, 2020.]

§ 90:85.29. Prescription label.

The prescription label of every drug product dispensed shall contain the brand name of any drug product
dispensed, or in the absence of a brand name, the established name. The prescription drug label of every drug product
dispensed shia

(1) Contain the discard date when dispensed in a container other than the manufacturer's original
container. The discard date shall be the earlier of one year from the date dispensed or the
manufacturer's expiration date, whichever is earlier, and

(2) Not obscure the expiration date and storage statement when the product is dispensed in the
manufacturer's original container.

As used in this section, "expiration date" means the expiration date printed on the original manufacturer's container,
and "discad date" means the date after which the drug product dispensed in a container other than the original
manufacturer's container shall not be used. Nothing in this section shall impose liability on the dispensing pharmacist
or the prescriber for damagesateld to or caused by a drug product that loses its effectiveness prior to the expiration
or disposal date displayed the pharmacist or prescriber.

§ 90:85.30. Prescription record.
The pharmacy file copy of every prescription shall include the brarchde name, if any, or the established
name and the manufactuierthe drug product dispensed.

§ 90-85.31. Prescriber and pharmacist liability not extended.

The selection of an equivalent drug or interchangeable biological product pursuant to thessAdiicimpose no
greater liability upon the pharmacist for selecting the dispensed drug or biological product or upon the prescriber of
the same than would be incurred by either for dispensing the drug or biological @pekiéied in the prescription.

§ 9085.32. Rules pertaining to filling, refilling, transfer, and mail or commoncarrier delivery of prescription
orders.

(a) Except as otherwise provided in this section, the Board may adopt rules governing the filling, refilling
and transfer of presiption orders not inconsistent with other provisions of law regarding the distribution of drugs and
devices. The rules shall assure the safe and secure distribution of drugs and devices. Prescriptions marked PRN shall
not be refilled more than one yeareafthe date issued by the prescriber unless otherwise specified.

(b) Notwithstanding G.S. 985.6, the Board shall not adopt rules pertaining to the shipment, mailing, or
other manner of delivery of dispensed legend drugs that are more restrictive theal &atutes or regulations
governing the delivery of prescription medioats by mail or common carrier.
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§ 90-85.33. Unit dose medication systems.
The Board may adopt regulations governing pharmacists providing unit dose medication systems. atlensegul
shall ensure the safe and proper distribution of drugs inatienp's best health interests.

§ 90-85.34. Unique pharmacy practice.
Consistent with the provisions of this Article, the Board may regulate unique pharmacy piactigdisg, but
not limited to,nuclear pharmacy and clinical pharmacy, to ensure the best intefgsttient health and safety.

§ 90-85.34A. Public health pharmacy practice.

(a) A registered nurse in a local health department clinic may dispense prescription drdggiees| other
than controlled substances as defined in G.8R@nder the following conditions:

(1) The registered nurse has training acceptable to the Board in the labeling and packaging of
prescription drugs and devices;

(2) Dispensing by theegistered nurse shall occur only at a local health department clinic;

3) Only prescription drugs and devices contained in a formulary recommended by the Department
of Health and Human Services and approved by the Board shall be dispensed;

4) The local realth department clinic shall obtain a pharmacy permit in accordance with G.S.
90-85.21;

(5) Written procedures for the storage, packaging, labeling and delivery of prescription drugs and
devices shall be approved by the Board; and

(6) The pharmacisimanagr, or another pharmacist at his direction, shall review dispensing records

at least weekly, provide consultation where appropriate, and be responsible to the Board for all
dispensing activity at the local health department clinic.

(b) This section is apfdable only to prescriptions issued on behalf of persons receiving local health
department clinic services and issued by an individual authorized by law to prescribe drugs and devices.
(© This section does not affect the practice of nurse practitionessignt to G.S. 918.2 or of physician

assisants pursuant to G.S. 9(8.1.

§ 90-85.35. Availability of patient records.

Pharmacists employed in health care facilities shall have access to patient records maintained by those facilities
when necessary fahe pharmacist to provide pharmaceutical services. The pharmacist shall make afgenyries
in patient records.

§ 90-85.36. Availability of pharmacy records.

(a) Except as provided in subsections (b) and (c) below, written or electronic prescoptirs on file in
a pharmacy or other place where prescriptions are dispensed are not public records and any person having custody of
or access to the prescription orders may divulge the contents or provide a copy only to the following persons:

Q) An adult patient for whom the prescription was issued or a person who is legally appointed
guardian of that person;

(2) An emancipated minor patient for whom the prescription order was issued or a person who is
the legally appointed guardian of that patient;

(©)] An unemancipated minor patient for whom the prescription order was issued when the minor's
consent is sufficient to authorize treatment of the condition for which the prescription was
issued;

4) A parent or person in loco parentis of an unemancipatetbrmpatient for whom the

prescription order was issued when the minor's consent is not sufficient to authorize treatment
for the condition for which the prescription is issued;

(5) The licensed practitioner who issued the prescription;

(6) The licensed piitioner who is treating the patient for whom the prescription was issued;

(7 A pharmacist who is providing pharmacy services to the patient for whom the prescription was
issued;

(8) Anyone who presents a written authorization for the release of phamfiepation signed by
the patient or his legal representative;

(9 Any person authorized by subpoena, court order or statute;
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(10)  Any firm, association, partnership, business trust, corporation or company charged by law or
by contract with the responsiity of providing for or paying for medical care for the patient
for whom the prescription order was issued;

(12) A member or designated employee of the Board;

(12) The executor, administrator or spouse of a deceased patient for whom the prescription order
was issued;

(13) Researchers and surveyors who have approval from the Board. The Board shall issue this
approval when it determines that there are adequate safeguards to protect the confidentiality of
the information contained in the prescription orderg that the researchers or surveyors will
not publicly disclose any information that identifies any person;

(14) The person owning the pharmacy or his authorized agent; or

(15) A HIPAA covered entity, or business associate described in 45 C.F.R. § 166 E0Bealth
care provider who is not a covered entity, for purposes of treatment, payment, or health care
operations to the extent that disclosure is permitted or required by applicable State or federal
law.

(b) A pharmacist may disclose any informatienany person only when he reasonably determines that the
disclosure is necessary to protect the life or health of any person.

(© Records required to be kept by G.S:%&J{d) (Schedule V) are not public records and shall be disclosed
at the pharmacist's stiretion.

§ 90-85.37. Embargo.

Notwithstanding any other provisions of law, whenever an authorized representative of the Board has reasonable
cause to believe that any drug or device presents a danger to the public health, he shall affix to theediceyar d
notice that the article is suspected of being dangerous to the public health and warning all persons not to remove or
dispose of the article. Whenever an authorized representative of the Board has reasonable cause to believe that any
drug or devicgoresents a danger to the public health and that there are reasonable grounds to believe that it might be
disposed of pending a judicial resolution of the matter, he shall seize the article and take it to a safe and secure place.
When an article has beembargoed under this section, the Board shall, as soon as practical, file a petition in Orange
County District Court for a condemnation order for such article. If the judge determines after hearing, that the article
is not dangerous to the public healtle 8oard shall direct the immediate removal of the tag or other marking, and
where appropriate, shall direct that the article be returned to its owner. If the judge finds the article is dangerous to the
public health, he shall order its destruction at thaer's expense and under the Board's supervision. If the judge
determines that the article is dangerous to the public health, he shall order the owner of the article to pay all court
costs, reasonable attorney's fees, storage fees, and all attseincdent to the proceeding.

§ 90:85.38. Disciplinary authority.

(a) The Board may, in accordance with Chapter 150B of the General Statutes, issue a letter of reprimand or
suspend, restrict, revoke, or refuse to grant or renew a license to practice pharmegpyire licensees to successfully
complete remedial education if the licensee has done any of the following:

Q) Made false representations or withheld material information in connection with securing a
license or permit.

(2) Been found guilty of or pld guilty or nolo contendere to any felony in connection with the
practice of pharmacy or the distribution of drugs.

) Indulged in the use of drugs to an extent that renders the pharmacist unfit to practice pharmacy.

4) Made false representations in oeation with the practice of pharmacy that endanger or are
likely to endanger the health or safety of the public, or that defraud any person.

(5) Developed a physical or mental disability that renders the pharmacist unfit to practice pharmacy
with reasonale skill, competence and safety to the public.

(6) Failed to comply with the laws governing the practice of pharmacy and the distribution of drugs.

(7 Failed to comply with any provision of this Article or rules adopted by the Board.

(8) Engaged in, or died and abetted an individual to engage in, the practice of pharmacy without
a license.

(9 Been negligent in the practice of pharmacy.

(b) The Board, in accordance with Chapter 150B of the General Statutes, may suspend, revoke, or refuse to

grant or renevany permit for the same conduct as stated in subsection (a). The administration of required lethal
substances or any assistance whatsoever rendered with an execution under Article 19 of Chapter 15 of the General
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Statutes does not constitute the practfggharmacy under this Article, and any assistance rendered with an execution

under Article 19 of Chapter 15 of the General Statutes shall not be the cause for disciplinary action under this Article.
(c) Any license or permit obtained through false repri@m or withholding of material informatiahall

be void and of no effect.

§ 90:85.39. Injunctive authority.

The Board may apply to any court for an injunction to prevent violations of this Article or of any rules enacted
pursuant to it. The court Bmpowered to grant the injunctions regardless of whether criminal prosecution or other
action has been or may be institliges a result of the violation.

§ 90:85.40. Violations.

(a) It shall be unlawful for any owner or manager of a pharmacy or pthee to allow or cause anyone
other than a pharmacist to dispense or compound any prescription drug unless that person is a pharmacy technician or
a pharmacy student who is enrolled in a school of pharmacy approved by the Board and is working under the
syoervision of a pharmacist.

(b) Every person lawfully authorized to compound or dispense prescription drugs shall comply with all the
laws and regulations governing the labeling and packaging of such drugs by pharmacists.
(© It shall be unlawful for any pson not licensed as a pharmacist to compound or dispense any prescription

drug, unless that person is a pharmacy technician or a pharmacy student who is enrolled in a school of pharmacy
approved by the Board and is working under the supervision of a pbistm

(d) It shall be unlawful for any person to manage any place of business where devices are dispensed or sold
at retail without a permit as required by this Article.

(d1) It is unlawful for a person to own or manage a place of business from whickamheduipment is
delivered without a permit as required by this Article.

(e) It shall be unlawful for any person without legal authorization to dispose of an article that has been
embargoed under this Article.

® It shall be unlawful to violate any prows of this Article or of any rules or regulations enacted pursuant
to it.

(9) This Article shall not be construed to prohibit any person from performing an act that person is authorized

to perform pursuant to North Carolina law. Health care providers avhcauthorized to prescribe drugs without
supervision are authorized to dispense drugs without supervision.
(h) A violation of this Articleshall be a Class 1 misdemeanor.

§ 9085.41. Board agreements with special peer review organizations for impairedh@macy personnel.

(a) The North Carolina Board of Pharmacy may, under rules adopted by the Board in compliance with
Chapter 150B of the General Statutes, enter into agreements with special impaired pharmacy personnel peer review
organizations. Peer reviewactivities to be covered by such agreements shall include investigation, review and
evaluation of records, reports, complaints, litigation, and other information about the practices and practice patterns
of pharmacy personnel licensed or registered bptaed, as such matters may relate to impaired pharmacy personnel.
Special impaired pharmacy personnel peer review organizations may include a statewide supervisory committee and
various regional and local components or subgroups.

(b) Agreements authorizadhder this section shall include provisions for the impaired pharmacy personnel
peer review organizations to receive relevant information from the Board and other sources, conduct any investigation,
review, and evaluation in an expeditious manner, proagdeirance of confidentiality of nonpublic information and
of the peer review process, make reports of investigations and evaluations to the Board, and to do other related
activities for operating and promoting a coordinated and effective peer revieveprdbe agreements shall include
provisions assuring basic due process for pharmacy personnel that become involved.

(c) The impaired pharmacy personnel peer review organizations that enter into agreements with the Board
shall establish and maintain a pragr for impaired pharmacy personnel licensed or registered by the Board for the
purpose of identifying, reviewing, and evaluating the ability of those pharmacists to function as pharmacists, and
pharmacy technicians to function as pharmacy techniciangpgrrdvide programs for treatment and rehabilitation.

The Board may provide funds for the administration of these impaired pharmacy personnel peer review programs.
The Board shall adopt rules to apply to the operation of impaired pharmacy personneVipgepregrams, with
provisions for: (i) definitions of impairment; (i) guidelines for program elements; (iii) procedures for receipt and use
of information of suspected impairment; (iv) procedures for intervention and referral; (v) arrangements faingonito
treatment, rehabilitation, posttreatment support, and performance; (vi) reports of individual cases to the Board; (vii)
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periodic reporting of statistical information; and (viii) assurance of confidentiality of nonpublic information and of
the peer refew process.

(d) Upon investigation and review of a pharmacist licensed by the Board, or a pharmacy technician
registered with the Board, or upon receipt of a complaint or other information, an impaired pharmacy personnel peer
review organization that emeinto a peer review agreement with the Board shall report immediately to the Board
detailed information about any pharmacist licensed or pharmacy technician registered by the Board, if:

Q) The pharmacist or pharmacy technician constitutes an imminegédto the public or himself
or herself.
(2) The pharmacist or pharmacy technician refuses to cooperate with the program, refuses to submit
to treatment, or is still impaired after treatment and exhibits professional incompetence.
3) It reasonably appesathat there are other grounds for disciplinary action.
(e) Any confidential patient information and other nonpublic information acquired, created, or used in good

faith by an impaired pharmacy personnel peer review organization pursuant to this sedtiensiin confidential

and shall not be subject to discovery or subpoena in a civil case. No person participating in good faith in an impaired
pharmacy personnel peer review program developed under this section shall be required in a civil casetarngdisclos
information (including opinions, recommendations, or evaluations) acquired or developed solely in the course of
participating in the program.

) Impaired pharmacy personnel peer review activities conducted in good faith pursuant to any program
devebped under this section shall not be grounds for civil action under the laws of this State, and the activities are
deemed to be State directed and sanctioned and shall constitute "State action” for the pugmséesidn of
antitrust laws.

Part 2. Drug, Supplies, and Medical Device Repository Program.
§ 90-85.44. Drug, Supplies, and Medical Device Repository Program established.
(a) Definitions. — As used in this section unless the context clearly requires otherwise, the following
definitions apply:

(1) Board.— As defined in G.S. 985.3.

(2) Dispense- As defined in G.S. 985.3.

3) Drug.— As defined in G.S. 985.3.

4) Eligible donor.— The following are eligible donors under the Program:

a. A patient or the patient's family member.
b. A manufacturer, wholesaler, or supplier of drugs, supplies, or medical devices.
C. A pharmacy, free clinic, hospital, or a hospice care program.

(5) Eligible patient.— An uninsured or underinsured patient who meets the eligibility criteria
established by #nBoard, free clinic, or pharmacy.

(6) Free clinic.— A private, nonprofit, communitpased organization that provides health care
services at little or no charge to lamcome, uninsured, and underinsured persons through the
use of volunteer health careofessionals.

7 Medical device— A device as defined in G.S. $85.3(e).

(8) Pharmacist- As defined in G.S. 985.3.

9) Pharmacy- As defined in G.S. 985.3.

(20) Practitioner— A physician or other provider of health services licensed or othepe@emitted
to distribute, dispense, or administer drugs, supplies, or medical devices.

(11) Program-—The Drug, Supplies, and Medical Device Repository Program established under this

act.
(12)  Supplies— Supplies associated with or necessary for theigidtration of a drug.
(b) Program Purpose- The Board shall establish and administer the Program. The purpose of the Program

is to allow an eligible donor to donate unused drugs, supplies, and medical devices to uninsured and underinsured
patients in thé State. The unused drugs, supplies, and medical devices shall be donated to a free clinic or pharmacy
that elects to participate in the Program. A free clinic that receives a donated unused drug, supplies, or medical device
under the Program may distrileuthe drug, supplies, or medical device to another free clinic or pharmacy for use
under the Program.

(c) Requirements of Participating Pharmacists or Free Cliri@s.pharmacist may accept and dispense
drugs, supplies, and medical devices donated t®tbgram to eligible patients if all of the following requirements
are met:
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(1) The drug, supplies, or medical device is in the original, unopened, sealed, andéaainpet
packaging or, if packaged in singlmit doses, the singlenit dose packaging isnopened.

(2) The pharmacist has determined that the drug, supplies, or medical device is safe for
redistribution.

3) The drug bears an expiration date that is later than six months after the date that the drug was
donated.

(4) The drug, supplies, or mexdil device is not adulterated or mishranded, as determined by a
pharmacist.

(5) The drug, supplies, or medical device is prescribed by a practitioner for use by an eligible
patient and is dispensed by a pharmacist.

(d) Fee.— A patrticipating pharmacist dree clinic shall not resell a drug, supplies, or a medical device

donated to the Program. A pharmacist or free clinic may charge an eligible patient a handling fee to receive a donated
drug, supplies, or medical device, which shall not exceed the anpraitied in rules adopted by the Board.

(e) Program Participation Voluntary- Nothing in this section requires a free clinic or pharmacy to
participate in the Program.
) Eligible Patient— The Board shall establish eligibility criteria for individusdsreceive donated drugs,

supplies, or medical devices. Board eligibility criteria shall provide that individuals meeting free clinic or pharmacy
eligibility criteria are eligible patients. Dispensing shall be prioritized to patients who are uninsurettonsured.
Dispensing to other patients shall be permitted if an uninsured or underinsured patient is not available.

(9) Rules—The Board shall adopt rules necessary for the implementation of the Program. Rules adopted by
the Board shall provide for ¢hfollowing:
() Requirements for free clinics and pharmacies to accept and dispense donated drugs, supplies,

and medical devices pursuant to the Program, including eligibility criteria, confidentiality of
donors, and standards and procedures for a figie or pharmacy to accept and safely store
and dispense donated drugs, supplies, and medical devices.

(2) The amount of the maximum handling fee that a free clinic or pharmacy may charge for
distributing or dispensing donated drugs, supplies, or medisvites.
3) A list of drugs, supplies, and medical devices, arranged either by category or by individual drug,
supply, or medical device, that the Program will accept for dispensing.
(h) Immunity. — The following limited immunities apply under the Program:
(1) Unless a pharmaceutical manufacturer exercises bad faith, the manufacturer is not subject to

criminal or civil liability for injury, death, or loss to a person or property for matters related to
the donation, acceptance, or dispensing of a drug oficaledevice manufactured by the
manufacturer that is donated by any person under the Program, including liability for failure to
transfer or communicate product or consumer information or the expiration date of the donated
drug or medical device.

(2) The Pllowing individuals or entities are immune from civil liability for an act or omission that
causes injury to or the death of an individual to whom the drug, supplies, or medical device is
dispensed under the Program, and no disciplinary action may lreag&st a pharmacist or
practitioner as long as the drug, supplies, or medical device is donated in accordance with the
requirements of this section:

a. A pharmacy or free clinic participating in the Program.

b. A pharmacist dispensing a drug, suppl@smedical device pursuant to the Program.

C. A practitioner administering a drug, supplies, or medical devices pursuant to the
Program.

d. An eligible donor who has donated a drug, supplies, or a metbe@de pursuant to

the Program.
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CHAPTER 90
MEDIC INE AND ALLIED OCCUPATIONS

OTHER SELECTED PROVISIONS

Article 1.
Practice of Medicine.

Selected Provisions

* k% % %

§ 90-1.1. Definitions.
The following definitions apply in this Article:
Q) Board.— The North Carolina Medical Board.

4) License— An authorization issued by the Board to a physician or physician assistant to practice
medical acts, tasks, or functions.

(5) The practice of medicine or surgeryExcept as otherwise provided by this subdivision, the
practice of mediciner surgery, for purposes of this Article, includes any of the following acts:
a. Advertising, holding out to the public, or representing in any manner that the
individual is authorized to practice medicine in this State.
b. Offering or undertaking to pregbe, order, give, or administer any drug or medicine
for the use of any other individual.
C. Offering or undertaking to prevent or diagnose, correct, prescribe for, administer to,

or treat in any manner or by any means, methods, or devices any ditess®, pain,
wound, fracture, infirmity, defect, or abnormal physical or mental condition of any
individual, including the management of preghancy or parturition.

d. Offering or undertaking to perform any surgical operation on any individual.

e. Using thedesignation "Doctor," "Doctor of Medicine," "Doctor of Osteopathy,"
"Doctor of Osteopathic Medicine," "Physician," "Surgeon," "Physician and Surgeon,"
"Dr.," "M.D.," "D.O.," or any combination thereof in the conduct of any occupation or
profession pertaing to the prevention, diagnosis, or treatment of human disease or
condition, unless the designation additionally contains the description of or reference
to another branch of the healing arts for which the individual holds a valid license in
this State orthe use of the designation "Doctor" or "Physician" is otherwise
specifically permitted by law.

f. The performance of any act, within or without this State, described in this subdivision
by use of any electronic or other means, including the Internelephtme.

The administration of required lethal substances or any assistance whatsoever rendered with an

execution under Article 19 of Chapter 15 of the General Statutes does not constitute the practice

of medicine or surgery.

* k k k%

§ 908.2. Appointment of subcommittees.

(b) The North Carolina Medical Board shall appoint and maintain a subcommittee of four licensed
physicians to work jointly with a subcommittee of the North Carolina Board of Pharmacy to develop rules to govern
the performancefanedical acts by clinical pharmacist practitioners, including the determination of reasonable fees
to accompany an application for approval not to exceed one hundred dollars ($100.00) and for renewal of approval
not to exceed fifty dollars ($50.00). Rule=commended by the subcommittee shall be adopted in accordance with
Chapter 150B of the General Statutes by both the North Carolina Medical Board and the North Carolina Board of
Pharmacy and shall not become effective until adopted by both Boards. TtheJdovlina Medical Board shall have
responsibility for ensuring compliance with these rules.
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§ 9012.7. Treatment of overdose with opioid antagonist; immunity.

€) As used in this section, "opioid antagonist" means naloxone hydrochloridedpatoved by the federal
Food and Drug Administration for the treatment of a drug overdose.

(b) The following individuals may prescribe an opioid antagonist in the manner prescribed by this
subsection:

(1) A practitioner acting in good faith and exefogs reasonable care may directly or by standing
order prescribe an opioid antagonist to (i) a person at risk of experiencing anrelzitad
overdose or (ii) a family member, friend, or other person in a position to assist a person at risk
of experiencig an opiateaelated overdose. As an indicator of good faith, the practitioner, prior
to prescribing an opioid under this subsection, may require receipt of a written communication
that provides a factual basis for a reasonable conclusion as to eitherfafdiving:

a. The person seeking the opioid antagonist is at risk of experiencing an-gbédtel
overdose.
b. The person other than the person who is at risk of experiencing an-ebédéel

overdose, and who is seeking the opioid antagonist, &ation to the person at risk
of experiencing an opiatelated overdose:

1. A family member, friend, or other person.
2. In the position to assist a person at risk of experiencing an apiated
overdose.
(2) The State Health Director or a designee mpagscribe an opioid antagonist pursuant to
subdivision (1) of this subsection by means of a statewide standing order.
3) A practitioner acting in good faith and exercising reasonable care may directly or by standing

order prescribe an opioid antagonistany governmental or nongovernmental organization,
including a local health department, a law enforcement agency, or an organization that promotes
scientifically proven ways of mitigating health risks associated with substance use disorders
and other highrisk behaviors, for the purpose of distributing, through its agents, the opioid
antagonist to (i) a person at risk of experiencing an op@#ted overdose or (ii) a family
member, friend, or other person in a position to assist a person at risk oeegjpg an
opiaterelated overdose.

(c) A pharmacist may dispense an opioid antagonist to a person or organization pursuant to a prescription
issued in accordance with subsection (b) of this section. For purposes of this section, the term "pharrascist” is
defined in G.S90-85.3.

(c1) A governmental or nongovernmental organization, including a local health department, a law
enforcement agency, or an organization that promotes scientifically proven ways of mitigating health risks associated
with substanceise disorders and other highk behaviors may, through its agents, distribute an opioid antagonist
obtained pursuant to a prescription issued in accordance with subdivision (3) of subsection (b) of this section to (i) a
person at risk of experiencing apiaterelated overdose or (ii) a family member, friend, or other person in a position
to assist a person at risk of experiencing an ope&ltged overdose. An organization, through its agents, shall include
with any distribution of an opioid antagonmmirsuant to this subsection basic instruction and information on how to
administer the opioid antagonist.

(d) A person who receives an opioid antagonist that was prescribed pursuant to subsection (b) of this section
or distributed pursuant to subsectiof)(of this section may administer an opioid antagonist to another person if (i)
the person has a good faith belief that the other person is experiencingraldted overdose and (ii) the person
exercises reasonable care in administering the drug totliee person. Evidence of the use of reasonable care in
administering the drug shall include the receipt of basic instruction and information on how to administer the opioid
antagonist.

(e) All of the following individuals are immune from any civil or ciiimal liability for actions authorized by
this section:
(1) Any practitioner who prescribes an opioid antagonist pursuant to subsection (b) of this section.
(2) Any pharmacist who dispenses an opioid antagonist pursuant to subsection (c) of this section.
3 Any person who administers an opioid antagonist pursuant to subsection (d) of this section.
4) The State Health Director acting pursuant to subsection (b) of this section.
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(5) Any organization, or agent of the organization, that distributes an opiigarist pursuant to
subsection (c1) of this section.

* k% % %

§ 90-18. Practicing without license; penalties.

€) No person shall perform any act constituting the practice of medicine or surgery, as defined in this
Article, or any of the branches tleaf, unless the person shall have been first licensed and registered so to do in the
manner provided in this Article. Any person who practices medicine or surgery without being duly licensed and
registered, as provided in this Article, shall not be alloteathaintain any action to collect any fee for such services.
Any person so practicing without being duly licensed and registered in this State shall be guilty of a Class 1
misdemeanor. Any person so practicing without being duly licensed and registé¢nes State and who is falsely
representing himself or herself in a manner as being licensed or registered under this Article or any Article of this
Chapter shall be guilty of a Class | felony. Any person so practicing without being duly licensed arteckgighis
State and who is an ocof-state practitioner shall be guilty of a Class | felony. Any person who has a license or
approval under this Article that is inactive due solely to the failure to complete annual registration in a timely fashion
as equired by this Article or any person who is licensed, registered, and practicing under any other Article of this
Chapter shall be guilty of a Class 1 misdemeanor.

(© The following shall not constitute practicing medicine or surgery as defirtbdsiArticle:
3) The practice of pharmacy by any legally licensed pharmacist engaged in the practice of
pharmacy.

(3a) The provision of drug therapy management by a licensed pharmacist engaged in the practice of
pharmacy pursuant to an agreement ih@hysician, pharmacist, patient, and disease specific
when performed in accordance with rules and rules developed by a joint subcommittee of the
North Carolina Medical Board and the North Carolina Board of Pharmacy and approved by
both Boards. Drug thiapy management shall be defined as: (i) the implementation of
predetermined drug therapy which includes diagnosis and product selection by the patient's
physician; (ii) modification of prescribed drug dosages, dosage forms, and dosage schedules;
and (iii) ordering tests; (i), (ii), and (iii) shall be pursuant to an agreement that is physician,
pharmacist, patient, and disease specific.

§9018.1. Limitations on physician assistants.

(a) Any person who is licensed under the provisions of @0R.3 to perform medical acts, tasks, and
functions as an assistant to a physician may use the title "physician assistant". Any other person who uses the title in
any form or holds out to be a physician assistant or to be so licensed, shall be deemedittabiemof this Article.

(b) Physician assistants are authorized to write prescriptions for drugs under the following conditions:

Q) The North Carolina Medical Board has adopted regulations governing the approval of
individual physician assistants to teriprescriptions with such limitations as the Board may
determine to be in the best interest of patient health and safety.

(2) The physician assistant holds a current license issued by the Board.

) The North Carolina Medical Board has assigned an idestiibn number to the physician
assistant which is shown on the written prescription.

4) The supervising physician has provided to the physician assistant written instructions about
indications and contraindications for prescribing drugs and a writtézygot periodic review
by the physician of the drugs prescribed.

(5) A physician assistant shall personally consult with the supervising physician prior to prescribing
a targeted controlled substance as defined in Article 5 of this Chapter when alioditieng
conditions apply:

a. The patient is being treated by a facility that primarily engages in the treatment of pain
by prescribing narcotic medications or advertises in any medium for any type of pain
management services.

b. The therapeutic use dfé targeted controlled substance will or is expected to exceed
a period of 30 days.
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When a targeted controlled substance prescribed in accordance with this subdivision is continuously prescribed to the
same patient, the physician assistant shall constiittiv supervising physician at least once every 90 days to verify
that the prescription remains medically appropriate for the patient.

(c) Physician assistants are authorized to compound and dispense drugs under the following conditions:
Q) The functionis performed under the supervision of a licensed pharmacist.
(2) Rules and regulations of the North Carolina Board of Pharmacy governing this function are
complied with.
3) The physician assistant holds a current license issued by the Board.
(d) Physiciarassistants are authorized to order medications, tests and treatments in hospitals, clinics, nursing
homes, and other health facilities under the following conditions:
(1) The North Carolina Medical Board has adopted regulations governing the approval of

individual physician assistants to order medications, tests, and treatments with such limitations
as the Board may determine to be in the best interest of patient health and safety.

(2) The physician assistant holds a current license issued by the Board.

3) The supervising physician has provided to the physician assistant written instructions about
ordering medications, tests, and treatments, and when appropriate, specific oral or written
instructions for an individual patient, with provision for reviewthe physician of the order
within a reasonable time, as determined by the Board, after the medication, test, or treatment is
ordered.

4) The hospital or other health facility has adopted a written policy, approved by the medical staff
after consultatiorwith the nursing administration, about ordering medications, tests, and
treatments, including procedures for verification of the physician assistants' orders by nurses
and other facility employees and such other procedures as are in the interest bhpattan
and safety.

(e) Any prescription written by a physician assistant or order given by a physician assistant for medications,
tests, or treatments shall be deemed to have been authorized by the physician approved by the Board as the supervisor
of thephysician assistant and the supervising physician shall be responsible for authorizing the prescription or order.

(el) Any medical certification completed by a physician assistant for a death certificate shall be deemed to
have been authorized by the pigjen approved by the Board as the supervisor of the physician assistant, and the
supervising physician shall be responsible for authorizing the completion of the medical certification.

® Any registered nurse or licensed practical nurse who receivesdanfoom a physician assistant for
medications, tests, or treatments is authorized to perform that order in the same manner as if it were received from a
licensed physician.

(9) Any person who is licensed under G98:9.3 to perform medical acts, taskmd functions as an
assistant to a physician shall comply with each of the following:
(1) Maintain a current and active license to practice in this State.
(2) Maintain an active registration with the Board.
€)) Have a current Intent to Practice form filith the Board.
(h) A physician assistant serving active duty in the Armed Forces of the United States is exempt from the
requirements of subdivision (g)(3) of this section.
® A physician assistant's license shall become inactive any time the holdetofaibmply with the

requirements of subsection (g) of this section. A physician assistant with an inactive license shall not practice medical
acts, tasks, or functions. The Board shall retain jurisdiction over the holder of the inactive license.

§ 90182. Limitations on nurse practitioners.

(a) Any nurse approved under the provisions of @(18(14) to perform medical acts, tasks or functions
may use the title "nurse practitioner." Any other person who uses the title in any form or holds out torde a n
practitioner or to be so approved, shall be deemed to be in violation of this Article.

(b) Nurse practitioners are authorized to write prescriptions for drugs under the following conditions:

(1) The North Carolina Medical Board and Board of Nursingehadopted regulations developed
by a joint subcommittee governing the approval of individual nurse practitioners to write
prescriptions with such limitations as the boards may determine to be in the best interest of
patient health and safety;

(2) The nurg practitioner has current approval from the boards;

€)) The North Carolina Medical Board has assigned an identification number to the nurse
practitioner which is shown on the written prescription; and
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4) The supervising physician has provided to the enpmactitioner written instructions about
indications and contraindications for prescribing drugs and a written policy for periodic review
by the physician of the drugs prescribed.

(5) A nurse practitioner shall personally consult with the supervising@agsprior to prescribing
a targeted controlled substance as defined in Article 5 of this Chapter when all of the following
conditions apply:

a. The patient is being treated by a facility that primarily engages in the treatment of pain
by prescribing namtic medications or advertises in any medium for any type of pain
management services.

b. The therapeutic use of the targeted controlled substance will or is expected to exceed
a period of 30 days.

When a targeted controlled substance prescribed in acwmrdaith this subdivision is

continuously prescribed to the same patient, the nurse practitioner shall consult with the

supervising physician at least once every 90 days to verify that the prescription remains
medically appropriate for the patient.

(c) Nurse practitioners are authorized to compound and dispense drugs under the following conditions:
(1) The function is performed under the supervision of a licensed pharmacist; and
(2) Rules and regulations of the North Carolina Board of Pharmacy goveamméunction are
complied with.
(d) Nurse practitioners are authorized to order medications, tests and treatments in hospitals, clinics, nursing
homes and other health facilities under the following conditions:
() The North Carolina Medical Board and Bdaf Nursing have adopted regulations developed

by a joint subcommittee governing the approval of individual nurse practitioners to order
medications, tests and treatments with such limitations as the boards may determine to be in the
best interest of pent health and safety;

(2) The nurse practitioner has current approval from the boards;

3) The supervising physician has provided to the nurse practitioner written instructions about
ordering medications, tests and treatments, and when appropriatdicspei or written
instructions for an individual patient, with provision for review by the physician of the order
within a reasonable time, as determined by the Board, after the medication, test or treatment is
ordered; and

4) The hospital or other hehlfacility has adopted a written policy, approved by the medical staff
after consultation with the nursing administration, about ordering medications, tests and
treatments, including procedures for verification of the nurse practitioners' orders byamatses
other facility employees and such other procedures as are in the interest of patient health and
safety.

(e) Any prescription written by a nurse practitioner or order given by a nurse practitioner for medications,
tests or treatments shall be deemeldaee been authorized by the physician approved by the boards as the supervisor
of the nurse practitioner and such supervising physician shall be responsible for authorizing such prescription or order.

(el) Any medical certification completed by a nursagiitioner for a death certificate shall be deemed to
have been authorized by the physician approved by the boards as the supervisor of the nurse practitioner, and the
supervising physician shall be responsible for authorizing the completion of the neediifiation.

§)) Any registered nurse or licensed practical nurse who receives an order from a nurse practitioner for
medications, tests or treatments is authorized to perform that order in the same manner as if it were received from a
licensed physicia.

§ 90-18.2A. Physician assistants receiving, prescribing, or dispensing prescription drugs without charge or fee.

The North Carolina Medical Board shall have sole jurisdiction to regulate and license physician assistants
receiving, prescribing, or dispsing prescription drugs under the supervision of a licensed physician without charge
or fee to the patient. The provisions of G.S1801(c)(1), (c)(2), and G.S. &b.21(b), shall not apply to the receiving,
prescribing, or dispensing of prescriptionugs without charge or fee to the patient.

* k k kK
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§9018.4. Limitations on clinical pharmacist practitioners.

(a) Any pharmacist who is approved under the provisions of G.2.88€)(3a) to perform medical acts,
tasks, and functions may use titket"clinical pharmacist practitioner”. Any other person who uses the title in any
form or holds himself or herself out to be a clinical pharmacist practitioner or to be so licensed shall be deemed to be
in violation of this Article.

(b) Clinical pharmagt practitioners are authorized to implement predetermined drug therapy, which
includes diagnosis and product selection by the patient's physician, modify prescribed drug dosages, dosage forms,
and dosage schedules, and to order laboratory tests pusaatitiy therapy management agreement that is physician,
pharmacist, patient, and disease specific under the following conditions:

(1) The North Carolina Medical Board and the North Carolina Board of Pharmacy have adopted
rules developed by a joint subcoritt®e governing the approval of individual clinical
pharmacist practitioners to practice drug therapy management with such limitations that the
Boards determine to be in the best interest of patient health and safety.

(2) The clinical pharmacist practitien has current approval from both Boards.

3) The North Carolina Medical Board has assigned an identification number to the clinical
pharmacist practitioner which is shown on written prescriptions written by the clinical
pharmacist practitioner.

4) Thedrug therapy management agreement prohibits the substitution of a chemically dissimilar
drug product by the pharmacist for the product prescribed by the physician without the explicit
consent of the physician and includes a policy for periodic reviewebptisician of the drugs
modified pursuant to the agreement or changed with the consent of the physician.

(c) Clinical pharmacist practitioners in hospitals and other health facilities that have an established
pharmacy and therapeutics committee or singjtaup that determines the prescription drug formulary or other list of
drugs to be utilized in the facility and determines procedures to be followed when considering a drug for inclusion on
the formulary and procedures to acquire a nonformulary druggdatient may order medications and tests under the
following conditions:

(1) The North Carolina Medical Board and the North Carolina Board of Pharmacy have adopted
rules governing the approval of individual clinical pharmacist practitioners to order tgusca
and tests with such limitations as the Boards determine to be in the best interest of patient health

and safety.
(2) The clinical pharmacist practitioner has current approval from both Boards.
) The supervising physician has provided to the clinipharmacist practitioner written

instructions for ordering, changing, or substituting drugs, or ordering tests with provision for
review of the order by the physician within a reasonable time, as determined by the Boards,
after the medication or tests amalered.

4) The hospital or health facility has adopted a written policy, approved by the medical staff after
consultation with nursing administrators, concerning the ordering of medications and tests,
including procedures for verification of the cliniggharmacist practitioner's orders by nurses
and other facility employees and such other procedures that are in the best interest of patient
health and safety.

(5) Any drug therapy order written by a clinical pharmacist practitioner or order for mediation
tests shall be deemed to have been authorized by the physician approved by the Boards as the
supervisor of the clinical pharmacist practitioner and the supervising physician shall be
responsible for authorizing the prescription order.

(d) Any registeed nurse or licensed practical nurse who receives a drug therapy order from a clinical
pharmacist practitioner for medications or tests is authorized to perform that order in the same manner as if the order
was received from a licensed physician.

* kk k %
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Article 1B.
Medical Malpractice Actions.

Selected Provisions

§ 9021.11. Definitions.
The following definitions apply in this Article:
Q) Health care provider- Without limitation, any of the following:

a. A person who pursuant to the provisiooisChapter 90 of the General Statutes is
licensed, or is otherwise registered or certified to engage in the practice of or otherwise
performs duties associated with any of the following: medicine, surgery, dentistry,
pharmacy, optometry, midwifery, ostedlpg podiatry, chiropractic, radiology,
nursing, physiotherapy, pathology, anesthesiology, anesthesia, laboratory analysis,
rendering assistance to a physician, dental hygiene, psychiatry, or psychology.

b. A hospital, a nursing home licensed under Chal3&E of the General Statutes, or an
adult care home licensed under Chapter 131D of the General Statutes.
C. Any other person who is legally responsible for the negligence of a person described

by subsubdivision a. of this subdivision, a hospital, a mgsnome licensed under
Chapter 131E of the General Statutes, or an adult care home licensed under Chapter
131D of the General Statutes.

d. Any other person acting at the direction or under the supervision of a person described
by subsubdivision a. of thisubdivision, a hospital, a nursing home licensed under
Chapter 131E of the General Statutes, or an adult care home licensed under Chapter
131D of the General Statutes.

e. Any paramedic, as defined in GEB1E155(15a).
(2) Medical malpractice actior Either of the following:
a. A civil action for damages for personal injury or death arising out of the furnishing or

failure to furnish professional services in the performance of medical, dental, or other
health care by a health care provider.

b. A civil action against a hospital, a nursing home licensed under Chapter 131E of the
General Statutes, or an adult care home licensed under Chapter 131D of the General
Statutes for damages for personal injury or death, when the civil action (i) alleges a
breach ofadministrative or corporate duties to the patient, including, but not limited
to, allegations of negligent credentialing or negligent monitoring and supervision and
(ii) arises from the same facts or circumstances as a claim undsulsdivision a. of
this subdivision.

§ 90-21.12. Standard of health care.

€)) Except as provided in subsection (b) of this section, in any medical malpractice action as defined in G.S.
90-21.11(2)(a), the defendant health care provider shall not be liable for the paymamagfes unless the trier of
fact finds by the greater weight of the evidence that the care of such health care provider was not in accordance with
the standards of practice among members of the same health care profession with similar training andeexperienc
situated in the same or similar communities under the same or similar circumstances at the time of the alleged act
giving rise to the cause of action; or in the case of a medical malpractice action as defined irR2G.81@)(b), the
defendant healtleare provider shall not be liable for the payment of damages unless the trier of fact finds by the
greater weight of the evidence that the action or inaction of such health care provider was not in accordance with the
standards of practice among similaahke care providers situated in the same or similar communities under the same
or similar circumstances at the time of the alleged act giving rise to the cause of action.

(b) In any medical malpractice action arising out of the furnishing or the failufernish professional
services in the treatment of an emergency medical condition, as the term "emergency medical condition” is defined in
42 U.S.C. § 1395dd(e)(1)(A), the claimant must prove a violation of the standards of practice set forth in subsection
(a) of this section by clear and convincing evidence.

* k k kK
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8§ 9021.13. Informed consent to health care treatment or procedure.

(a) No recovery shall be allowed against any health care provider upon the grounds that the health care
treatment wasendered without the informed consent of the patient or other person authorized to give consent for the
patient where;

Q) The action of the health care provider in obtaining the consent of the patient or other person
authorized to give consent for the ipat was in accordance with the standards of practice
among members of the same health care profession with similar training and experience situated
in the same or similar communities; and

(2) A reasonable person, from the information provided by the thealte provider under the
circumstances, would have a general understanding of the procedures or treatments and of the
usual and most frequent risks and hazards inherent in the proposed procedures or treatments
which are recognized and followed by othealtie care providers engaged in the same field of
practice in the same or similar communities; or

3) A reasonable person, under all the surrounding circumstances, would have undergone such
treatment or procedure had he been advised by the health cadepiowccordance with the
provisions of subdivisions (1) and (2) of this subsection.

(b) A consent which is evidenced in writing and which meets the foregoing standards, and which is signed
by the patient or other authorized person, shall be presumedawdlid consent. This presumption, however, may
be subject to rebuttal only upon proof that such consent was obtained by fraud, deception or misrepresentation of a
material fact. A consent that meets the foregoing standards, that is given by a pabiet; authorized person, who
under all the surrounding circumstances has capacity to make and communicate health care decisions, is a valid
consent.

(c) The following persons, in the order indicated, are authorized to consent to medical treatmentfon beha
of a patient who is comatose or otherwise lacks capacity to make or communicate health care decisions:
Q) A guardian of the patient's person, or a general guardian with powers over the patient's person,

appointed by a court of competent jurisdictipmrsuant to Article 5 of Chapter 35A of the
General Statutes; provided that, if the patient has a health care agent appointed pursuant to a
valid health care power of attorney, the health care agent shall have the right to exercise the
authority to the exant granted in the health care power of attorney and to the extent provided

in G.S.32A-19(a) unless the Clerk has suspended the authority of that health care agent in
accordance with G.85A-1208(a).

(2 A health care agent appointed pursuant to a vealth care power of attorney, to the extent of
the authority granted.
) An agent, with powers to make health care decisions for the patient, appointed by the patient

pursuant to Chapter 32C of the General Statutes, to the extent of the authority. granted
4) The patient's spouse.

(5) A majority of the patient's reasonably available parents and children who are at least 18 years
of age.

(6) A majority of the patient's reasonably available siblings who are at least 18 years of age.

7 An individual who ha an established relationship with the patient, who is acting in good faith

on behalf of the patient, and who can reliably convey the patient's wishes.

(cl) If none of the persons listed under subsection (c) of this section is reasonably available, pagerttis
attending physician, in the attending physician's discretion, may provide health care treatment without the consent of
the patient or other person authorized to consent for the patient if there is confirmation by a physician other than the
patient's attending physician of the patient's condition and the necessity for treatment; provided, however, that
confirmation of the patient's condition and the necessity for treatment are not required if the delay in obtaining the
confirmation would endangéhe life or seriously worsen the condition of the patient.

(d) No action may be maintained against any health care provider upon any guarantee, warranty or assurance
as to the result of any medical, surgical or diagnostic procedure or treatment unlgssrtiigee, warranty or
assurance, or some note or memorandum thereof, shall be in writing and signed by the provider or by some other
person authorized to act for or on behalf of such provider.

(e) In the event of any conflict between the provisions f $kction and those of G.35A-1245, 9621.17,
and 90322, Articles 1A and 19 of Chapter 90, and Article 3 of Chapter 122C of the General Statutes, the provisions
of those sections and Articles shall control and continue in full force and effect.
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§ 9021.14. First aid or emergency treatment; liability limitation.

(a) Any person, including a volunteer medical or health care provider at a facility of a local health
department as defined in G.S. 13@%r at a nonprofit community health center or a vidan member of a rescue
squad, who voluntarily and without expectation of compensation renders first aid or emergency health care treatment
to a person who is unconscious, ill or injured,

Q) When the reasonably apparent circumstances require prompbdedsid actions in medical
or other health care, and
(2) When the necessity of immediate health care treatment is so reasonably apparent that any delay

in the rendering of the treatment would seriously worsen the physical condition or endanger the
life of the person,
shall not be liable for damages for injuries alleged to have been sustained by the person or for damages for the death
of the person alleged to have occurred by reason of an act or omission in the rendering of the treatment unless it is
establshed that the injuries were or the death was caused by gross negligence, wanton conduct or intentional
wrongdoing on the part of the person rendering the treatment. The immunity conferred in this section also applies to
any person who uses an automate@mel defibrillator (AED) and otherwise meets the requirements of this section.

(b) Nothing in this section shall be deemed or construed to relieve any person from liability for damages for
injury or death caused by an act or omission on the pataf person while rendering health care services in the
normal and ordinary course of his business or profession. Services provided by a volunteer health care provider who
receives no compensation for his services and who renders first aid or emergaimgritéo members of athletic
teams are deemed not to be in the normal and ordinary course of the volunteer health care provider's business or
profession.

(c) In the event of any conflict between the provisions of this section and those of GL66(&),the
provisions of G.S. 2A66(d) shall control and continue in full force and effect.

§ 90-21.15. Emergency treatment using automated external defibrillator; immunity.

(a) It is the intent of the General Assembly that, when used in accordance withdtiis san automated
external defibrillator may be used during an emergency for the purpose of attempting to save the life of another person
who is in or who appears to be in cardiac arrest.

(b) For purposes of this section:
(1) "Automated external defiltator® means a device, heart monitor, and defibrillator that meets
all of the following requirements:
a. The device has received approval from the United States Food and Drug
Administration of its premarket notification filed pursuant to 21 U.S.C. § 36a&
amended.
b. The device is capable of recognizing the presence or absence of ventricular fibrillation

or rapid ventricular tachycardia and is capable of determining, without intervention by
an operator, whether defibrillation should be performed.

C. Upon determining that defibrillation should be performed, the device automatically
charges and requests delivery of, or delivers, an electrical impulse to an individual's
heart.

(2) "Person” means an individual, corporation, limited liability companynpeship, association,

unit of government, or other legal entity.

) "Training" means a nationally recognized course or training program in cardiopulmonary
resuscitation (CPR) and automated external defibrillator use including the programs approved
and prwoided by the:

a. American Heart Association.
b. American Red Cross.
(c) The use of an automated external defibrillator when used to attempt to save or to save a life shall
constitute "firstaid or emergency health care treatment" under G219 (a).
(d) The person who provides the cardiopulmonary resuscitation and automated external defibrillator training

to a person using an automated external defibrillator, the person responsible for the site where the automated external
defibrillator is located whethe person has provided for a program of training, and a North Carolina licensed physician
writing a prescription without compensation for an automated external defibrillator whether or not required by any
federal or state law, shall be immune from ciiability arising from the use of an automated external defibrillator

used in accordance with subsection (c) of this section.
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(e) The immunity from civil liability otherwise existing under law shall not be diminished by the provisions
of this section.

) Nothing in this section requires the purchase, placement, or use of automated external defibrillators by
any person, entity, or agency of State, county, or local government. Nothing in this section applies to a product's
liability claim against a manufactiror seller as defined in G.S. 99B

(9) In order to enhance public health and safety, a seller of an automated external defibrillator shall notify
the North Carolina Department of Health and Human Services, Division of Health Service RegulationpfOffice
Emergency Medical Services of the existence, location, and type of automated external defibrillator.

8§ 9021.15A. Emergency treatment using epinephrine autmjector; immunity.

(a) Definitions.— The following definitions apply in this section:
(1) Administer. — The direct application of an epinephrine air@ctor to the body of an
individual.
(2) Authorized entity.— Any entity or organization, other than a school described in G.S.

115G375.2A, at which allergens capable of causing anaphylaxis enpgelsent, including, but

not limited to, recreation camps, colleges, universities, day care facilities, youth sports leagues,
amusement parks, restaurants, places of employment, and sports arenas. An authorized entity
shall also include any person, corgiion, or other entity that owns or operates any entity or
organization listed.

3) Epinephrine auténjector. — A singleuse device used for the automatic injection of a
premeasured dose of epinephrine into the human body.

(4) Health care provider A health care provider licensed to prescribe drugs under the laws of this
State.

(5) Provide.— To supply one or more epinephrine ainfectors to an individual.

(b) Prescribing to Authorized Entities Permitted. A health care provider may prescribe epinépudr
autainjectors in the name of an authorized entity for use in accordance with this section, and pharmacists and health
care providers may dispense epinephrine-mjectors pursuant to a prescription issued in the name of an authorized
entity. A presdption issued pursuant to this section shall be valid for no more than two years.

(© Authorized Entities Permitted to Maintain SupphAn authorized entity may acquire and stock a supply
of epinephrine autinjectors pursuant to a prescription issuedccordance with this section. An authorized entity
that acquires and stocks epinephrine anfectors shall make a goddith effort to store the supply of epinephrine
autainjectors in accordance with the epinephrine dojector manufacturer's instrtions for use and any additional
requirements that may be established by the Department of Health and Human Services. An authorized entity that
acquires and stocks a supply of epinephrine-ayjéxtors pursuant to a prescription issued in accordancethigth
section shall designate employees or agents to be responsible for the storage, maintenance, control, and general
oversight of epinephrine autojectors acquired by the authorized entity.

(d) Use of Epinephrine Auttnjectors by Authorized Entities: An employee or agent of an authorized
entity or other individual who has completed the training required by subsection (e) of this section may use epinephrine
autainjectors prescribed pursuant to G.S:7b.1 to do any of the following:

Q) Provide anepinephrine autinjector to any individual who the employee, agent, or other
individual believes in good faith is experiencing anaphylaxis, or a person believed in good faith
to be the parent, guardian, or caregiver of such individual, for immediate iattation,
regardless of whether the individual has a prescription for an epinephrinmj@ator or has
previously been diagnosed with an allergy.

(2) Administer an epinephrine auiojector to any individual who the employee, agent, or other
individual believes in good faith is experiencing anaphylaxis, regardless of whether the
individual has a prescription for an epinephrine anjector or has previously been diagnosed
with an allergy.

(e) Mandatory Training Program- An authorized entity that elexto acquire and stock a supply of
epinephrine autinjectors as described in subsection (c) of this section shall designate employees or agents to
complete an anaphylaxis training program. The training may be conducted online or in person and sthaiinata
include all of the following components:

(1) How to recognize signs and symptoms of severe allergic reactions, including anaphylaxis.
(2) Standards and procedures for the storage and administration of an epinephringeiato
€)) Emergencyfollow-up procedures.
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In-person training shall cover the three components listed in this subsection and be conducted by (i) a physician,
physician assistant, or registered nurse licensed to practice in this State; (ii) a nationally recognized organization
experienced in training laypersons in emergency health treatment; or (iii) an entity or individual approved by the
Department of Health and Human Services.

Online training shall cover the three components listed in this subsection and be offered (ixttmnally
recognized organization experienced in training laypersons in emergency health treatment; (ii) by an entity or
individual approved by the Department of Health and Human Services; or (iii) by means of an online training course
that has been appred by another state.

()] Immunity. —

(1) The following persons are immune from criminal liability and from suit in any civil action
brought by any person for injuries or related damages that result from any act or omission taken
pursuant to this section:

a Any authorized entity that voluntarily and without expectation of payment possesses
and makes available epinephrine aimiectors.
b. Any employee or agent of an authorized entity, or any other individual, who provides

or administers an epinephrine aimgector to an individual whom the employee,
agent, or other individual believes in good faith is experiencing symptoms of
anaphylaxis and has completed the required training set forth in subsection (e) of this

section.
C. A health care provider that p@thes epinephrine auiojectors to an authorized
entity.
d. A pharmacist or health care provider that dispenses epinephringnpagiors to an
authorized entity.
e. Any individual or entity that conducts the training mandated by subsection (e) of this
section.
(2) The immunity conferred by this section does not apply to acts or omissions constituting willful
or wanton conduct as defined in G.S.-&(F) or intentional wrongdoing.
3) Nothing in this section creates or imposes any duty, obligation, & foadiability on any

authorized entity, any employee or agent of an authorized entity, or any other individual to
acquire, possess, store, make available, or administer an epinephrimgeuits.
4) This section does not eliminate, limit, or redue/ other immunity or defense that may be
available under State law, including the protections set forth in G-3194.
(9) Liability for Acts Outside of This State: An authorized entity located in this State shall not be liable
under the laws of thiState for any injuries or related damages resulting from the provision or administration of an
epinephrine autinjector outside of this State under either of the following circumstances:

(1) If the authorized entity would not have been liable for sugries or related damages if the
epinephrine autinjector had been provided or administered within this State.
(2) If the authorized entity is not liable for such injuries or related damages under the laws of the
state in which the epinephrine atitgector was provided or administered.
(h) Does Not Constitute Practice of Medicinre.The administration of an epinephrine aingector in

accordance with this section is not the practice of medicine or any other profession that otherwise requires licensure.

§9021.16. Volunteer health care professionals; liability limitation.

€) This section applies as follows:
(1) Any volunteer medical or health care provider at a facility of a local health department or at a
nonprofit community health center,
(2) Any volunteer medical or health care provider rendering services to a patient referred by a local

health department as defined in G.S. 13B), nonprofit community health center, or
nonprofit community health referral service at the provider's place of empibyme

3) Any volunteer medical or health care provider serving as medical director of an emergency
medical services (EMS) agency, or

(5) Any volunteer medical or health care provider licensed or certified in this State who provides
services within thecope of the provider's license or certification at a free clinic facility, who
receives no compensation for medical services or other related services rendered at the facility,
center, agency, or clinic, or who neither charges nor receives a fee feahsulvices rendered
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to the patient referred by a local health department, nonprofit community health center, or
nonprofit community health referral service at the provider's place of employment shall not be
liable for damages for injuries or death allege have occurred by reason of an act or omission

in the rendering of the services unless it is established that the injuries or death were caused by
gross negligence, wanton conduct, or intentional wrongdoing on the part of the person rendering
the servies. The free clinic, local health department facility, nonprofit community health
center, nonprofit community health referral service, or agency shall use due care in the selection
of volunteer medical or health care providers, and this subsectionshakause the free clinic,

health department facility, community health center, or agency for the failure of the volunteer
medical or health care provider to use ordinary care in the provision of medical services to its
patients.

(b) Nothing in thissection shall be deemed or construed to relieve any person from liability for damages for
injury or death caused by an act or omission on the part of such person while rendering health care services in the
normal and ordinary course of his or her busiegsofession. Services provided by a medical or health care provider
who receives no compensation for his or her services and who voluntarily renders such services at the provider's place
of employment, facilities of free clinics, local health departmastslefined in G.S. 13062, nonprofit community
health centers, or as a volunteer medical director of an emergency medical services (EMS) agency, are deemed not to
be in the normal and ordinary course of the volunteer medical or health care providags$asiprofession.

(© As used in this section, a "free clinic" is a nonprofit, 501(c)(3)ebeexmpt organization organized for
the purpose of providing health care services without charge or for a minimum fee to cover administrative costs.

(c1) For a volunteer medical or health care provider who provides services at a free clinic to receive the
protection from liability provided in this section, the free clinic shall provide the following notice to the patient, or
person authorized to give consent foatreent, for the patient's retention prior to the delivery of health care services:

"NOTICE
Under North Carolina law, a volunteer medical or health care provider shall not be liable for damages for injuries or
death alleged to have occurred by reason odaror omission in the medical or health care provider's voluntary
provision of health care services unless it is established that the injuries or death were caused by gross negligence,
wanton conduct, or intentional wrongdoing on the part of the volumedical or health care provider.”

(d) A nonprofit community health referral service that refers-ineome patients to medical or health care
providers for free services is not liable for the acts or omissions of the medical or health care providdesimgre
service to that patient if the nonprofit community health referral service maintains liability insurance covering the acts
and omissions of the nonprofit health referral service and any liability pursuant to subsection (a) of this section.

(e) As used in this section, a "nonprofit community health referral service" is a nonprofit, 501(c)(3)
tax-exempt organization organized to provide for no charge the referral @fiémme, uninsured patients to volunteer
health care providers who provide healéinecservices without charge to patients.

§9021.17. Portable do not resuscitate order and Medical Order for Scope of Treatment.

€)) It is the intent of this section to recognize a patient's desire and right to withhold cardiopulmonary
resuscitation andther life.prolonging measures to avoid loss of dignity and unnecessary pain and suffering through
the use of a portable do not resuscitate ("DNR") order or a Medical Order for Scope of Treatment (MOST).

This section establishes an optional and nonex@ysiecedure by which a patient or the patient's representative
may exercise this right.

(b) A physician may issue a portable DNR order or MOST for a patient:

(1) With the consent of the patient;

(2 If the patient is a minor, with the consent of the pasgmarent or guardian; or

) If the patient is not a minor but is incapable of making an informed decision regarding consent
for the order, with the consent of the patient's representative.

The physician shall document the basis for the DNR order or Mi@#Te patient's medical record. When the
order is a MOST, the patient or the patient's representative must sign the form, provided, however, that if it is not
practicable for the patient's representative to sign the original MOST form, the patiemtenégtive shall sign a
copy of the completed form and return it to the health care professional completing the form. The copy of the form
with the signature of the patient's representative, whether in paper or electronic form, shall be placed imthe patie
medical record. When the signature of the patient's representative is on a separate copy of the MOST form, the original
MOST form must indicate in the appropriate signature field that the signature is "on file".

(c) The Department of Health and Hum@arvices shall develop a portable DNR order form and a MOST
form. The official DNR form shall include fields for the name of the patient; the name, address, and telephone number
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of the physician; the signature of the physician; and other relevant informati a minimum, the official MOST

form shall include fields for: the name of the patient; an advisory that a patient is not required to have a MOST,; the
name, telephone number, and signature of the physician, physician assistant, or nurse practhimm@nguhe

order; the name and contact information of the health care professional who prepared the form with the patient or the
patient's representative; information on who agreed (i.e., the patient or the patient's representative) to the options
seleted on the MOST form; a range of options for cardiopulmonary resuscitation, medical interventions, antibiotics,
medically administered fluids and nutrition; patient or patient representative's name, contact information, and
signature; effective date of tHerm and review dates; a prominent advisory that directions in a MOST form may
suspend, while those MOST directions are in effect, any conflicting directions in a patient's previously executed
declaration of an advance directive for a natural deathr{giwill*), health care power of attorney, or other legally
authorized instrument; and an advisory that the MOST may be revoked by the patient or the patient's representative.
The official MOST form shall also include the following statement written in fao&l type directly above the
signature line: "You are not required to sign this form to receive treatment." The form may be approved by reference
to a standard form that meets the requirements of this subsection. For purposes of this section, the "patient’
representative” means an individual from the list of persons authorized to consent to the withholdipga6liging
measures pursuant to G.S-322.

(d) No physician, emergency medical professional, hospice provider, or other health care phaider s
subject to criminal prosecution, civil liability, or disciplinary action by any professional licensing or certification
agency for withholding cardiopulmonary resuscitation or othesplitdonging measures from a patient in good faith
reliance oran original DNR order or MOST form adopted pursuant to subsection (c) of this section, provided that (i)
there are no reasonable grounds for doubting the validity of the order or the identity of the patient, and (ii) the provider
does not have actual knazdge of the revocation of the portable DNR order or MOST. No physician, emergency
medical professional, hospice provider, or other health care provider shall be subject to criminal prosecution, civil
liability, or disciplinary action by any professionatdnsing or certification agency for failure to follow a DNR order
or MOST form adopted pursuant to subsection (c) of this section if the provider had no actual knowledge of the
existence of the DNR order or MOST.

(e) A health care facility may develop poilts and procedures that authorize the facility's provider to accept
a portable DNR order or MOST as if it were an order of the medical staff of that facility. This section does not prohibit
a physician in a health care facility from issuing a written Qrdther than a portable DNR order or MOST not to
resuscitate a patient in the event of cardiac or respiratory arrest, or to use, withhold, or withdraw additional medical
interventions as provided in the MOST, in accordance with acceptable medical pradtite facility's policies.

§)) Nothing in this section shall affect the validity of portable DNR order or MOST forms in existence prior
to the effective date of this section.
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§ 90-21.19. Liability limit for noneconomic damages.

€)) Exceptas otherwise provided in subsection (b) of this section, in any medical malpractice action in which
the plaintiff is entitled to an award of honeconomic damages, the total amount of noneconomic damages for which
judgment is entered against all defendah&disiot exceed five hundred thousand dollars ($500,000). Judgment shall
not be entered against any defendant for noneconomic damages in excess of five hundred thousand dollars ($500,000)
for all claims brought by all parties arising out of the same ps@feal services. On January 1 of every third year,
beginning with January 1, 2014, the Office of State Budget and Management shall reset the limitation on damages for
noneconomic loss set forth in this subsection to be equal to five hundred thousarsed(#6508r000) times the ratio
of the Consumer Price Index for November of the prior year to the Consumer Price Index for November 2011. The
Office of State Budget and Management shall inform the Revisor of Statutes of the reset limitation. The Revisor of
Statutes shall publish this reset limitation as an editor's note to this section. In the event that any verdict or award of
noneconomic damages stated pursuant to G:31ABB exceeds these limits, the court shall modify the judgment as
necessary to confor to the requirements of this subsection.

(b) Notwithstanding subsection (a) of this section, there shall be no limit on the amount of noneconomic
damages for which judgment may be entered against a defendant if the trier of fact finds both of theyfollowin
(1) The plaintiff suffered disfigurement, loss of use of part of the body, permanent injury or death.
(2) The defendant's acts or failures, which are the proximate cause of the plaintiff's injuries, were

committed in reckless disregard of the rightstbiers, grossly negligent, fraudulent, intentional
or with malice.
(c) The following definitions apply in this section:
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(1) Consumer Price Index The Consumer Price IndexAll Urban Consumers, for the South
urban area, as published by the Bureau of L&iatistics of the United States Department of
Labor.

(2) Noneconomic damages.Damages to compensate for pain, suffering, emotional distress, loss
of consortium, inconvenience, and any other nonpecuniary compensatory damage.
"Noneconomic damages" doestiinclude punitive damages as defined in G.S51D

3) Same professional services.The transactions, occurrences, or series of transactions or
occurrences alleged to have caused injury to the health care provider's patient.
(d) Any award of damages ia medical malpractice action shall be stated in accordance with G.S.

90-21.19B. If a jury is determining the facts, the court shall not instruct the jury with respect to the limit of
noneconomic damages under subsection (a) of this section, and neithtoriney for any party nor a witness shall
inform the jury or potential members of the jury panel of that limit.

* k k k%

§ 9021.19B. Verdicts and awards of damages in medical malpractice actions; form.

In any malpractice action, any verdict or awaddamages, if supported by the evidence, shall indicate
specifically what amount, if any, is awarded for noneconomic damages. If applicable, the court shall instruct the jury
on the definition of noneconomic damages under G.£.1909(b).

Article 1J.
Voluntary Health Care Services Act.

§ 90-21.100. Short title.
This Article shall be known and may be cited as the Volunteer Health Care Services Act.

§ 90-21.101. Findings.

(a) The General Assembly makes the following findings:
(1) Access to highguality health care services is a concern of all persons.
(2) Access to highlguality health care services may be limited for some residents of this State,
particularly those who reside in remote, rural areas or in the inner city.
) Physicians and otheehlth care providers have traditionally worked to ensure broad access to
health care services.
4) Many health care providers from North Carolina and elsewhere are willing to volunteer their

services to address the health care needs of North Caroliniansiahotherwise not be able
to obtain highquality health care services.
(b) The General Assembly further finds that it is the public policy of this State to encourage and facilitate
the voluntary provision of health care services.

§ 90-21.102. Definitians.
The following definitions apply in this Article:

Q) Department— The North Carolina Department of Health and Human Services.

(2) Free clinic.— A nonprofit, 501(c)(3) tawexempt organization organized for the purpose of
providing health care servicegithout charge or for a minimum fee to cover administrative
costs.

) Health care provider- Any person who:

a. Is licensed to practice as a physician or a physician assistant under Article 1 of this
Chapter.

b. Holds a limited volunteer license underS590612.1A.

C. Holds a retired limited volunteer license under G.S12(B.

d. Holds a physician assistant limited volunteer license under G-$2.90

e. Holds a physician assistant retired limited volunteer license und&? 9®.

f. Is a volunteehealth care professional to whom G.S: 24016 applies.

g. Is licensed to practice dentistry under Article 2 of this Chapter.

h. Is licensed to practice pharmacy under Atrticle 4A of this Chapter.

i.

Is licensed to practice optometry under Article 6 of Climpter.
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j- Is licensed to practice as a registered nurse or licensed practical nurse under Article
9A of this Chapter.

k. Is licensed to practice as a dental hygienist under Article 16 of this Chapter.
l. Holds a license as a registered licensed optigrater Article 17 of this Chapter.
m. Is licensed to practice as a physician, physician assistant, dentist, pharmacist,

optometrist, registered nurse, licensed practical nurse, dental hygienist, or optician
under provisions of law of another state of theited States comparable to the
provisions referenced in stdubdivisions a. through I. of this subdivision.

4) Sponsoring organizatior= Any nonprofit organization that organizes or arranges for the
voluntary provision of health care services pursuathitAtrticle.
(5) Voluntary provision of health care serviceslhe provision of health care services by a health

care provider in association with a sponsoring organization in which both of the following
circumstances exist:

a. The health care servicage provided without charge to the recipient of the services or
to a third party on behalf of the recipient.
b. The health care provider receives no compensation or other consideration in exchange

for the health care services provided.
For the purposes dhis Article, the provision of health care services in nonprofit community
health centers, local health department facilities, free clinic facilities, or at a provider's place of
employment when the patient is referred by a nonprofit community healtratefervice shall
not be considered the voluntary provision of health care.

§ 90-21.103. Limitation on duration of voluntary health care services.

A sponsoring organization duly registered in accordance with G:8319@4 may organize or arrange for the
voluntary provision of health care services at a location in this State for a period not to exceed seven calendar days in
any calendar year.

§ 9021.104. Registration, reporting, and recorekeeping requirements.

(a) A sponsoring organization shall notganize or arrange for the voluntary provision of health care
services in this State without first registering with the Department on a form prescribed by the Department. The
registration form shall contain all of the following information:

Q) The name ofthe sponsoring organization.

(2) The name of the principal individuals who are the officers or organizational officials
responsible for the operation of the sponsoring organization.

) The street address, city, zip code, and county of the sponsoringzatian's principal office
and each of the principal individuals described in subdivision (2) of this subsection.

4) Telephone numbers for the principal office of the sponsoring organization and for each of the
principal individuals described in subdiiga (2) of this subsection.
(5) Any additional information requested by the Department.
(b) Each sponsoring organization that applies for registration under this Article shall paytim®ne

registration fee in the amount of fifty dollars ($50.00), whittshall submit to the Department along with the
completed registration form required by subsection (a) of this section. Upon approval by the Department, a sponsoring
organization's registration remains valid unless revoked by the Department pursuasétticulff) of this section.

(c) Upon any change in the information required under subsection (a) of this section, the sponsoring
organization shall notify the Department of the change, in writing, within 30 days after the effective date of the change.
(d) Each registered sponsoring organization has the duty and responsibility to do all of the following:
(1) Except as provided in this subdivision, by no later than 14 days before a sponsoring organization

initiates voluntary health care services in this&tdte sponsoring organization shall submit to

the Department a list containing the following information regarding each health care provider
who is to provide voluntary health care services on behalf of the sponsoring organization during
any part of theie period in which the sponsoring organization is authorized to provide
voluntary health care services in the State:

a. Name.

b. Date of birth.

c. State of licensure.
d. License number.
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e. Area of practice.

f. Practice address.

By no later than 3 daygrior to voluntary health care services being rendered, a sponsoring
organization may amend the list to add health care providers defined in @%$.192(3)a.
through G.S. 921.102(3)I.

(2) Beginning April 1, 2013, submit quarterly reports to the Depant identifying all health care
providers who engaged in the provision of voluntary health care services in association with
the sponsoring organization in this State during the preceding calendar quarter. The quarterly
report must include the date, plaeed type of voluntary health care services provided by each
health care provider.

3) Maintain a list of health care providers associated with its provision of voluntary health care
services in this State. For each health care provider listed, the spgnsmanization shall
maintain a copy of a current license or statement of exemption from licensure or certification.
For health care providers currently licensed or certified under this Chapter, the sponsoring
organization may maintain a copy of the lteacare provider's license or certification
verification obtained from a Stasponsored Internet Web site.

4) Maintain records of the quarterly reports and records required under this subsection for a period
of five years from the date of voluntary sieerand make these records available upon request
to any State licensing board established under this Chapter.

(e) Compliance with subsections (a) through (d) of this section is prima facie evidence that the sponsoring
organization has exercised due carés selection of health care providers.
® The Department may revoke the registration of any sponsoring organization that fails to comply with the

requirements of this Article. A sponsoring organization may challenge the Department's decision toitsevoke
registration by filing a contested case under Article 3 of Chapter 150B of the General Statutes.

(9) The Department may waive any of the requirements of this section during a natural disaster or other
emergency circumstance.

§ 90-21.105. Department ad licensure boards to review licensure status of volunteers.

The Department shall forward the information received from a sponsoring organization under G.S.
90-21.104(d)(1) to the appropriate licensure board within seven days after receipt. Upon feggiphformation or
notice from a licensure board that a health care provider on the list submitted by the sponsoring organization pursuant
to G.S. 9621.104(d)(2) is not licensed, authorized, or in good standing, or is the subject of an investigaitdiray
disciplinary action, the Department shall immediately notify the sponsoring organization that the health care provider
is not permitted to engage in the voluntary provision of health care services on behalf of the sponsoring organization.

§9021106. Onsite requirements.

A sponsoring organization that organizes or arranges for the provision of voluntary health care services at a
location in this State shall ensure that at least one health care provider licensed to practice in this Statessvith ac
the controlled substances reporting system established under GL$3.93, is located on the premises where the
provision of voluntary health care services is occurring. In addition, every sponsoring organization shall post in a clear
and conspigous manner the following notice in the premises where the provision of voluntary health care services is
occurring:

"NOTICE

Under North Carolina law, there is no liability for damages for injuries or death alleged to have occurred by reason of
an act or mission in the health care provider's voluntary provision of health care services, unless it is established that
the injuries or death were caused by gross negligence, wanton conduct, or intentional wrongdoing on the part of the
health care provider."

§ 90-21.107. Additional licensure not required for certain volunteers.
(a) A health care provider who engages in the voluntary provision of health care services in association with
a sponsoring organization for no more than seven days during any calendahakaot be required to obtain
additional licensure or authorization in connection therewith if the health care provider meets any of the following
criteria:
(1) The health care provider is duly licensed or authorized under the laws of this Stawite pra
in the area in which the health care provider is providing voluntary health care services and is
in good standing with the applicable licensing board.

North Carolina Pharmacy LawEffective December 2018 34



(2) The health care provider lawfully practices in another state or district in the area in ich t
health care provider is providing voluntary health care services and is in good standing with the
applicable licensing board.

(b) This exemption from additional licensure or authorization requirements does not apply if any of the
following circumstancesxist:
Q) The health care provider has been subjected to public disciplinary action or is the subject of a

pending disciplinary proceeding in any state in which the health care provider is or ever has
been licensed.

(2) The health care provider's licenkas been suspended or revoked pursuant to disciplinary
proceedings in any state in which the health care provider is or ever has been licensed.
3) The health care provider renders services outside the scope of practice authorized by the health

care prouviler's license or authorization.

§9021.108. Immunity from civil liability for acts or omissions.

€) Subject to subsection (b) of this section, a health care provider who engages in the voluntary provision
of health care services at any location in 8tigte in association with a sponsoring organization shall not be liable for
damages for injuries or death alleged to have occurred by reason of an act or omission in the health care provider's
voluntary provision of health care services, unless it isobskeed that the injuries or death were caused by gross
negligence, wanton conduct, or intentional wrongdoing on the part of the health care provider.

(b) The immunity from civil liability provided by subsection (a) of this section does not apply if ahg of
following circumstances exist:

() The health care provider receives, directly or indirectly, any type of compensation, benefits, or
other consideration of any nature from any person for the health care services provided.

(2) The health care servicgzgovided are not part of the health care provider's training or
assignment.

3) The health care services provided are not within the scope of the health care provider's license
or authority.

4) The health care services provided are not authorized bypihe@iate authorities to be

performed at the location.

Article 4B.
Pharmacy Quality Assurance Protection Act.

§ 90-85.45. Legislative intent.

It is the intent of the General Assembly to require pharmacy quality assurance programs to further ctntribute
and enhance the quality of health care and reduce medication errors in this State by facilitating a process for the
continuous review of the practice of pharmacy.

§ 90:85.46. Definitions.
The following definitions shall apply in this Article:
Q) Board. — The North Carolina Board of Pharmacy.
(2) Pharmacy quality assurance prograi program pertaining to one of the following:

a. A pharmacy association created under G.S8%@ or incorporated under Chapter
55A of the General Statutes that evalughejuality of pharmacy services and alleged
medication errors and incidents and makes recommendations to improve the quality
of pharmacy services.

b. A program established by a person or entity holding a valid pharmacy permit pursuant
to G.S. 9685.21 orG.S. 9085.21A to evaluate the quality of pharmacy services and
alleged medication errors and incidents and make recommendations to improve the
quality of pharmacy services.

C. A quality assurance committee or medical or peer review committee estalflished
health care provider licensed under this Chapter or a health care facility licensed under
Chapter 122C, 131D, or 131E of the General Statutes that includes evaluation of the
quality of pharmacy services and alleged medication errors and incidemsa&ed
recommendations to improve the quality of pharmacy services.
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§ 90-85.47. Pharmacy quality assurance program required; limited liability; discovery.
(a) Every person or entity holding a valid pharmacy permit pursuant to G-:85.2Q or G.S. 98521A
shall establish or participate in a pharmacy quality assurance program as defined unde86.45(2) to evaluate

the following:
Q) The quality of the practice of pharmacy.
(2) The cause of alleged medication errors and incidents.
3) Pharmaceutical care outcomes.
(4) Possible improvements for the practice of pharmacy.
(5) Methods to reduce alleged medication errors and incidents.
(b) There shall be no monetary liability on the part of, or no cause of action for damages arisingaagainst,

member of a duly appointed pharmacy quality assurance program or any pharmacy or pharmacist furnishing
information to a pharmacy quality assurance program or any person, including a person acting as a witness or incident
reporter to or investigator foa pharmacy quality assurance program, for any act or proceeding undertaken or
performed within the scope of the functions of the pharmacy quality assurance program.

(c) This section shall not be construed to confer immunity from liability on any profedsassociation,
pharmacy or pharmacist, or health care provider while performing services other than as a member of a pharmacy
quality assurance program or upon any person, including a person acting as a witness or incident reporter to or
investigator fo a pharmacy quality assurance program, for any act or proceeding undertaken or performed outside the
scope of the functions of the pharmacy quality assurance program. Except as provided in subsection (a) or (b) of this
section, where a cause of action Vebarise against a pharmacy, pharmacist, or an individual health care provider, the
cause of action shall remain in effect.

(d) The proceedings of a pharmacy quality assurance program, the records and materials it produces, and
the materials it considerdall be confidential and not considered public records within the meaning of G:$.at32
G.S. 582-100 and shall not be subject to discovery or introduction into evidence in any civil action, administrative
hearing or Board investigation against a pharyngharmacist, pharmacy technician, a pharmacist manager or a
permittee or a hospital licensed under Chapter 122C or Chapter 131E of the General Statutes or that is owned or
operated by the State, which civil action, administrative hearing or Boardigatest results from matters that are
the subject of evaluation and review by the pharmacy quality assurance program. No person who was in attendance at
a meeting of the pharmacy quality assurance program shall be required to testify in any civil dotinistrative
hearing or Board investigation as to any evidence or other matters produced or presented during the proceedings of
the pharmacy quality assurance program or as to any findings, recommendations, evaluations, opinions, or other
actions of the parmacy quality assurance program or its members. However, information, documents, or records
otherwise available are not immune from discovery or use in a civil action merely because they were presented during
proceedings of the pharmacy quality assurgmogram. Documents otherwise available as public records within the
meaning of G.S. 132 do not lose their status as public records merely because they were presented or considered
during proceedings of the pharmacy quality assurance program. A mentepbfrmacy quality assurance program
may testify in a civil or administrative action but cannot be asked about the person's testimony before the pharmacy
quality assurance program or any opinions formed as a result of the pharmacy quality assureante [dathing in
this subsection shall preclude:

Q) A pharmacy, pharmacist, pharmacy technician, or other person or any agent or representative
of a pharmacy, pharmacist, pharmacy technician or other person patrticipating on a pharmacy
quality assurance pgoam may use otherwise privileged, confidential information for
legitimate internal business or professional purposes of the pharmacy quality assurance
program.

(2) A pharmacy, pharmacist, pharmacy technician, other person participating on the committee, o
any person or organization named as a defendant in a civil action, a respondent in an
administrative proceeding, or a pharmacy, pharmacist, or pharmacy technician subject to a
Board investigation as a result of participation in the pharmacy qualityaassuprogram may
use otherwise privileged, confidential information in the pharmacy quality assurance program
or person's own defense. A plaintiff in the civil action or the agency in the administrative
proceeding may disclose records or determinationsr afommunications to the pharmacy
quality assurance program in rebuttal to information given by the defendant, respondent, or
pharmacist subject to Board investigation.

(e) Upon the Board providing written notice to the pharmacy permittee's designateduadgen G.S.
90-85.21(a) and pharmacist of an investigation against the pharmacist, including the specific reason for the Board
investigation, the pharmacy permittee's designated agent shall compile and provide documentation within 10 days of
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the receipt bthe notice of any alleged medication error or incident committed by the pharmacist in the 12 months
preceding the receipt of the notice, that the pharmacy permittee has knowledge of, when:

Q) The alleged medication error or incident resulted in anh@fallowing:
a. A visit to a physician or an emergency room attributed to the alleged medication
incident or error.
b. Hospitalization requiring an overnight stay or longer.
C. A fatality.
(2) The Board has initiated a disciplinary proceeding againsplia@macist as a result of the

investigation. Unless the documentation relates to an alleged medication error or incident that
was specifically the cause of the investigation, the Board may review the documentation only

after the Board has made findingsfa€t and conclusions of law pursuant to G.S. 18Q28a)

and may use the documentation in determining the remedial action the pharmacist shall undergo
as part of the disciplinary action imposed by the Board. The documentation shall be released
only to the Bard or its designated employees pursuant to this subsection and shall not otherwise
be released except as required by law.

The documentation provided to the Board shall not include the proceedings and records of a pharmacy quality
assurance program or armation prepared by the pharmacy solely for consideration by or upon request of a pharmacy
quality assurance program.

® Nothing in this section shall preclude the Board from obtaining information concerning a specific alleged
medication error or incideénhat is the subject of a Board investigation resulting from a complaint to the Board.

Article 4C.
Pharmacy Audit Rights.

§ 90-85.50. Declaration of pharmacy rights during audit.
(a) The following definitions apply in this Article:

(1) "Pharmacy” means person or entity holding a valid pharmacy permit pursuant to G.S.
90-85.21 or G.S. 9@5.21A.
(2) "Responsible party” means the entity responsible for payment of claims for health care services

other than (i) the individual to whom the health care sesviwere rendered or (ii) that
individual's guardian or legal representative.
(b) Notwithstanding any other provision of law, whenever a managed care company, insurance company,
third-party payer, or any entity that represents a responsible party coaduatslit of the records of a pharmacy, the
pharmacy has a right to all of the following:

(1) To have at least 14 days' advance notice of the initiaiteraudit for each audit cycle.

(2) To have any audit that involves clinical judgment be done withaanpdicist who is licensed,
and is employed or working under contract with the auditing entity.

€)) Not to have clerical or recotkeeping errors, including typographical errors, scrivener's errors,

and computer errors, on a required document or recortieialisence of any other evidence,
deemed fraudulent. This subdivision does not prohibit recoupment of fraudulent payments.

4) If required under the terms of the contract, to have the auditing entity provide a pharmacy, upon
request, all records relatedttee audit in an electronic format or contained in digital media.
(5) To have the properly documented records of a hospital or any person authorized to prescribe

controlled substances for the purpose of providing medical or pharmaceutical care for their
paients transmitted by any means of communication in order to validate a pharmacy record
with respect to a prescription or refill for a controlled substance or narcotic drug.

(6) To have a projection of an overpayment or underpayment based on either tiee atipatients
served with a similar diagnosis or the number of similar prescription orders or refills for similar
drugs. This subdivision does not prohibit recoupments of actual overpayments, unless the
projection for overpayment or underpayment is p&# settlement by the pharmacy.

(7 Prior to the initiation of an audit, if the audit is conducted for an identified problem, the audit
is limited to claims that are identified by prescription number.

(8) If an audit is conducted for a reason other thascdbed in subdivision (6) of this subsection,
the audit is limited to 100 selected prescriptions.

9) If an audit reveals the necessity for a review of additional claims, to have the audit conducted
on site.
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(10)

(11)

(12)

(13)

(14)
(15)

(16)

(17)

(18)
(19)
(20)

(21)

Except for audits initiated for the reasdescribed in subdivision (6) of this subsection, to be
subject to no more than one audit in one calendar year, unless fraud or misrepresentation is
reasonably suspected.

Except for cases of Food and Drug Administration regulation or drug manufasafety
programs, to be free of recoupments based on any of the following unless defined within the
billing requirements set forth in the pharmacy provider manual not inconsistent with current
North Carolina Board of Pharmacy Regulations:

a. Documentatiomequirements in addition to or exceeding requirements for creating or
maintaining documentation prescribed by the State Board of Pharmacy.
b. A requirement that a pharmacy or pharmacist perform a professional duty in addition

to or exceeding professiondilities prescribed by the State Board of Pharmacy.
To be subject to recoupment only following the correction of a claim and to have recoupment
limited to amounts paid in excess of amounts payable under the corrected claim.
Except for Medicare clais, to be subject to reversals of approval for drug, prescriber, or patient
eligibility upon adjudication of a claim only in cases in which the pharmacy obtained the
adjudication by fraud or misrepresentation of claim elements.
To be audited under tteame standards and parameters as other similarly situated pharmacies
audited by the same entity.
To have at least 30 days following receipt of the preliminary audit report to produce
documentation to address any discrepancy found during an audit.
To have the period covered by an audit limited to 24 months from the date a claim was
submitted to, or adjudicated by, a managed care company, an insurance comparnypaatyhird
payer, or any entity that represents responsible parties, unless a lerigdrip permitted by a
federal plan under federal law.
Not to be subject to the initiation or scheduling of audits during the first five calendar days of
any month due to the high volume of prescriptions filled during that time, without the express
consent of the pharmacy. The pharmacy shall cooperate with the auditor to establish an alternate
date should the audit fall within the days excluded.
To have the preliminary audit report delivered to the pharmacy within 120 days after conclusion
of theaudit.
To have a final audit report delivered to the pharmacy within 90 days after the end of the appeals
period, as provided for in G.S. $85.51.
Not to have the accounting practice of extrapolation used in calculating recoupments or
penaltiedfor audits, unless otherwise required by federal requirements or federal plans.
Not to be subject to recoupment on any portion of the reimbursement for the dispensed product
of a prescription, unless otherwise provided in this subdivision:

a. Recouprent of reimbursement, or a portion of reimbursement, for the dispensed
product of a prescription may be had in the following cases:

1. Fraud or other intentional and willful misrepresentation evidenced by a
review of the claims data, statements, physieaiew, or other investigative
methods.

2. Dispensing in excess of the benefit design, as established by the plan sponsor.

3. Prescriptions not filled in accordance with the prescriber's order.

4. Actual overpayment to the pharmacy.

b. Recoupment of claims cases set out in stdubdivision a. of this subdivision shall

be based on the actual financial harm to the entity or the actual underpayment or
overpayment. Calculations of overpayments shall not include dispensing fees unless
one of the following contibns is present:

1. A prescription was not actually dispensed.
2. The prescriber denied authorization.
3. The prescription dispensed was a medication error by the pharmacy. For

purposes of this subdivision, a medication error is a dispensing of the wrong
drug or dispensing to the wrong patient or dispensing with the wrong
directions.

4, The identified overpayment is based solely on an extra dispensing fee.
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5. The pharmacy was noncompliant with Risk Evaluation and Mitigation
Strategies (REMS) program guiiteds.

6. There was insufficient documentation, including electronically stored
information, as described in this subsection.
7. Fraud or other intentional and willful misrepresentation by the pharmacy.

(22) To have an audit based only on information otedihy the entity conducting the audit and not
based on any audit report or other information gained from an audit conducted by a different
auditing entity. This subdivision does not prohibit an auditing entity from using an earlier audit
report prepared bthat auditing entity for the same pharmacy. Except as required by State or
federal law, an entity conducting an audit may have access to a pharmacy's previous audit report
only if the previous report was prepared by that entity.

(23) If the audit is condeted by a vendor or subcontractor, that entity is required to identify the
responsible party on whose behalf the audit is being conducted without having this information
being requested.

(24) To use any prescription that complies with federal or State dagegulations at the time of
dispensing to validate a claim in connection with a prescription, prescription refill, or a change
in a prescription.

§ 90-85.51. Mandatory appeals process.

(a) Each entity that conducts an audit of a pharmacy shall ettadnh appeals process under which a
pharmacy may appeal an unfavorable preliminary audit report to the entity.
(b) If, following the appeal, the entity finds that an unfavorable audit report or any portion of the unfavorable

audit report is unsubstantigtethe entity shall dismiss the unsubstantiated portion of the audit report without any
further proceedings.

(c) Each entity conducting an audit shall provide a copy, if required under contractual terms, of the audit
findings to the plan sponsor after cdetpon of any appeals process.

§ 90-85.52. Pharmacy audit recoupments.
(a) The entity conducting an audit shall not recoup any disputed funds, charges, or other penalties from a
pharmacy until (i) the deadline for initiating the appeals process estblishisuant to G.S. %b.51 has elapsed or
(ii) after the final internal disposition of an audit, including the appeals process as set forth in& S$19Whichever
is later, unless fraud or misrepresentation is reasonably suspected.

(b) Recoupment oan audit shall be refunded to the responsible party as contractually agreed upon by the
parties.
(c) The entity conducting the audit may charge or assess the responsible party, directly or indirectly, based
on amounts recouped if both of the following didions are met:
(1) The responsible party and the entity conducting the audit have entered into a contract that
explicitly states the percentage charge or assessment to the responsible party.
(2) A commission or other payment to an agent or employeeeoéittity conducting the audit is

not based, directly or indirectly, on amounts recouped.
8§ 90-85.53. Applicability.

This Article does not apply to any audit, review, or investigation that involves alleged Medicaid fraud, Medicaid
abuse, insurance frauak, other criminal fraud or misrepresentation.

Article 5.
North Carolina Controlled Substances Act.

Selected Provisions

§ 90:86. Title of Article.
This Article shall be known and may be cited as the "North Carolina Controlled Substances Act."

8§ 90-87. Definitions.
As used in this Article:
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1)

()

3)
(3a)

(4)
(5)
(5a)

(6)

(7)

"Administer" means the direct application of a controlled substance, whether by injection,

inhalation, ingestion, or any other means to the body of a patient or research subject by:

a. A practitioner (or, in hipresence, by his authorized agent), or

b. The patient or research subject at the direction and in the presence of the practitioner.

"Agent" means an authorized person who acts on behalf of or at the direction of a manufacturer,

distributor, or dispensebut does not include a common or contract carrier, public

warehouseman, or employee thereof.

"Bureau" means the Bureau of Narcotics and Dangerous Drugs, United States Department of

Justice or its successor agency.

"Commission” means the Commissi for Mental Health, Developmental Disabilities, and

Substance Abuse Services established under Part 4 of Article 3 of Chapter 143B of the General

Statutes.

"Control" means to add, remove, or change the placement of a drug, substance, or immediate

precursor included in Schedules | through VI of this Article.

"Controlled substance" means a drug, substance, or immediate precursor included in Schedules

| through VI of this Article.

"Controlled substance analogue" means a substance (i) the chsetnicture of which is

substantially similar to the chemical structure of a controlled substance in Schedule | or II; (ii)

which has a stimulant, depressant, or hallucinogenic effect on the central nervous system that

is substantially similar to or greatthan the stimulant, depressant, or hallucinogenic effect on
the central nervous system of a controlled substance in Schedule | or II; or (iii) with respect to

a particular person, which such person represents or intends to have a stimulant, depressant, o

hallucinogenic effect on the central nervous system that is substantially similar to or greater

than the stimulant, depressant, or hallucinogenic effect on the central nervous system of a

controlled substance in Schedule | or II; and does not include@itrolled substance; (ii) any

substance for which there is an approved new drug application; (iii) with respect to a particular
person any substance, if an exemption is in effect for investigational use, for that person, under

§ 355 of Title 21 of th&Jnited States Code to the extent conduct with respect to such substance

is pursuant to such exemption; or (iv) any substance to the extent not intended for human

consumption before such an exemption takes effect with respect to that substance. The
designabn of gamma butyrolactone or any other chemical as a listed chemical pursuant to
subdivision 802(34) or 802(35) of Title 21 of the United States Code does not preclude a finding
pursuant to this subdivision that the chemical is a controlled substanogumal

"Counterfeit controlled substance" means:

a. A controlled substance which, or the container or labeling of which, without
authorization, bears the trademark, trade name, or other identifying mark, imprint,
number, or device, or any likengbgreof, of a manufacturer, distributor, or dispenser
other than the person or persons who in fact manufactured, distributed, or dispensed
such substance and which thereby falsely purports, or is represented to be the product
of, or to have been distributdy, such other manufacturer, distributor, or dispenser;
or

b. Any substance which is by any means intentionally represented as a controlled
substance. It is evidence that the substance has been intentionally misrepresented as a
controlled substance if ¢hfollowing factors are established:

1. The substance was packaged or delivered in a manner normally used for the
illegal delivery of controlled substances.
2. Money or other valuable property has been exchanged or requested for the

substance, and the anmof that consideration was substantially in excess
of the reasonable value of the substance.

3. The physical appearance of the tablets, capsules or other finished product
containing the substance is substantially identical to a specified controlled
subsance.

"Deliver" or "delivery" means the actual constructive, or attempted transfer from one person to
another of a controlled substance, whether or not there is an agency relationship.
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(8)

(9)

(10)
(11)
(12)

(13)

(14)

(14a)

(15)

(16)

(17)

"Dispense" means to deliver a controlled substance to an tétinsar or research subject by

or pursuant to the lawful order of a practitioner, including the prescribing, administering,
packaging, labeling, or compounding necessary to prepare the substance for that delivery.
"Dispenser" means a practitioner whisgknses.

"Distribute" means to deliver other than by administering or dispensing a controlled substance.
"Distributor" means a person who distributes.

"Drug" means a. substances recognized in the official United States Pharmacopoedd, offici
Homeopathic Pharmacopoeia of the United States, or official National Formulary, or any
supplement to any of them; b. substances intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or other animals; c. suésst@ticer than food)
intended to affect the structure or any function of the body of man or other animals; and d.
substances intended for use as a component of any article specified in a, b, or c of this
subdivision; but does not include devices or themponents, parts, or accessories.

"Drug dependent person" means a person who is using a controlled substance and who is in a
state of psychic or physical dependence, or both, arising from use of that controlled substance
on a continuous basis. Drugpmndence is characterized by behavioral and other responses
which include a strong compulsion to take the substance on a continuous basis in order to
experience its psychic effects, or to avoid the discomfort of its absence.

"Immediate precursor" meana substance which the Commission has found to be and by
regulation designates as being the principal compound commonly used or produced primarily
for use, and which is an immediate chemical intermediary used or likely to be used in the
manufacture of aantrolled substance, the control of which is hecessary to prevent, curtail, or
limit such manufacture.

The term "isomer" means any type of isomer, including structural, geometric, or optical
isomers, and stereoisomers.

"Manufacture" means the gauction, preparation, propagation, compounding, conversion, or
processing of a controlled substance by any means, whether directly or indirectly, artificially
or naturally, or by extraction from substances of a natural origin, or independently by means of
chemical synthesis, or by a combination of extraction and chemical synthesis; and
"manufacture” further includes any packaging or repackaging of the substance or labeling or
relabeling of its container except that this term does not include the preparatmmpounding

of a controlled substance by an individual for his own use or the preparation, compounding,
packaging, or labeling of a controlled substance:

a. By a practitioner as an incident to his administering or dispensing of a controlled
substancén the course of his professional practice, or
b. By a practitioner, or by his authorized agent under his supervision, for the purpose of,

or as an incident to research, teaching, or chemical analysis and not for sale.
"Marijuana” means all parts ofi¢ plant of the genus Cannabis, whether growing or not; the
seeds thereof; the resin extracted from any part of such plant; and every compound,
manufacture, salt, derivative, mixture, or preparation of such plant, its seeds or resin, but shall
not includethe mature stalks of such plant, fiber produced from such stalks, oil, or cake made
from the seeds of such plant, any other compound, manufacture, salt, derivative, mixture, or
preparation of such mature stalks (except the resin extracted therefrom)oifiber cake, or
the sterilized seed of such plant which is incapable of germination. The term does not include
industrial hemp as defined in GR)6-568.51, when the industrial hemp is produced and used
in compliance with rules issued by the North diasoIndustrial Hemp Commission.
"Narcotic drug" means any of the following, whether produced directly or indirectly by
extraction from substances of vegetable origin, or independently by means of chemical
synthesis, or by a combination of extractaomd chemical synthesis:

a. Opium, opiate and opioid, and any salt, compound, derivative, or preparation of
opium, opiate, or opioid.
b. Any salt, compound, isomer, derivative, or preparation thereof which is chemically

equivalent or identical with any oheé substances referred to in clause a, but not
including the isoquinoline alkaloids of opium.
C. Opium poppy and poppy straw.
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d. Cocaine and any salt, isomer, salts of isomers, compound, derivative, or preparation
thereof, or coca leaves and any salt, isnrealts of isomers, compound, derivative or
preparation of coca leaves, or any salt, isomer, salts of isomers, compound, derivative,
or preparation thereof which is chemically equivalent or identical with any of these
substances, except that the substarghall not include decocanized coca leaves or
extraction of coca leaves, which extractions do not contain cocaine or ecgonine.

(18) "Opiate" means any substance having an addidtoming or addictiorsustaining liability
similar to morphine or being pable of conversion into a drug having addictforming or
addictionrsustaining liability. It does not include, unless specifically designated as controlled
under G.S90-88, the dextrorotatory isomer ofrBethoxyn-methylmorphinan and its salts
(dextronethorphan). It does include its racemic and levorotatory forms.

(18a) "Opioid" means any synthetic narcotic drug having oglixgeactivities but is not derived from
opium.

(29) "Opium poppy" means the plant of the species Papaver somniferum L., excaysds.

(20) "Person" means individual, corporation, government or governmental subdivision or agency,
business trust, estate, trust, partnership or association, or any other legal entity.

(21) "Poppy straw”" means all parts, except the seeds, of the qappy, after mowing.

(22) "Practitioner" means:

a. A physician, dentist, optometrist, veterinarian, scientific investigator, or other person
licensed, registered or otherwise permitted to distribute, dispense, conduct research
with respect to or to admistier a controlled substance so long as such activity is within
the normal course of professional practice or research in this State.

b. A pharmacy, hospital or other institution licensed, registered, or otherwise permitted
to distribute, dispense, conduesearch with respect to or to administer a controlled
substance so long as such activity is within the normal course of professional practice
or research in this State.

(23) "Prescription” means:

a. A written order or other order which is promptly redu¢edvriting for a controlled
substance as defined in this Article, or for a preparation, combination, or mixture
thereof, issued by a practitioner who is licensed in this State to administer or prescribe
drugs in the course of his professional practicessuwed by a practitioner serving on
active duty with the Armed Forces of the United States or the United States Veterans
Administration who is licensed in this or another state or Puerto Rico, provided the
order is written for the benefit of eligible bdingaries of armed services medical care;

a prescription does not include an order entered in a chart or other medical record of a
patient by a practitioner for the administration of a drug; or

b. A drug or preparation, or combination, or mixture theraohiShed pursuant to a
prescription order.

(24) "Production” includes the manufacture, planting, cultivation, growing, or harvesting of a
controlled substance.

(25) "Registrant” means a person registered by the Commission to manufacture, distribute, or
dispense any controlled substance as required by this Article.

(26) "State" means the State of North Carolina.

(26a) '"Targeted controlled substance" means any controlled substance included 9%9-@0§L) or
(2) or G.590-91(d).

(27) "Ultimate user" meanserson who lawfully possesses a controlled substance for his own use,
or for the use of a member of his household, or for administration to an animal owned by him
or by a member of his household.

§ 90:88. Authority to control.

(a) The Commission may addelete, or reschedule substances within Schedules | through VI of this Article
on the petition of any interested party, or its own motion. In every case the Commission shall give notice of and hold
a public hearing pursuant to Chapter 150B of the GeBgaaiites prior to adding, deleting or rescheduling a controlled
substance within Schedules | through VI of this Article, except as provided in subsection (d) of this section. A petition
by the Commission, the North Carolina Department of Justice, ordtth Sarolina Board of Pharmacy to add, delete,
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or reschedule a controlled substance within Schedules | through VI of this Article shall be placed on the agenda, for
consideration, at the next regularly scheduled meeting of the Commission, as a migter of r
(a1) In making a determination regarding a substance, the Commission shall consider the following:

Q) The actual or relative potential for abuse;

(2) The scientific evidence of its pharmacological effect, if known;
3) The state of current scientifknowledge regarding the substance;
(4) The history and current pattern of abuse;

(5) The scope, duration, and significance of abuse;

(6) The risk to the public health;
(7 The potential of the substance to produce psychic or physiological dependeititg katol

(8) Whether the substance is an immediate precursor of a substance already controlled under this
Article.
(b) After considering the required factors, the Commission shall make findings with respect thereto and shall
issue an order adding, defedior rescheduling the substance within Schedules | through VI of this Article.
(c) If the Commission designates a substance as an immediate precursor, substances which are precursors
of the controlled precursor shall not be subject to control solely bethey are precursors of the controlled precursor.
(d) If any substance is designated, rescheduled or deleted as a controlled substance under federal law, the

Commission shall similarly control or cease control of, the substance under this Articlehmigssnmission objects

to such inclusion. The Commission, at its next regularly scheduled meeting that takes place 30 days after publication
in the Federal Register of a final order scheduling a substance, shall determine either to adopt a ruleytoitnoéarl

the substance under this Article or to object to such action. Norrakéng notice or hearing as specified by Chapter

150B of the General Statutes is required if the Commission makes a decision to similarly control a substance.
However, if the @mmission makes a decision to object to adoption of the federal action, it shall initiateakiiey
procedures pursuant to Chapter 150B of the General Statutes within 180 days of its decision to object.

(e) The Commission shall exclude any nonnarcotigssance from the provisions of this Article if such
substance may, under the federal Food, Drug and Cosmetic Act, lawfully be soltheweunter without
prescription.

) Authority to control under this Article does not include distilled spirits, wimaf beverages, or tobacco.

(9) The Commission shall similarly exempt from the provisions of this Article any chemical agents and
diagnostic reagents not intended for administration to humans or other animals, containing controlled substances
which either(i) contain additional adulterant or denaturing agents so that the resulting mixture has no significant abuse
potential, or (ii) are packaged in such a form or concentration that the particular form as packaged has no significant
abuse potential, where susubstance was exempted by the Federal Bureau of Narcotics and Dangerous Drugs.

0] The North Carolina Department of Health and Human Services shall maintain a list of all preparations,
compounds, or mixtures which are excluded, exempted and eddepte control under any schedule of this Article
by the United States Drug Enforcement Administration and/or the Commission. This list and any changes to this list
shall be mailed to the North Carolina Board of Pharmacy, the State Bureau of Investgdteach district attorney
of this State.

§ 90-89. Schedule I controlled substances.

This schedule includes the controlled substances listed or to be listed by whatever official name, common or usual
name, chemical name, or trade name designated. Imeieg that a substance comes within this schedule, the
Commission shall find: a high potential for abuse, no currently accepted medical use in the United States, or a lack of
accepted safety for use in treatment under medical supervision. The follawitrglied substances are included in
this schedule:

(1) Opiates—~ Any of the following opiates or opioids, including the isomers, esters, ethers, salts
and salts of isomers, esters, and ethers, unless specifically excepted, or listed in another
schedulewhenever the existence of such isomers, esters, ethers, and salts is possible within the
specific chemical designation:

a. Acetyl-alphamethylfentanyl
(N[1-(1-methyt2-phenethyB4/y-piperidinyl]-N-phenylacet amide).

b. Acetylmethadol.

C. Repealed by Sessi Laws 1987, c. 412, s. 2.

d. Alpha-methylthiofentanyl

(N-[1-methyt2-(2-thienyl)ethylf4/y-piperidinyl]-N-phenylpropanamide).
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e. Allylprodine.

f. Alphacetylmethadol (except lexaphacetylmethadol, also known as levomethadyl
acetate and LAAM).

g. Alphameprodine.

h. Alphamethadol.

i. Alpha-methylfentanyl (N(1-(alphamethytbetaphenyl) ethyld-piperidyl)
propionalilide; 1(2methyt2-phenytethyl)-4-(N-propanilido) piperidine).

j- Benzethidine.
k. Betacetylmethadol.
l. Betahydroxfentanyl

(N-[1-(2-hydroxy-2-phenethyB4-piperidinyl]-N-phenylpropanamid).
Betahydroxy-3-methylfentanyl
(N-[1-(2-hydroxy-2-phenethy3-methyl4-piperidinyl]-N-phenylpropanamide).
Betameprodine.
Betamethadol.

Betaprodine.

Clonitazene.
Dextromoramide.
Diampromide.
Diethylthiambutene.
Difenoxin.

Dimenoxadol.
Dimepheptanol.
Dimethylthiambutene.
Dioxaphetyl butyrate.
Dipipanone.

aa. Ethylmethylthiambutene.

bb. Etonitazene.

cc. Etoxeridine.

dd. Furethidine.

ee. Hydroxypethidine.

3

NSXS<Ccr0w-oDos

ff. Ketobemidone.

gg. Levomoramide.

hh. Levophenacylmorphan.

. 1-methyt4-phenyt4-propionoxypiperidine (MPPP).
i- 3-Methylfentanyl

(N-[3-methyt1-(2-PhenylethyB4-Pi-peridyl]-N-Phenylpropanamide).
kk. 3-Methylthiofentanyl
(N-[(3-methy}1-(2-thienyl)ethyl/y-4-piperidinyl]-N-phenylpropanamide).
I Morpheridine.
mm. Noracymethadol.

nn. Norlevorphanol.

00. Normethadone.

pp. Norpipanone.

qqg. Parafluorofentanyl
(N-(4-fluorophenyl}N-[1-(2-phenethyl}-4-piperidinyl]-propanam ide.

. Phenadoxone.

SS. Phenampromide

tt. 1-(2-phenethyh4-phenyt4-acetoxypiperidine (PEPAP).

uu. Phenomorphan.

V. Phenoperidine.

WW. Piritramide.

XX. Proheptazine.

vy. Properidine.

zz. Propiram.

aaa. Racemoramide.
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bbb.  Thiofentanyl (NphenytN-[1-(2-thienyl)ethyt4-piperidinyl]-propanamide.

ccc. Tilidine.

ddd.  Trimeperidine.

eee. Acetyl Fentanyl.

fff. Trans3,4-dichloro-N-(2(dimethylamino)cyclohexyiN-methytbenzamide
(U47700).

ggg.  3,4dichloro-N([1(dimethylamino)cyclohexyl]methyl)benzamide;
1-(3,4-dichlorobenzamidomethyl)cydh@xyldimethylamine) (also  known as

AH-7921).

hhh.  3,4-dichloro-N-([diethylamino)cyclohexyN-methylbenzamide (also known as
U-49900).

il. U-77891.

iii- 1-phenylethylpiperidyliden@-(4-chlorphenyl)sulfonamide;

1-(4-nitrophenylethyl)piperidylideng-(4-chiorophenyl)sulfonamide;
4-chloro-N-[1-[2-(4-nitrophenyl)ethyl}2-piperidinylidene]/ybenzenesulfonamide
(also known as \AL8).

kkKk. 1-phenylethylpiperidyliden&-(4-chlorophenyl)sulfonamide;
4-chloro-N-[1-(2-phenylethyl}2-piperidinylidene}benzenesulfonarde (also known

as W15).
M. 1-cyclohexyt4-(1,2-diphenylethyl)piperazine (also known as M®b).
(1a) Fentanyl derivatives. —  Any compounds structurally derived from

N-[1-(2-phenylethyl}4-piperidinyl]-N-phenylpropanamide (Fentanyl) by any substitution on

or replacement of the phenethyl group, any substitution on the piperidine ring, any substitution
on or replacement of the propanamide group, any substitution on the anilido phenyl group, or
any combination of the above unless specifically excepted ed list another schedule to
include their salts, isomers, and salts of isomers. Fentanyl derivatives include, but are not
limited to, the following:

a. N-(1-phenylethylpiperidird-yl)-N-phenylfuran2-carboxamide (also known as
Furanyl Fentanyl).

b. N-(1-pherethylpiperidinr4-yl)-N-phenylbutyramide;
N-(1-phenethylpiperidifd-yl)-N-phenylbutanamide (also known as Butyryl
Fentanyl).

C. N-[1-[2-hydroxy-2-(thiophen2-yl)ethyl]piperidin4-yl] -N-phenylpropionamide;

N-[1-[2-hydroxy-2-(2-thienyl)ethyl}  4-piperidinyl]N-phenylpropanamide  (also
known as Betadydroxythiofentanyl).

d. N-phenytN-[1-(2-phenylethyl)piperidiM-yl]-2propenamide  (also  known as
Acrylfentanyl).

e. N-phenytN-[1-(2-phenylethy}4-piperidinyl]-pentanamide (also known as Valeryl
Fentanyl).

f. N-(2-fluorophenyl}N-[1-(2-phenylethyl}4-piperidinyl]-propanamide (also known as
2-fluorofentanyl).

g. N-(3-fluorophenyl}N-[1-(2-phenylethyl}4-piperidinyl]-propanamide (also known as
3-fluorofentanyl).

h. N-(1-phenethylpiperidis-yl)-N-phenyltetrahydrofura2-carboxamide (also known

as tetrahydrofuran fentanyl).
i. N-(4-fluorophenyl}2-methykN-[1-(2-phenylethyl}4-piperidinyl] -propanamide (also
known as 4fluoroisobutyryl fentanyl, 4~IBF).

J- N-(4-fluorophenyl}N-[1-(2-phenylethyl}4-piperidinyl]-butanamide (also known as
4-fluorobutyryl fentanyl, 4BF).
(2) Opium derivatives— Any of the following opium derivatives, including their salts, isomers,

and salts of isomers, unless specifically excepted, or listed in another schedule, whenever the
existence of such salts, isomers, and salts of isomers is possible within the specific chemical

designation:

a. Acetorphine.

b. Acetyldihydrocodeine.
C. Benzylmorphine.
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Codeine methylbromide.

CodeineN-Oxide.

Cyprenorphine.

Desomorphine.

Dihydromorphine.

Etorphine (except hydrochloride salt).

Heroin.

Hydromorphinol.

Methyldesorphine.

Methyldihydromorphine.

Morphine methylbromide.

Morphine methylsulfonate.

MorphineN-Oxide.

Myrophine.

Nicocodeine.

Nicomorphine.

Normorphine.

Pholcodine.

Thebacon.

w. Drotebanol.

3) Hallucinogenic substancesAny material, compound, mixture, or preparation which contains
any quantity of the following hallucinogenic substances, including their salts, isomers, and salts
of isomers, unless specifically excepted, or listed in another schedule, whenever the existence
of such salts, isomers, and salts of isomers is possible within the specific chemical designation:

SECYSmQTOS3ITATISQ@TOQ

a. 3, 4methylenedioxyamphetamine.

b. 5-methoxy3, 4methylenedioxyamphetamine.

C. 3, 4Methylenedioxymethamphetamine (MDMA).

d 3, 4methylenedioxyN-ethylamphetamine (also known asethylalphamethyl3,

4-(methylenedioxy) phenethylamine;é&thyl MDA, MDE, and MDEA).

e. N-hydroxy-3, 4-methylenedioxyamphammine (also known as
N-hydroxy/y-alphamethyt3, 4(methylenedioxy) phenethylamine, andhjdroxy
MDA).

f. 3, 4, 5trimethoxyamphetamine.

g. Alpha-ethyltryptamine. Some trade or other names: etryptamine, Monase,
alphaethyl1H-indole-3-ethanamine, -§2-aminobutyl) indole, alphd&T, and AET.

h. Bufotenine.

i. Diethyltryptamine.

j- Dimethyltryptamine.

K. 4-methyt2, 5-dimethoxyamphetamine.

l. Ibogaine.

m. Lysergic acid diethylamide.

n. Mescaline.

0. Peyote, meaning all parts of the plant presently clasdifigdnically as Lophophora

Williamsii Lemaire, whether growing or not; the seeds thereof; any extract from any
part of such plant; and every compound, manufacture, salt, derivative, mixture or
preparation of such plant, its seed or extracts.

N-ethyl3-piperidyl benzilate.

N-methyt3-piperidyl benzilate.

Psilocybin.

Psilocin.

2, 5dimethoxyamphetamine.

2, 5dimethoxy4-ethylamphetamine. Some trade or other names: DOET.

4-bromo-2, 5-dimethoxyamphetamine.

4-methoxyamphetamine.

s<crcvr-oD
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X. Ethylamine analog of phencyclidine. Some trade or other names:

N-ethyl1-phenylcyclohexylamine, ¢phenylcyclohexyl) ethylamine,
N-(1-phenylcyclohexyl) ethylamine, cyclohexamine, PCE.

y. Pyrrolidine analog of phencyclidine. Some trade or other names:
1-(1-phenylgclohexyl)}pyrrolidine, PCPy, PHP.

Z. Thiophene analog of phencyclidine. Some trade or other names:
1-[1-(2-thienyl)}-cyclohexyl}piperidine, 2thienyl analog of phencyclidine, TPCP,
TCP.

aa. 1-[1-(2-thienyl)cyclohexyl]pyrrolidine; Some other names: TCPy.
bb. Parahexyl.

cc. 4-Bromo-2, 5-Dimethoxyphenethylamine.

dd. Alpha-Methyltryptamine.

ee. 5-Methoxy-N,N-diisopropyltryptamine.

ff. Methoxetamine (other names: MXEMeO-2-Oxo-PCE).
0g. BTCP (Benzothiophenylcyclohexylpiperidine).

hh. Deschloroketamine.

il- 3-MeO-PCP (3methoxyphencyclidine).

kk. 4-hydroxy-MET.
I 4-OH-MIPT (4-hydroxy-N-methytN-isopropyltryptamine).
mm.  5-methoxyN-methytN-propyltryptamine (8MeO-MiPT).

(4) Systemic depressants Any material compound, mixture, or preparation which costaimy
guantity of the following substances having a depressant effect on the central nervous system,
including its salts, isomers, and salts of isomers whenever the existence of such salts, isomers,
and salts of isomers is possible within the specific d¢balntdesignation, unless specifically
excepted or unless listed in another schedule:

a. Mecloqualone.
b. Methaqualone.
C. Gamma hydroxybutyric acid; Some other names: GHB, gainydeoxybutyrate,
4-hydroxybutyrate, hydroxybutanoic acid; sodium oxybate dgam oxybutyrate.
d. Etizolam.
e. Flubromazepam.
f. Phenazepam.
(5) Stimulants— Unless specifically excepted or unless listed in another schedule, any material,

compound, mixture, or preparation that contains any quantity of the following substances
having a stimulant effect on the central nervous system, including its salts, isomers, and salts

of isomers:

a. Aminorex. Some trade or other names: aminoxaph@miao5-phenyt2-oxazoline;
or 4,5dihydro-5-phenyt2-oxazolamine.

b. Cathinone. Some trade or ther names: -amincl-phenyll-propanone,
alphaaminopropiophenoneminopropiophenone, and norephedrone.

C. Fenethylline.

d. Methcathinone. Some trade or other namegmethylaminojpropiophenone,
alpha(methylamino)propiophenone, -(hethylamino}1-phenylpropanl-one,
alphaN-methylaminepropiophenone, monomethylproprion, ephedrone,
N-methylcathinone, methylcathinone, A64, AL-422, AL-463, and UR1432.

e. (+-)cis-4-methylaminorex  [(¥)cis-4,5-dihydro-4-methyt5-phenyl2-oxazolamine]
(also known as-2mino-4-methyt5-phenyl2-oxazoline).

f. N,N-dimethylamphetamine. Some other names:

N,N,alphatri-methylbenzeneethaneamine; N,N,akthimethylphenethylamine.

g. N-ethylamphetamine.

h. 4-methylmethcathinone (also known as mephedrone).

i 3,4-Methylenedioxyprovalerone (also known as MDPV).

j Substituted cathinones. A compound, other than bupropion, that is structurally derived
from 2-amino-1-phenytl-propanone by modification in any of the following ways: (i)
by substitution in the phenyl ring to any extevith alkyl, alkoxy, alkylenedioxy,
haloalkyl, or halide substituents, whether or not further substituted in the phenyl ring
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by one or more other univalent substituents; (ii) by substitution atplosiBon to any
extent; or (iii) by substitution at theitrogen atom with alkyl, dialkyl, benzyl, or
methoxybenzyl groups or by inclusion of the nitrogen atom in a cyclic structure.

k. N-Benzylpiperazine.
l. 2,5— Dimethoxy4-(n)-propylthiophenethylamine.
(6) NBOMe compounds=- Any material compound, mixtur@r preparation which contains any

guantity of the following substances, including its salts, isomers, and salts of isomers whenever
the existence of such salts, isomers, and salts of isomers is possible within the specific chemical
designation unless spécally excepted or unless listed in another schedule:

a. 25B-NBOMe (2GB-NBOMe)
2-(4-Bromo-2,5-dimethoxyphenybN-(2-methoxybenzyl)ethanamine.

b. 25CNBOMe (2GC-NBOMe)
2-(4-Chloro-2,5-dimethoxyphenybN-(2-methoxybenzyl)ethanamine.

C. 25D-NBOMe (2GD-NBOMe)
2-(2,5-dimethoxy4-methylphenyl)N-(2-methoxybenzyl)ethanamine.

d. 25ENBOMe (2GE-NBOMe)
2-(4-Ethyl-2,5-dimethoxyphenybN-(2-methoxybenzyl)ethanamine.

e. 25GNBOMe (2GG-NBOMe)
2-(2,5dimethoxy3,4-dimethylphenyBN-(2-methoxybenzyl)ethanamine.

f. 25H-NBOMe (2GH-NBOMe)
2-(2,5-dimethoxyphenybN-(2-methoxybenzyl)ethanamine.

g. 25|-NBOMe (2GI-NBOMe)
2-(4-lodo-2,5-dimethoxyphenyhN-(2-methoxybenzyl)ethanamine.

h. 25N-NBOMe (2GN-NBOMe)
2-(2,5-dimethoxy4-nitrophenyl}N-(2-methoxybenzyl)ethanamine.

i. 25RNBOMe (2GP-NBOMe)
2-(4-Propyt2,5-dimethoxyphenybN-(2-methoxybenzyl)ethanamine.

J- 25T2NBOMe (2GT2-NBOMe)
2,5-dimethoxyN-[(2-methoxyphenyl)methyifi-(methylthio}xbenzeneethanamine.

k. 25T4NBOMe (2GT4-NBOMe)
2,5-dimethoxyN-[(2-methoxyphenybnethyl}-4-[(1-methylethyl)thio} benzeneethan
amine.

l. 25T7-NBOMe (2GT7-NBOMe)
2,5dimethoxyN-[(2-methoxyphenyl)methyi§i-(propylthio}benzeneet hanamine.

@) Synthetic cannabinoids: Any quantity of any synthetic chemical compound that (i) is a

cannahmoid receptor agonist and mimics the pharmacological effect of naturally occurring

substances or (ii) has a stimulant, depressant, or hallucinogenic effect on the central nervous

system that is not listed as a controlled substance in Schedules | throagil 1§ not an

FDA-approved drug. Synthetic cannabinoids include, but are not limited to, the substances

listed in subsubdivisions a. through p. of this subdivision and any substance that contains any

qguantity of their salts, isomers (whether optical,ifpmsal, or geometric), homologues, and

salts of isomers and homologues, unless specifically excepted, whenever the existence of these

salts, isomers, homologues, and salts of isomers and homologues is possible within the specific

chemical designation. ThHellowing substances are examples of synthetic cannabinoids and are
not intended to be inclusive of the substances included in this Schedule:

a. Naphthoylindoles. Any compound containing -é13naphthoyl)indole structure with
substitution at the nitrogeatom of the indole ring by an alkyl, haloalkyl, alkenyl,
cycloalkylmethyl, cycloalkylethyl, AN-methyl2-piperidinyl)methyl, or
2-(4-morpholinyl)ethyl group, whether or not further substituted in the indole ring to
any extent and whether or not substitute the naphthyl ring to any extent. Some
trade or other names: JWBL5, JWHO018, JWH019, JWHO073, JWHO081,
JWH-122, JWH200, JWH210, JWH398, AM-2201, and WIN 58212.

b. Naphthylmethylindoles.  Any  compound containing a -ihHol-3-yl-
(1-naphthyl)methanstructure with substitution at the nitrogen atom of the indole ring
by an alkyl, haloalkyl, alkenyl, cycloalkylmethyl, cycloalkylethyk(N-methyl2-
piperidinyl)methyl, or 2(4-morpholinyl)ethyl group, whether or not further
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substituted in the indole mnto any extent and whether or not substituted in the
naphthyl ring to any extent.

C. Naphthoylpyrroles. Any compound containing-él3naphthoyl)pyrrole structure with
substitution at the nitrogen atom of the pyrrole ring by an alkyl, haloalkyl, alkenyl,
cycloalkylmethyl, cycloalkylethyl, AN-methyt2-piperidinyl)methyl, or 2(4-
morpholinyl)ethyl group, whether or not further substituted in the pyrrole ring to any
extent and whether or not substituted in the naphthyl ring to any extent. Another name:
JWH-307.

d. Naphthylmethylindenes. Any compound containing a naphthylideneindene structure
with substitution at the-position of the indene ring by an alkyl, haloalkyl, alkenyl,
cycloalkylmethyl, cycloalkylethyl, AN-methyl2-piperidinyl)methyl, or 2(4-
morpholinyl)ethyl group, whether or not further substituted in the indene ring to any
extent and whether or not substituted in the naphthyl ring to any extent.

e. Phenylacetylindoles. Any compound containinggh@nylacetylindole structure with
substitution &the nitrogen atom of the indole ring by an alkyl, haloalkyl, alkenyl,
cycloalkylmethyl, cycloalkylethyl, AN-methyt2-piperidinyl)methyl, or 2(4-
morpholinyl)ethyl group, whether or not further substituted in the indole ring to any
extent and whether gt substituted in the phenyl ring to any extent. Some trade or
other names: SR8, RCS8, JWH250, and JWH03.

f. Cyclohexylphenols. Any compound containing g3zhydroxycyclohexyl)phenol
structure with substitution at thepsition of the phenolicmig by an alkyl, haloalkyl,
alkenyl, cycloalkylmethyl, cycloalkylethyl, -(IN-methyl2-piperidinyl)methyl, or
2-(4-morpholinyl)ethyl group, whether or not substituted in the cyclohexyl ring to any
extent. Some trade or other names: CP 47,497 (and homolpgues)
cannabicyclohexanol.

g. Benzoylindoles. Any compound containing a(b&nzoyl)indole structure with
substitution at the nitrogen atom of the indole ring by an alkyl, haloalkyl, alkenyl,
cycloalkylmethyl, cycloalkylethyl, AN-methyl2-piperidinyl)methyl,  or
2-(4-morpholinyl)ethyl group, whether or not further substituted in the indole ring to
any extent and whether or not substituted in the phenyl ring to any extent. Some trade
or other names: AM694, Pravadoline (WIN 48,098), and R@S

h. 2,3-Dihydro-5-methyt-3-(4-morpholinylmethyl)pyrrolo[1,2,3le} 1,
4-benzoxazirb-yl]-1-napthalenylmethanone. Some trade or other name: WIN
55,2122,

i. (6aR,10aRp-(hydroxymethyl}6,
6-dimethyt3-(2-methyloctar2-yl)-6a,7,10,10detrahydrobenzo[c]chrometol
7370. Somérade or other name: HR10.

j- 3-(cyclopropylmethanone) indole or -(8yclobutylmethanone) indole or
3-(cyclopentylmethanone) indole by substitution at the nitrogen atom of the indole
ring, whether or not further substituted in the indole ring to any extdrether or not
further substituted on the cyclopropyl, cyclobutyl, or cyclopentyl rings to any extent.
Substances in this class include, but are not limited to:1WR fluorcUR-144,
XLR-11, A-796,260, and /A834,735.

k. Indole  carboxaldehydes. Any cooynd structurally derived from
1H-indole-3-carboxaldehyde or 1ihdole-2-carboxaldehyde substituted in both of the
following ways:

1. At the nitrogen atom of the indole ring by an alkyl, haloalkyl, cyanoalkyl,
alkenyl, cycloalkylmethyl, cycloalkylethyl,
1-(N-methyl2-piperidinyl)methyl, 2(4-morpholinyl)ethyl,

1-(N-methyl2-pyrrolidinyl)methyl, E(N-methyt3-morpholinyl)methyl,
tetrahydropyranylmethyl, benzyl, or halo benzyl group; and
2. At the carbon of the carboxaldehyde by a phenyl, benzyl, naphthyl,
adamantyl, cyclopropyl, or propionaldehyde group;
whether or not the compound is further modified to any extent in the following ways:
(i) substitution to the indole ring to any extent, (ii) substitution to the phenyl, benzyl,
naphthyl, adamantyl, cyclopropyl, or propionaldehyde group to any extenta (iii)
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nitrogen heterocyclic analog of the indole ring, or (iv) anitrogen heterocyclic analog
of the phenyl, benzyl, naphthyl, adamantyl, or cyclopropyl ring. Substances in this
class include, but are not limited to: AB1.

l. Indole  carboxamides. Any  compalin structurally  derived  from
1H-indole-3-carboxamide or 1Hhdole-2-carboxamide substituted in both of the
following ways:

1. At the nitrogen atom of the indole ring by an alkyl, haloalkyl, cyanoalkyl,
alkenyl, cycloalkylmethyl, cycloalkylethyl,
1-(N-methyl2-piperidinyl)methyl, 2(4-morpholinyl)ethyl,

1-(N-methyl2-pyrrolidinyl)methyl, E(N-methyt3-morpholinyl)methyl,
tetrahydropyranylmethyl, benzyl, or halo benzyl group; and
2. At the nitrogen of the carboxamide by a phenyl, benzyl, naphthyl, adamantyl,
cyclopropyl, or propionaldehyde group;
whether or not the compound is further modified to any extent in the following ways:
(i) substitution to the indole ring to any extent, (ii) substitution to the phenyl, benzyl,
naphthyl, adamantyl, cyclopropyl, or piopaldehyde group to any extent, (ii)) a
nitrogen heterocyclic analog of the indole ring, or (iv) a nitrogen heterocyclic analog
of the phenyl, benzyl, naphthyl, adamantyl, or cyclopropyl ring. Substances in this
class include, but are not limited to: SB1 and STH.35.
m. Indole carboxylic acids. Any compound structurally derived from
1H-indole-3-carboxylic acid or 1Hndole-2-carboxylic acid substituted in both of the
following ways:

1. At the nitrogen atom of the indole ring by an alkyl, haloalkyl,roalkyl,
alkenyl, cycloalkylmethyl, cycloalkylethyl,
1-(N-methyl2-piperidinyl)methyl, 2(4-morpholinyl)ethyl,

1-(N-methyt2-pyrrolidinyl)methyl, 1(N-methyl3-morpholinyl)methyl,
tetrahydropyranylmethyl, benzyl, or halo benzyl group; and
2. At the nitroga of the carboxamide by a phenyl, benzyl, naphthyl, adamantyl,
cyclopropyl, or propionaldehyde group;
whether or not the compound is further modified to any extent in the
following ways: (i) substitution to the indole ring to any extent, (ii)
substitutionto the phenyl, benzyl, naphthyl, adamantyl, cyclopropyl, or
propionaldehyde group to any extent, (iii) a nitrogen heterocyclic analog of
the indole ring, or (iv) a nitrogen heterocyclic analog of the phenyl, benzyl,
naphthyl, adamantyl, or cyclopropyl rin§ubstances in this class include,
but are not limited to: SDB01 and STS.35.
whether or not the compound is further modified to any extent in the following ways:
(i) substitution to the indole ring to any extent, (ii) substitution to the phenyl, henzyl
naphthyl, adamantyl, cyclopropyl, or propionaldehyde group to any extent, (iii) a
nitrogen heterocyclic analog of the indole ring, or (iv) a nitrogen heterocyclic analog
of the phenyl, benzyl, naphthyl, adamantyl, or cyclopropyl ring. Substances in this
class include, but are not limited to: 2R and fluorePB-22.
n. Indazole carboxaldehydes. Any compound structurally derived from
1H-indazole3-carboxaldehyde or lhdazole2-carboxaldehyde substituted in both
of the following ways:

1. At the nitrogen aim of the indazole ring by an alkyl, haloalkyl, cyanoalkyl,
alkenyl, cycloalkylmethyl, cycloalkylethyl,
1-(N-methyl2-piperidinyl)methyl, 2(4-morpholinyl)ethyl,

1-(N-methyl2-pyrrolidinyl)methyl, E(N-methyt3-morpholinyl)methyl,
tetrahydropyranylmethybenzyl, or halo benzyl group; and
2. At the carbon of the carboxaldehyde by a phenyl, benzyl,
whether or not the compound is further modified to any extent in the following ways:
(i) substitution to the indazole ring to any extent, (ii) substitution tphieayl, benzyl,
naphthyl, adamantyl, cyclopropyl, or propionaldehyde group to any extent, (iii) a
nitrogen heterocyclic analog of the indazole ring, or (iv) a nitrogen heterocyclic analog
of the phenyl, benzyl, naphthyl, adamantyl, or cyclopropyl ring.
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0. Indazole  carboxamides. Any compound  structurally derived from
1H-indazole3-carboxamide or 1Hhdazole2-carboxamide substituted in both of the
following ways:

1. At the nitrogen atom of the indazole ring by an alkyl, haloalkyl, cyanoalkyl,
alkenyl, cyclalkylmethyl, cycloalkylethyl,
1-(N-methyl2-piperidinyl)methyl, 2(4-morpholinyl)ethyl,

1-(N-methyk2-pyrrolidinyl)methyl, E(N-methyt3-morpholinyl)methyl,
tetrahydropyranylmethyl, benzyl, or halo benzyl group; and
2. At the nitrogen of the carboxamide &yhenyl, benzyl, naphthyl, adamantyl,
cyclopropyl, or propionaldehyde group;
whether or not the compound is further modified to any extent in the following ways:
(i) substitution to the indazole ring to any extent, (ii) substitution to the phenyl, benzyl
naphthyl, adamantyl, cyclopropyl, or propionaldehyde group to any extent, (iii) a
nitrogen heterocyclic analog of the indazole ring, or (iv) a nitrogen heterocyclic analog
of the phenyl, benzyl, naphthyl, adamantyl, or cyclopropyl ring. Substancessin thi
class include, but are not limited to: AKEB, fluorocAKB-48, APINCACA,
AB-PINACA, AB-FUBINACA, ADB-FUBINACA, and ADB-PINACA.
p. Indazole carboxylic acids. Any compound structurally derived from
1H-indazole3-carboxylic acid or 1Hndazole2-carboxylic aid substituted in both of
the following ways:

1. At the nitrogen atom of the indazole ring by an alkyl, haloalkyl, cyanoalkyl,
alkenyl, cycloalkylmethyl, cycloalkylethyl,
1-(N-methyl2-piperidinyl)methyl, 2(4-morpholinyl)ethyl,

1-(N-methyl2-pyrrolidinyl)methyl, E(N-methyt3-morpholinyl)methyl,
tetrahydropyranylmethyl, benzyl, or halo benzyl group; and

2. At the hydroxyl group of the carboxylic acid by a phenyl, benzyl, naphthyl,
adamantyl, cyclopropyl, or propionaldehyde group; whether or not the
compound is further modified to any extent in the following ways: (i)
substitution to the indazole ring to any extent, (ii) substitution to the phenyl,
benzyl, naphthyl, adamantyl, cyclopropyl, or propionaldehyde group to any
extent, (iii) a nitrogen heterocyclianalog of the indazole ring, or (iv) a
nitrogen heterocyclic analog of the phenyl, benzyl, naphthyl, adamantyl, or
cyclopropyl ring.

g. Carbazoles. Any compound containing a carbazole ring system with a substituent on
the nitrogen atom and bearing an iéiddal substituent at the 1, 2, or 3 position of the
carbazole ring system, with a linkage connecting the ring system to the substituent:
1. Where the linkage connecting the carbazole ring system to the substituent if

its 1, 2, or 3 position is any of thellowing: Alkyl, Carbonyl, Ester, Thione,
Thioester, Amino, Alkylamino, Amido, or Alkylamido.

2. Where the substituent at the 1, 2, or 3 position of the carbazole ring system,
disregarding the linkage, is any of the following groups: Naphthyl,
Quinolinyl, Adamantyl, Phenyl, Cycloalkyl (limited to cyclopropyl,
cyclobutyl, cyclopentyl, or cyclohexyl), Biphenyl, Alkylamido (limited to
ethylamido, propylamido, butanamido, pentamido), Benzyl, Carboxylic acid,
Ester, Ether, Phenylpropylamido, or Phenylpropylaoniwhether or not
further substituted in either of the following ways: (i) the substituent at the 1,
2, or 3 position of the carbazole ring system, disregarding the linkage, is
further substituted to any extent (ii) further substitution on the carbamgle r
system to any extent. This class includes, but is not limited to, the following:
MDMB CHMCZCA, EG-018, and E&201.

r. Naphthoylnaphthalenes. Any  compound structurally  derived from
naphthalend-yl-(naphthalend-yl) methanone with substitutions on heét of the
naphthalene rings to any extent. Substances in this class inclugeemgt limited
to: CB-13.
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§ 9089.1. Treatment of controlled substance analogues.
A controlled substance analogue shall, to the extent intended for human consumgptiatelefor the purposes
of any State law as a caoalled substance in Schedule I.

§ 9090. Schedule Il controlled substances.

This schedule includes the controlled substances listed or to be listed by whatever official name, common or usual
name, chengial name, or trade name designated. In determining that a substance comes within this schedule, the
Commission shall find: a high potential for abuse; currently accepted medical use in the United States, or currently
accepted medical use with severe restms; and the abuse of the substance may lead to severe psychic or physical
dependence. The following controlled substances are included in this schedule:

(1) Any of the following substances whether produced directly or indirectly by extraction from
subgances of vegetable origin, or independently by means of chemical synthesis, or by a
combination of extraction and chemical synthesis, unless specifically excepted or unless listed
in another schedule:

a. Opium, opiate, or opioid and any salt, compoundivdéve, or preparation of opium
and opiate, excluding apomorphine, nalbuphine, dextrorphan, naloxone, naltrexone
and nalmefene, and their respective salts, but including the following:

Raw opium.

Opium extracts.

Opium fluid extracts.

Powderedpium.

Granulated opium.

Tincture of opium.

Codeine.

Ethylmorphine.

Etorphine hydrochloride.

0. Any material, compound, mixture, or preparation which contains any

quantity of hydrocodone.
11. Hydromorphone.
12. Metopon.
13. Morphine.
14. Oxycodone.
15. Oxymorphone.
16. Thebaine.
17. Dihydroetorphine.

b. Any salt, compound, derivative, or preparation thereof which is chemically equivalent
or identical with any of the substances referred to in paragraph 1 of this subdivision,
except thathese substances shall not include the isoquinoline alkaloids of opium.

C. Opium poppy and poppy straw.

d. Cocaine and any salt, isomer, salts of isomers, compound, derivative, or preparation
thereof, or coca leaves and any salt, isomer, salts of isoreenppund, derivative, or
preparation of coca leaves, or any salt, isomer, salts of isomers, compound, derivative,
or preparation thereof which is chemically equivalent or identical with any of these
substances, except that the substances shall not indbeteanized coca leaves or
extraction of coca leaves, which extractions do not contain cocaine or ecgonine.

BOONOGOA~AWNE

e. Concentrate of poppy straw (the crude extract of poppy straw in either liquid, solid or
powder form which contains the phenanthrine alkaloidt®@pium poppy).
(2) Any of the following opiates or opioids, including their isomers, esters, ethers, salts, and salts

of isomers, whenever the existence of such isomers, esters, ethers, and salts is possible within
the specific chemical designation usdespecifically exempted or listed in other schedules:
Alfentanil.

Alphaprodine.

Anileridine.

Bezitramide.

Carfentanil.

Dihydrocodeine.

~ooo0oTp
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Diphenoxylate.

Fentanyl.

Fentanyl immediate precursor chemicagrlino-N-phenethyl4-piperidine (ANPP).

Isomethadone.

Levo-alphacetylmethadol. Some trade or other names:-dgMuaacetylmethadol,

levomethadyl acetate, or LAAM.

Levomethorphan.

Levorphanol.

Metazocine.

Methadone.

Methadone- Intermediate, £yana2-dimethytamino-4, 4/y-diphenyl butane.

Moramide— Intermediate, Znethyl3-morpholinel, 1-diphenylpropanecarboxylic

acid.

Pethidine.

Pethidine- Intermediate- A, 4-cyanel-methyt4/y-phenylpiperidine.

Pethidine- Intermediate- B, ethyt4-phenylpigeridine4-carboxylate.

Pethidine- Intermediate- C, 1-methyt4-phenylpiperidined-carboxylic acid.

Phenazocine.

Piminodine.

Racemethorphan.

Racemorphan.

Remifentanil.

Sufentanil.
aa. Tapentadol.

3) Any material, compound, mixture, preparation which contains any quantity of the following
substances having a potential for abuse associated with a stimulant effect on the central nervous
system unless specifically exempted or listed in another schedule:

Amphetamine, its salts, optidaomers, and salts of its optical isomers.

Phenmetrazine and its salts.

Methamphetamine, including its salts, isomers, and salts of isomers.

Methylphenidate, including its salts, isomers, and salts of its isomers.

Phenylacetone. Some tradeather names: Pheng-propanone; P2P; benzyl methyl

ketone; methyl benzyl ketone.

f. Lisdexamfetamine, including its salts, isomers, and salts of isomers.

4) Any material, compound, mixture, or preparation which contains any quantity of the following
sutstances having a depressant effect on the central nervous system, including its salts, isomers,
and salts of isomers whenever the existence of such salts, isomers, and salts of isomers is
possible within the specific chemical designation, unless spebifieedempted by the
Commission or listed in another schedule:

el = (o}
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a. Amobarbital
b. Glutethimide
d. Pentobarbital
e. Phencyclidine
f Phencyclidine immediate precursors:
1. 1-Phenylcyclohexylamine
2. 1-Piperidinocyclohexanecarbonitrile (PCC)
g. Secobarbdll.
(5) Any material, compound, mixture, or preparation which contains any quantity of the following

hallucinogenic substances, including their salts, isomers, and salts of isomers, unless
specifically excepted, or listed in another schedule, wheneveexiséence of such salts,
isomers, and salts of isomers is possible within the specific chemical designation:

b. Nabilone [Another name for nabilone:

(+/-)-trans3-(1,1-dimethylheptyl}6,6a,7,8,10,10hexahydrel-hydroxy-6,6-dimeth
yl/y-9H-dibenzo[b,dpyran9-one].
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§ 9091. Schedule 11l controlled substances.

This schedule includes the controlled substances listed or to be listed by whatever official name, common or usual
name, chemical name, or trade name designated. In determining that a substaesevithin this schedule, the
Commission shall find: a potential for abuse less than the substances listed in Schedules | and II; currently accepted
medical use in the United States; and abuse may lead to moderate or low physical dependence or diggiqaych
dependence. The following controlled substances are included in this schedule:

(b) Any material, compound, mixture, or preparation which contains any quantity of the following
substances having a depressant effect on the central nervaara sydéss specifically exempted or listed in another

schedule:
1.

2.

©OooN U~

10.

11.

12.

Any substance which contains any quantity of a derivative of barbituric acid, or any salt of a
derivative of barbituric acid.
Chlorhexadol.

Lysergic acid.

Lysergic acid amide.

Methyprylon.

Sulfondiethylmethane.

Sulfonethylmethane.

Sulfonmethane.

Tiletamine and zolazepam or any salt thereof. Some trade or other names for
tiletaminezolazepam combination product: Telazol. Some trade or other names for tiletamine:
2-(ethylamino}2-(2-thienyl}-cyclohexanone. Some trade or other names for zolazepam:
4-(2-fluorophenyl}6,8-dihydro-1,3,8trimethylpyrazole[3,4-e][1,4]/y-diazepir7(1H)-one.
flupyrazapon.

Any compound, mixture or preparation containing

® Amobarbital

(i) Secobarbital.

(i) Pentobarbital.

or any salt thereof and one or more active ingredients which are not included in any other
schedule.

Any suppository dosage form containing

0] Amobarbital.

(i) Secobarbital.

(iii) Pentobarbital.

or any salbf any of these drugs and approved by the federal Food and Drug Administration for
marketing as a suppository.

Ketamine.

(© Nalorphine.
(d) Any material, compound, mixture, or preparation containing limited quantities of any of the following
narcoticdrugs, or any salts thereof unless specifically exempted or listed in another schedule:

1.

2.

Not more than 1.80 grams of codeine per 100 milliliters or not more than 90 milligrams per
dosage unit with an equal or greater quantity of an isoquinoline allafloiium.

Not more than 1.80 grams of codeine per 100 milliliters or not more than 90 milligrams per
dosage unit, with one or more active, nonnarcotic ingredients in recognized therapeutic
amounts.

Not more than 1.80 grams of dihydrocodeine @ milliliters or not more than 90 milligrams

per dosage unit, with one or more active, nonnarcotic ingredients in recognized therapeutic
amounts.

Not more than 300 milligrams of ethylmorphine per 100 milliliters or not more than 15
milligrams per doage unit, with one or more active, nonnarcotic ingredients in recognized
therapeutic amounts.
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7. Not more than 500 milligrams of opium per 100 milliliters or per 100 grams, or not more than
25 milligrams per dosage unit, with one or more active, nonnarcmiedients in recognized
therapeutic amounts.

8. Not more than 50 milligrams of morphine per 100 milliliters or per 100 grams with one or more
active, nonnarcotic ingredients in recognized therapeutic amounts.
9. Buprenorphine.
(e) Any compound, mixturer preparation containing limited quantities of the following narcotic drugs,

which shall include one or more active, nonnarcotic, medicinal ingredients in sufficient proportion to confer upon the
compound, mixture, or preparation, valuable medicinaliiesbther than those possessed by the narcotic drug alone:

1. Paregoric, U.S.P.; provided, that no person shall purchase or receive by any means whatsoever
more than one fluid ounce of paregoric within a consecutivda24 period, except on
prescriptionissued by a duly licensed physician.

® Paregoric, U.S.P., may be dispensed at retail as permitted by federal law or administrative regulation
without a prescription only by a registered pharmacist and no other person, agency or employee may dispense
paregoric, U.S.P., even if under the direct supervision of a pharmacist.

(9) Notwithstanding the provisions of G.80-91(f), after the pharmacist has fulfilled his professional
responsibilities and legal responsibilities required of him in this Articleachgal cash transaction, credit transaction,
or delivery of paregoric, U.S.P., may be completed by a nonpharmacist. A pharmacist may refuse to dispense a
paregoric, U.S.P., substance until he is satisfied that the product is being obtained for medsaispanly.

(h) Paregoric, U.S.P., may only be sold at retail without a prescription to a person at least 18 years of age.
A pharmacist must require every retail purchaser of a paregoric, U.S.P., substance to furnish suitable identification,
including praf of age when appropriate, in order to purchase paregoric, U.S.P. The name and address obtained from
such identification shall be entered in the record of disposition to consumers.

0] The Commission may by regulation except any compound, mixture, oarpteEm containing any
stimulant or depressant substance listed in paragraphs (a)1 and (a)2 of this schedule from the application of all or any
part of this Article if the compound, mixture, or preparation contains one or more active medicinal ingreatients
having a stimulant or depressant effect on the central nervous system; and if the ingredients are included therein in
such combinations, quantity, proportion, or concentration that vitiate the potential for abuse of the substances which
have a stimularor depressant effect on the central nervous system.

)] Any material, compound, mixture, or preparation which contains any quantity of the following
substances having a stimulant effect on the central nervous system, including its salts, isomerns ahdasal
isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific chemical
designation, unless specifically excluded or listed in some other schedule.

1. Benzphetamine.
2. Chlorphentermine.
3. Clortermire.
5. Phendimetrazine.
(K) Anabolic steroids. The term "anabolic steroid" means any drug or hormonal substance, chemically and

pharmacologically related to testosterone (other than estrogens, progestins, and corticosteroids) that promotes muscle

growth, including, but not limited to, the following:

Methandrostenolone,

Stanozolol,

Ethylestrenol,

Nandrolone phenpropionate,

Nandrolone decanoate,

Testosterone propionate,

Chorionic gonadotropin,

Boldenone,

Boldione,

Chlorotestosterone {dhlorotestosterone),

Clostebol,

Dehydrochlormethyltestosterone,

1la. Desoxymethyltesterone (17[alphaethyt5[alphalandrost2-en17[beta}ol) (also known as
madol),

12. Dibydrostestosterone {dihydrotestosterone),
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13. Drostanolone,

14. Fluoxymesterone,

15. Formebulone (formebolone),
16. Mesterolene,

17. Methandienone,

18. Methandranone,

19. Methandriol,

19a. Methasterone,

20. Methenolene,

21. Methyltestosterone,
22. Mibolerone,

23. Nandrolene,

24. Norethandrolene,

25. Oxandplone,

26. Oxymesterone,

27. Oxymetholone,

28. Stanolone,

29. Testolactone,

30. Testosterone,

31. Trenbolone,

3la. 19nor4,9(10}androstadienedione (es#a(10}diene3,17-dione), and
32. Any salt, ester, or isomer of a drug or substance describkstent in this subsection, if that

salt, ester, or isomer promotes muscle growth. Except such term does not include (i) an anabolic
steroid which is expressly intended for administration through implants to cattle or other
nonhuman species and which hagmepproved by the Secretary of Health and Human
Services for such administration or (ii) chorionic gonadotropin when administered by injection
for veterinary use by a licensed veterinarian or the veterinarian's designated agent. If any person
prescribesgdispenses, or distributes such steroid for human use, such person shall be considered
to have prescribed, dispensed, or distributed an anabolic steroid within the meaning of this
subsection.

(m) Any drug product containing gamma hydroxybutyric aditluding its salts, isomers, and salts of
isomers, for which an application is approved under section 505 of the Federal Food, Drug, and Cosmetic Act.

(n) Dronabinol (synthetic) in sesame oil and encapsulated in a soft gelatin capsule in a U.S. Fordjand D
Administration approved drug product. [Some other names:
(6aRtrans), -6a,7,8,10&etrahydre6,6,9trimethyl3-pentyl6H-dibenzo[b,d]pyrasil-ol or

(-)-delta9-(trans}tetrahydrocannabinol].

§ 9092. Schedule IV controlled substances.

€)) This schedwd includes the controlled substances listed or to be listed by whatever official name, common
or usual name, chemical name, or trade name designated. In determining that a substance comes within this schedule,
the Commission shall find: a low potential falbuse relative to the substances listed in Schedule Il of this Article;
currently accepted medical use in the United States; and limited physical or pyschological dependence relative to the
substances listed in Schedule Il of this Article. The followgongtrolled substances are included in this schedule:

(1) Depressants: Unless specifically excepted or unless listed in another schedule, any material,
compound, mixture, or preparation which contains any quantity of the following substances,
including is salts, isomers, and salts of isomers whenever the existence of such salts, isomers,
and salts of isomers is possible within the specific chemical designation:

a. Alprazolam.

b. Barbital.

C. Bromazepam.

d. Camazepam.

di. Carisoprodol.

e. Chloral betaine.

f. Chloral hydrate.
g. Chlordiazepoxide.
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h Clobazam.

i Clonazepam.

j- Clorazepate.

k. Clotiazepam.

I Cloxazolam.

m Delorazepam.
n. Diazepam.

nl. Dichloralphenazone.
o] Estazolam.

p. Ethchlorvynol.
g. Ethinamate.

r Ethyl loflazepate.
S Fludiazepam.

t Flunitrazepam.
u. Flurazepam.
ul. Fospropol.

w. Halazepam.

X. Haloxazolam.
y. Ketazolam.

z. Loprazolam.
aa. Lorazepam.

bb. Lormetazepam.
cc. Mebutamate.
dd. Medazepam.
ee. Meprobamate.
ff. Methohexital.
gg. Methylphenobarbital (mephobarbital).
hh. Midazolam.

il. Nimetazepam.
il- Nitrazepam.

kk. Nordiazepam.
. Oxazepam.

mm. Oxazolam.
nn. Paraldehyde.

00. Petrichloral.
pp.- Phenobarbital.
qg. Pinazepam.
rr. Prazepam.
SS. Quazepam.
tt. Temazepam.
uu. Tetrazepam.
VV. Triazolam.
WW. Zolpidem.
XX. Zaleplon.
yy. Zopiclone.

(2) Any material, compound, mixture, or preparation which contains any of the following

substances, including its salts, or isomers and salts of such isomers, whenever the existence of
such salts, isomers, and salts of isomerossible:

a. Fenfluramine.
b. Pentazocine.
3) Stimulants— Unless specifically excepted or unless listed in another schedule, any material,

compound, mixture, or preparation which contains any quantity of the following substances
having a stimulant effean the central nervous system, including its salts, isomers (whether
optical, position, or geometric), and salts of such isomers whenever the existence of such salts,
isomers, and salts of isomers is possible within the specific chemical designation:
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Diethylpropion.

Mazindol.

Pemoline (including organometallic complexes and chelates thereof).

Phentermine.

Cathine.

Fencamfamin.

Fenproporex.

Mefenorex.

Sibutramine.

. Modafinil.

4) Other Substances: Unless specifically excepteor unless listed in another schedule, any
material, compound, mixture or preparation which contains any quantity of the following
substances, including its salts:

T TS@ o o0Te

a. Dextropropoxyphene (Alphéplus)4-dimethylaminel,
2-diphenyt3-methyl2-propionoxybutang
b. Pipradrol.
C. SPA (€)-1-dimethylaminel, 2-diphenylethane).
d. Butorphanol.
(5) Narcotic Drugs.— Unless specifically excepted or unless listed in another schedule, any

material, compound, mixture, or preparation containing limited quantities ofoérjie

following narcotic drugs, or any salts thereof:

a. Not more than 1 milligram of difenoxin and not less than 25 micrograms of atropine
sulfate per dosage unit.

C. 2-[(dimethylamino)methyH1-(3-methoxyphenyl)cyclohexanol, its salts, opticatlan
geometric isomers, and salts of these isomers (including tramadol).
(b) The Commission may by regulation except any compound, mixture, or preparation containing any

stimulant or depressant substance listed in this schedule from the application argllpart of this Article if the
compound, mixture, or preparation contains one or more active, nonnarcotic, medicinal ingredients not having a
stimulant or depressant effect on the central nervous system; provided, that such admixtures shall be grgunded th

in such combinations, quantity, proportion, or concentration as to vitiate the potential for abuse of the substances
which do have a stimulant or depressant effecthe central nervous system.

§ 9093. Schedule V controlled substances.

(a) This <hedule includes the controlled substances listed or to be listed by whatever official name, common
or usual name, chemical name, or trade name designated. In determining that a substance comes within this schedule,
the Commission shall find: a low poteaitfor abuse relative to the substances listed in Schedule IV of this Article;
currently accepted medical use in the United States; and limited physical or psychological dependence relative to the
substances listed in Schedule IV of this Article. The feilgy controlled substances are included in this schedule:

Q) Any compound, mixture or preparation containing any of the following limited quantities of
narcotic drugs or salts thereof, which shall include one or more nonnarcotic active medicinal
ingrediens in sufficient proportion to confer upon the compound, mixture, or preparation
valuable medicinal qualities other than those possessed by the narcotic alone:

a. Not more than 200 milligrams of codeine or any of its salts per 100 milliliters or per
100 gams.

b. Not more than 100 milligrams of dihydrocodeine or any of its salts per 100 milliliters
or per 100 grams.

C. Not more than 100 milligrams of ethylmorphine or any of its salts per 100 milliliters
or per 100 grams.

d. Not more than 2.5 milligrams ofighenoxylate and not less than 25 micrograms of
atropine sulfate per dosage unit.

e. Not more than 100 milligrams of opium per 100 milliliters or per 100 grams.

—h

Not more than 0.5 milligram of difenoxin and not less than 25 micrograms of atropine
sulfateper dosage unit.
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3) Stimulants.— Unless specifically exempted or excluded or unless listed in another schedule,
any material, compound, mixture, or preparation which contains any quantity of the following
substances having a stimulant effect andbntral nervous system, including its salts, isomers
and salts of isomers:

b. Pyrovalerone.

(4) Anticonvulsants.— Unless specifically exempted or excluded or unless listed in another
schedule, any material, compound, mixture, or preparation velictains any quantity of the
following substances having a stimulant effect on the central nervous system, including its salts,
isomers, and salts of isomers:

a. Ezogabine.
b. Lacosamide.
C. Brivaracetam.
d. Pregabalin.
(b) A Schedule V substance may dmd at retail without a prescription only by a registered pharmacist and
no other person, agent or employee may sell a Schedule V substance even if under the direct supervision of a

pharmacist.

(© Notwithstanding the provisions of G.80-93(b), after tie pharmacist has fulfilled the responsibilities
required of him in this Article, the actual cash transaction, credit transaction, or delivery of a Schedule V substance,
may be completed by a nonpharmacist. A pharmacist may refuse to sell a Schedulahsulndil he is satisfied
that the product is being obtained for medicinal purposes only.

(d) A Schedule V substance may be sold at retail without a prescription only to a person at least 18 years of
age. The pharmacist must require every retail purclidseSchedule V substance to furnish suitable identification,
including proof of age when appropriate, in order to purchase a Schedule V substance. The name and address obtained
from such identification shall be entered in the rdanf disposition to casumers.

§ 9094. Schedule VI controlled substances.

This schedule includes the controlled substances listed or to be listed by whatever official name, common or usual
name, chemical name, or trade name designated. In determining that such substaneétkionteis schedule, the
Commission shall find: no currently accepted medical use in the United States, or a relatively low potential for abuse
in terms of risk to public health and potential to produce psychic or physiological dependence liabilitydmased
present medical knowledge, or a need for further and continuing study to develop scientific evidence of its
pharmacological effects.

The following controlled substances are included in this schedule:

(1) Marijuana.
(2) Tetrahydrocannabinols.

§90-94.1. Exemption for use or possession of hemp extract.

€)) As used in this section, "hemp extract" means an extract from a cannabis plant, or a mixture or
preparation containing cannabis plant material, that has all of the following characteristics:

Q) Is composed of less than nitenths of one percent (0.9%) tetrahydrocannabinol by weight.

(2 Is composed of at least five percent (5%) cannabidiol by weight.

) Contains no other psychoactive substance.

(b) Notwithstanding any other provision of tlihapter, an individual may possess or use hemp extract, and
is not subject to the penalties described in this Chapter, if the individual satisfies all of the following criteria:

(1) Possesses or uses the hemp extract only to treat intractable epileg®finad in G.S.
90-113.101.

(2) Possesses, in close proximity to the hemp extract, a certificate of analysis that indicates the
hemp extract's ingredients, including its percentages of tetrahydrocannabinol and cannabidiol
by weight.

3) Is a caregiver, adefined in G.S. 9113.101.

(c) Notwithstanding any other provision of this Chapter, an individual who possesses hemp extract lawfully

under this section may administer hemp extract to another person under the individual's care and is not subject to the
penalties described in this Chapter for administering the hemp extract to the person if the individual is the person's
caregiver, as defined in G.S.-223.101.
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(d) Any individual who possesses or uses hemp extract, as defined under this sectionpsikallodiiall residual
oil from the extract at a secure collection box managed by a law enforcement agency. No criminal penalty shall attach
for any violation ofthis subsection.

§ 90:95. Violations; penalties.

€) Except as authorized by this Articlejstunlawful for any person:
Q) To manufacture, sell or deliver, or possess with intent to manufacture, sell or deliver, a
controlled substance;
(2) To create, sell or deliver, or possess with intent to sell or deliver, a counterfeit controlled
substance;
3) To possess a controlled substance.

(d1) (1) Except as authorized by this Article, it is unlawful for any person to:

a. Possess an immediate precursor chemical with intent to manufacture a controlled
substance; or
b. Possess or distribute anmediate precursor chemical knowing, or having reasonable

cause to believe, that the immediate precursor chemical will be used to manufacture a
controlled substance; or

C. Possess a pseudoephedrine product if the person has a prior conviction for the
posession of methamphetamine, possession with the intent to sell or deliver
methamphetamine, sell or deliver methamphetamine, trafficking methamphetamine,
possession of an immediate precursor chemical, or manufacture of methamphetamine.
The prior conviction ray be from any jurisdiction within the United States.

Except where the conduct is covered under subdivision (2) of this subsection, any person who

violates this subdivision shall be punished as a Class H felon.

(2) Except as authorized by this Articlejstunlawful for any person to:
a. Possess an immediate precursor chemical with intent to manufacture
methamphetamine; or
b. Possess or distribute an immediate precursor chemical knowing, or having reasonable

cause to believe, that the immediate precurkentcal will be used to manufacture
methamphetamine.
Any person who violates this subdivision shall be punished as a Class F felon.

(d2) The immediate precursor chemicals to which subsection (d1) of this section applies are those immediate
precursor chemals designated by the Commission pursuant to its authority unde®@88, and the following (until
otherwise specified by the Commission):

Q) Acetic anhydride.

(2 Acetone.

(2a) Ammonium nitrate.

(2b) Ammonium sulfate.

€)) Anhydrous ammonia.

4) Anthranilic acid.

(5) Benzyl chloride.

(6) Benzyl cyanide.

(7) 2-Butanone (Methyl Ethyl Ketone).
(8) Chloroephedrine.

9) Chloropseudoephedrine.
(10) D-lysergic acid.

(11) Ephedrine.

(12) Ergonovine maleate.
(13) Ergotamine tartrate.
(13a) Ether based startirftpids.
(14) Ethyl ether.

(15) Ethyl Malonate.

(16) Ethylamine.

a7 Gammabutyrolactone.
(18) Hydrochloric Acid. (Muriatic Acid).
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(19) lodine.

(20) Isosafrole.

(22) Sources of lithium metal.
(22) Malonic acid.

(23) Methylamine.

(24) Methyl Isobutyl Ketone
(25) N-acetylanthranilic acid.
(26) N-ethylephedrine.

(27) N-ethylepseudoephedrine.
(28) N-methylephedrine.

(29) N-methylpseudoephedrine.
(29a) N-phenethyl4-piperidinone (NPP).
(30) Norpseudoephedrine.
(30a) Petroleum based organic solvents such apoanfuels and lighter fluids.
(31) Phenyt2-propanone.

(32) Phenylacetic acid.

(33) Phenylpropanolamine.
(34) Piperidine.

(35) Piperonal.

(36) Propionic anhydride.

(37) Pseudoephedrine.

(38) Pyrrolidine.

(39) Red phosphorous.

(40) Safrole.

(40a) Sodiumhydroxide (Lye).
(41) Sources of sodium metal.
(42) Sulfuric Acid.

(43) Tetrachloroethylene.

(44) Thionylchloride.

(45) Toluene.

* k k * %

§ 9095.2. Cooperation between lavenforcement agencies.

(a) The head of any lax@nforcement agency may teargrily provide assistance to another agency in
enforcing the provisions of this Article if so requested in writing by the head of the other agency. The assistance may
comprise allowing officers of the agency to work temporarily with officers of the atpency (including in an
undercover capacity) and lending equipment and supplies. While working with another agency under the authority of
this section, an officer shall have the same jurisdiction, powers, rights, privileges, and immunities (including those
relating to the defense of civil actions and payment of judgments) as the officers of the requesting agency in addition
to those he normally possesses. While on duty with the other agency, he shall be subject to the lawful operational
commands of his super officers in the other agency, but he shall for personnel and administrative purposes remain
under the control of his own agency, including for purposes of pay. He shall furthermore be entitled to workers'
compensation when acting pursuant to thisisedb the same extent as though he were functioning within the normal
scope of his duties.

(b) As used in this section:

(1) "Head" means any director or chief officer of a famforcement agency, including the chief of
police of a local police departmeand the sheriff of a county, or an officer of the agency to
whom the head of the agency has delegated authority to make or grant requests under this
section, but only one officer in the agency shall have this delegated authority at any time.

(2) "Law-enforcement agency" means any State or local agency, force, department, or unit
responsible for enforcing criminal laws in this State, including any local police department or
sheriff's department.

(c) This section in no way reduces the jurisdiction or authafitState lawenforcement officers.
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§ 9098. Attempt and conspiracy; penalties.

Except as otherwise provided in this Article, any person who attempts or conspires to commit any offense defined
in this Article is guilty of an offense that ik same class as the offense which was the object of the attempt or
conspiracy and is punishable as specified for that class of offense and prior record or conviction level in Article 81B
of Chaper 15A of the General Statutes.

§ 90:99. Republishing ofschedules.
The North Carolina Department of Health and Human Services shall update and republish the schedules
established by this Article on a semiannual basis for two years from January 1, 19fh2reaitier on an annual basis.

§ 90-100. Rules.
The G@mmission may adopt rules relating to the registration and control of the manufacture, distribution, security,
and dispensing of controllesubstances within this State.

§ 90101. Annual registration and fee to engage in listed activities with controlledubstances; effect of
registration; exceptions; waiver; inspection.

€) Every person who manufactures, distributes, dispenses, or conducts research with any controlled
substance within this State or who proposes to engage in any of these activitiasrallll register with the North
Carolina Department of Health and Human Services, in accordance with rules adopted by the Commission, and shall
pay the registration fee set by the Commission for the category to which the applicant belongs. An applicant fo
registration shall file an application for registration with the Department of Health and Human Services and submit
the required fee with the application. The categories of applicants and the maximum fee for each category are as
follows:

CATEGORY...oiiiiiei ittt eeett et e e e eenssee e e e s s nnnbneeeeens MAXIMUM FEE
@ 11 TSRS $150.00
ANIMAl SNEREL......eeiiiiiiii e 150.00
[ 0157 o1 = | 350.00
LTS o 5 (o = RN 150.00
Teaching INSHLULIONL.........oiiiieeie e s 150.00
RESEAICNEL. ... et eerea e e e e e e e eeerreeeeees 150.00
Analytical LabOratory.........couoiiiiiiiie et 150.00
DOg HANAIEL......coiiiiiiiiiiie e 150.00
DISHIBULON. ... er e e e e e e e e e eeereneeeees 600.00
= V10 = od (1 - R 700.00
(b) Persons registered by the Northr@ma Department of Health and Human Services under this Article

(including research facilities) to manufacture, distribute, dispense or conduct research with controlled substances may
possess, manufacture, distribute, dispense or conduct researchosélstibstances to the extent authorized by their
registration and in conformity with the other provisions of this Article.

(© The following persons shall not be required to register and may lawfully possess controlled substances
under the provisions of i Article:

(1) An agent, or an employee thereof, of any registered manufacturer, distributor, or dispenser of
any controlled substance if such agent is acting in the usual course of his business or
employment;

(2) The State courier service operated byDlepartment of Administration, a common or contract

carrier, or a public warehouseman, or an employee thereof, whose possession of any controlled
substance is in the usual course of his business or employment;

3) An ultimate user or a person in possessibmany controlled substance pursuant to a lawful
order of a practitioner;

(5) Any law-enforcement officer acting within the course and scope of official duties, or any person
employed in an official capacity by, or acting as an agent of, anyeifldovcement agency or
other agency charged with enforcing the provisions of this Article when acting within the course
and scope of official duties; and
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(6) A practitioner, as defined in G.S.87F(22)a., who is required to be licensed in North Carolina
by his respective licensing board.

(d) The Commission may, by rule, waive the requirement for registration of certain classes of manufacturers,
distributors, or dispensers if it finds it consistent with the public health and safety.

(e) A separate registratioshall be required at each principal place of business, research or professional
practice where the registrant manufactures, distributes, dispenses or uses controlled substances.

) The North Carolina Department of Health and Human Services is autharimsgéct the establishment
of a registrant, applicant for registration, or practitioner in accordance with rules adopted by the Commission.

(9) Practitioners licensed in North Carolina by their respective licensing boards may possess, dispense or

adminiser controlled substances to the extent authorized by law and by their boards.

§ 90102. Additional provisions as to registration.

(a) The North Carolina Department of Health and Human Services shall register an applicant to manufacture
or distribue controlled substances included in Schedules | through VI of this Article unless it determines that the
issuance of such registration is inconsistent with the public interest. In determining the public interest, the following
factors shall be considered:

(1) Maintenance of effective controls against diversion of any controlled substances and any
substance compounded therefrom into other than legitimate medical, scientific, or industrial
channels;

(2) Compliance with applicable federal, State and local law;

3) Prior conviction record of applicant, its agents or employees under federal and State laws
relating to the manufacture, distribution, or dispensing of such substances;

(4) Past experience in the manufacture of controlled substances, and the existehee
establishment or facility of effective controls against diversion; and

(5) Any factor relating to revocation, suspension, or denial of past registrations, licenses, or
applications under this or any other State or federal law;

(6) Such other factoras may be relevant to and consistent with the public health and safety.

(b) Registration granted under subsection (a) of this section shall not entitle a registrant to manufacture and
distribute controlled substances included in Schedule | or 1l othetttioge specified in the registration.
(© Individual practitioners licensed to dispense and authorized to conduct research under federal law with

Schedules Il through V substances must be registered with the North Carolina Department of Health and Human
Services to conduct such research.

(d) Manufacturers and distributors registered or licensed under federal law to manufacture or distribute
controlled substances included in Schedules | through VI of this Article are entitled to registration underctiis Arti
but this registration is expressly made subject to the provisions of GIR.390

(e) The North Carolina Department of Health and Human Services shall initially permit persons to register
who own or operate any establishment engaged in the manufatistridution, or dispensing of any substances prior
to January 1, 1972, and who are régyied or licensed by the State.

* k k kK

§ 90103. Revocation or suspension of registration.

€) A registration under G.S. 9002 to manufacture, distribute, dispense a controlled substance, may be
suspended or revoked by the Commission upon a finding that the registrant:
Q) Has furnished false or fraudulent material information in any application filed under this
Article;
(2) Has been convicted of a felonyder any State or federal law relating to any controlled
substance; or
3) Has had his federal registration suspended or revoked to manufacture, distribute, or dispense
controlled substances.
(b) The Commission may limit revocation or suspension of a ragjizh to the particular controlled
substance with respect to which grounds for revocation or suspension exist.
(c) Before denying, suspending, or revoking a registration or refusing a renewal of registration, the

Commission shall serve upon the applicantegistrant an order to show cause why registration should not be denied,
revoked, or suspended, or why the renewal should not be refused. The order to show cause shall contain a statement
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of the basis therefor and shall call upon the applicant ortragido appear before the Commission at a time and place

not less than 30 days after the date of service of the order, but in the case of a denial or renewal of registration, the
show cause order shall be served not later than 30 days before the expiréti® registration. These proceedings

shall be conducted in accordance with rules and regulations of the Commission required by Chapter 150B of the
General Statutes, and subject to judicial review as provided in Chapter 150B of the General Stetufgac8edings

shall be independent of, and not in lieu of, criminal prosecutions or other proceedings under this Article or any law of
the State.

(d) The Commission may suspend, without an order to show cause, any registration simultaneously with the
ingtitutions of proceedings under this section, or where renewal of registration is refused if it finds that there is an
imminent danger to the public health or safety which warrants this action. The suspension shall continue in effect
until the conclusionfthe proceedings, including judicial review thereof, unless sooner withdrawn by the Commission
or dissolved by a court of competent jurisdiction.

(e) In the event the Commission suspends or revokes a registration granted undefrl®2% a8iGontrolled
substances owned or possessed by the registrant pursuant to such registration at the time of suspension or the effective
date of the revocation order, as the case may be, may in the discretion of the Commission be placed under seal. No
disposition may benade of substances under seal until the time for taking an appeal has elapsed or until all appeals
have been concluded unless a court, upon application therefor, orders the sale of perishable substances and the deposit
of the proceeds of the sale with tteurt. Upon a revocation order becoming final, all such controlled substances may
be ordered forfeited to the State.

® The Bureau shall promptly be notified of all orders suaslp®y or revoking registration.

8§ 90104. Records of registrants or practibners.

Each registrant or practitioner manufacturing, distributing, or dispensing controlled substances under this Article
shall keep records and maintain inventories in conformance with the +leagpihg and the inventory requirements
of the federal lavand shall conform to such rules and regulations as maydmulgated by the Commission.

§ 90-105. Order forms.

Controlled substances included in Schedules | and Il of this Article shall be distributed only by a registrant or
practitioner, pursuant taneorder form. Compliance with the provisions of the Federal Controlled Substances Act or
its successor respecting order forms shall be de@mepliance with this section.

8§ 90-106. Prescriptions and labeling. [Version effective until January 1, 2020.]

€) Except when dispensed directly by a practitioner, other than a pharmacist, to an ultimate user, no
controlled substance included in Schedule Il of this Article may be dispensed without the written prescription of a
practitioner. No Schedule Il substaghall be dispensed pursuant to a written prescription more than six months after
the date it was prescribed.

(a3) Limitation on Prescriptions Upon Initial Consultation for Acute PaiA.practitioner may not prescribe
more than a fivaelay supply of anyargeted controlled substance upon the initial consultation and treatment of a patient
for acute pain, unless the prescription is for gmmtrative acute pain relief for use immediately following a surgical
procedure. A practitioner shall not prescriberenthan a seveday supply of any targeted controlled substance for
postoperative acute pain relief immediately following a surgical procedure. Upon any subsequent consultation for the
same pain, the practitioner may issue any appropriate renewal, oefiéw prescription for a targeted controlled
substance. This subsection does not apply to prescriptions for controlled substances issued by a practitioner who orders
a controlled substance to be wholly administered in a hospital, nursing home licedsedChapter 131E of the
General Statutes, hospice facility, or residential care facility, as defined i14533.2(c1).This subsection does not
apply to prescriptions for controlled substances issued by a practitioner who orders a controlled satistamicellty
administered in an emergency facility, veterinary hospital, or animal hospital, as defined in G&..R0A
practitioner who acts in accordance with the limitation on prescriptions as set forth in this subsection shall be immune
from any cvil liability or disciplinary action from the practitioner's occupational licensing agency for acting in
accordance with this subsection.

(ad) Definitions.— As used in this subsection, the following terms have the following meanings:

(1) Acute pain—Pah, whether resulting from disease, accident, intentional trauma, or other cause,
that the practitioner reasonably expects to last for three months or less. The term does not
include chronic pain or pain being treated as part of cancer care, hospiceatimtiygcare,
or medicatiorassisted treatment for substance use disoiider.term does not include pain
being treated as part of cancer care, hospice care, or palliative care provided by a person
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licensed to practice veterinary medicine pursuant ticl&rtll of Chapter 90 of the General

Statutes.

(2) Chronic pain— Pain that typically lasts for longer than three months or that lasts beyond the
time of normal tissue healing.

3) Surgical procedure: A procedure that is performed for the purpose of structurally altering the

human body by incision or destruction of tissues as part of the practicedi€ine or a
procedure that is performed for the purpose of structurally altdr@gnimal body by incision

or destruction of tissues as part of the practice of veterinary medidireeterm includes the
diagnostic or therapeutic treatment of conditions or disease processes by use of instruments
such as lasers, ultrasound, ioniziragliation, scalpels, probes, or needles that cause localized
alteration or transportation of live humdissue, or live animal tissue in the practice of
veterinary medicine,by cutting, burning, vaporizing, freezing, suturing, probing, or
manipulating byclosed reduction for major dislocations and fractures, or otherwise altering by
any mechanical, thermal, ligbtased, electromagnetic, or chemical means.

(ab) Dispenser Immunity= A dispenser shall be immune from any civil or criminal liability or disoguly
action from the Board of Pharmacy for dispensing a prescription written by a prescriber in violation of this section.

(b) In emergency situations, as defined by rule of the Commission, Schedule Il drugs may be dispensed
upon oral prescription of a @etitioner, reduced promptly to writing and filed by the dispensing agent. Prescriptions
shall be retained in conformity with the requirements of @08L04. No prescription for a Schedule 1l substance may
be refilled.

(c) Except when dispensed directly la practitioner, other than a pharmacist, to an ultimate user, no
controlled substance included in Schedules Il or IV, except paregoric, U.S.P., as provided®r9.@)1, may be
dispensed without a prescription, and oral prescriptions shall be flyoraguced to writing and filed with the
dispensing agent. Such prescription may not be filled or refilled more than six months after the date thereof or be
refilled more than five times after the date of the prescription.

(d) No controlled substance inded in Schedule V of this Article or paregoric, U.S.P., may be distributed
or dispensed other than for a medical purpose.

(e) No controlled substance included in Schedule VI of this Article may be distributed or dispensed other
than for scientific or resgch purposes by persons registered under, or permitted by, this Article to engage in scientific
or research projects.

® No controlled substance shall be dispensed or distributed in this State unless such substance shall be in
a container clearly labeldd accord with regulations lawfully adopted and published by the federal government or
the Commission.

(9) When a copy of a prescription for a controlled substance under this Article is given as required by
G.S.90-70, such copy shall be plainly marke@dpy— for information only." Copies of prescriptions for controlled
substances shall not be filled or refilled.

(h) A pharmacist dispensing a controlled substance under this Article shall enter the date of dispensing on
the prescription order pursuantwiich such controlled substance was dispensed.
® A manufacturer's sales representative may distribute a controlled substance as a complimentary sample

only upon the written request of a practitioner. Such request must be made on each distributior eodtamshe
names and addresses of the supplier and the requester and the name and quantity of the specific controlled substance
requested. The manufacturer shall maintain a record of each such request for a period of two years.

8 90-106. Prescriptiors and labeling. [Version effective on January 1, 2020.]

@ No Schedule Il substance shall be dispensed pursuant to a written or electronic prescription more than
six months after the date it was prescribed.

(al1) Electronic Prescription Required; Excepts. — Unless otherwise exempted by this subsection, a
practitioner shall electronically prescribe all targeted controlled substances. This subsection does not apply to
prescriptions for targeted controlled substances issued by any of the following:

(1) A practitioner, other than a pharmacist, who dispenses directly to an ultimate user.

(2) A practitioner who orders a controlled substance to be administered in a hospital, nursing home,
hospice facility, outpatient dialysis facility, or residential care litstci as defined in
G.S.14-32.2.

€)) A practitioner who experiences temporary technological or electrical failure or other

extenuating circumstance that prevents the prescription from being transmitted electronically;
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provided, however, that the practitier documents the reason for this exception in the patient's
medical record.

(4) A practitioner who writes a prescription to be dispensed by a pharmacy located on federal
property; provided, however, that the practitioner documents the reason for thpsiaxde
the patient's medical record.

(5) A person licensed to practice veterinary medicine pursuant to Article 11 of Chapter 90 of the
General StatutesA person licensed to practice veterinary medicine pursuant to Article 11 of
Chapter 90 of the Genédratatutes may continue to prescribe targeted controlled substances
from valid written, oral, or facsimile prescriptions that are otherwise consistent with applicable
laws.

(a2) Verification by Dispenser Not Required. A dispenser is not required to verithat a practitioner
properly falls under one of the exceptions specified in subsection (al) of this section prior to dispensing a targeted
controlled substance. A dispenser may continue to dispense targeted controlled substances from valid wigtten, oral,
facsimile prescriptions that are otherwise consistent with applicable laws.

(al3) Limitation on Prescriptions Upon Initial Consultation for Acute PaiA.practitioner may not prescribe
more than a fivalay supply of any targeted controlled substapmnuhe initial consultation and treatment of a patient
for acute pain, unless the prescription is for gmmtrative acute pain relief for use immediately following a surgical
procedure. A practitioner shall not prescribe more than a sgaseisupply of ay targeted controlled substance for
postoperative acute pain relief immediately following a surgical procedure. Upon any subsequent consultation for the
same pain, the practitioner may issue any appropriate renewal, refill, or new prescription feteal taogtrolled
substance. This subsection does not apply to prescriptions for controlled substances issued by a practitioner who orders
a controlled substance to be wholly administered in a hospital, nursing home licensed under Chapter 131E of the
GeneralStatutes, hospice facility, or residential care facility, as defined in1@-32.2(c1).This subsection does not
apply to prescriptions for controlled substances issued by a practitioner who orders a controlled substance to be wholly
administered in aremergency facility, veterinary hospital, or animal hospital, as defined in G:$8190. A
practitioner who acts in accordance with the limitation on prescriptions as set forth in this subsection shall be immune
from any civil liability or disciplinary ation from the practitioner's occupational licensing agency for acting in
accordance with this subsection.

(a4) Definitions.— As used in this subsection, the following terms have the following meanings:

(1) Acute pain—Pain, whether resulting from disssg accident, intentional trauma, or other cause,
that the practitioner reasonably expects to last for three months or less. The term does not
include chronic pain or pain being treated as part of cancer care, hospice care, palliative care,
or medicatiorassisted treatment for substance use disorder. The term does not include pain
being treated as part of cancer care, hospice care, or palliative care provided by a person
licensed to practice veterinary medicine pursuant to Article 11 of Chapter 90 of nieeaGe

Statutes.

(2) Chronic pain— Pain that typically lasts for longer than three months or that lasts beyond the
time of normal tissue healing.

€)) Surgical procedure: A procedure that is performed for the purpose of structurally altering the

humanbody by incision or destruction of tissues as part of the practice of medicine or a
procedure that is performed for the purpose of structurally altering the animal body by incision
or destruction of tissues as part of the practice of veterinary medidireeteFm includes the
diagnostic or therapeutic treatment of conditions or disease processes by use of instruments
such as lasers, ultrasound, ionizing, radiation, scalpels, probes, or needles that cause localized
alteration or transportation of live humdissue, or live animal tissue in the practice of
veterinary medicine, by cutting, burning, vaporizing, freezing, suturing, probing, or
manipulating by closed reduction for major dislocations and fractures, or otherwise altering by
any mechanical, thermdight-based, electromagnetic, or chemical means.

(a5) Dispenser Immunity= A dispenser shall be immune from any civil or criminal liability or disciplinary
action from the Board of Pharmacy for dispensing a prescription written by a prescriber iowiofdhis section.

(b) In emergency situations, as defined by rule of the Commission, Schedule Il drugs may be dispensed
upon oral prescription of a practitioner, reduced promptly to writing and filed by the dispensing agent. Prescriptions
shall be retaied in conformity with the requirements of G98:104. No prescription for a Schedule Il substance may
be refilled.

(c) Except when dispensed directly by a practitioner, other than a pharmacist, to an ultimate user, no
controlled substance included in &dules Il or IV, except paregoric, U.S.P., as provided in @91(e)1, may be
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dispensed without a prescription, and oral prescriptions shall be promptly reduced to writing and filed with the
dispensing agent. Such prescription may not be filled die@finore than six months after the date thereof or be
refilled more than five times after the date of the prescription.

(d) No controlled substance included in Schedule V of this Article or paregoric, U.S.P., may be distributed
or dispensed other than famedical purpose.
(e) No controlled substance included in Schedule VI of this Article may be distributed or dispensed other

than for scientific or research purposes by persons registered under, or permitted by, this Article to engage in scientific
or regarch projects.

® No controlled substance shall be dispensed or distributed in this State unless such substance shall be in
a container clearly labeled in accord with regulations lawfully adopted and published by the federal government or
the Commission.

(9) When a copy of a prescription for a controlled substance under this Article is given as required by
G.S.90-70, such copy shall be plainly marked: "Cepfpr information only." Copies of prescriptions for controlled
substances shall not be filled refilled.

(h) A pharmacist dispensing a controlled substance under this Article shall enter the date of dispensing on
the prescription order pursuant to which such controlled substance was dispensed.
® A manufacturer's sales representative may distriautentrolled substance as a complimentary sample

only upon the written request of a practitioner. Such request must be made on each distribution and must contain the
names and addresses of the supplier and the requester and the name and quantityaifictemsprolled substance
requested. The manufacturer shall maintain a record of each suestréay a period of two years.

§ 90-106.1. Photo ID requirement for Schedule 1l controlled substances.

(a) Immediately prior to dispensing a Schedule Il colteéd substance, or any of the Schedule 1l controlled
substances listed in subdivisions 1. through 8. of G.R196), each pharmacy holding a valid permit pursuant to
G.S. 9085.21 shall require the person seeking the dispensation to present onldwieg valid, unexpired forms
of governmenissued photographic identification: (i) a drivers license, (ii) a special identification card issued under
G.S. 2037.7, (iii) a military identification card, or (iv) a passport. Upon presentation of th&edquhotographic
identification, the pharmacy shall document the name of the person seeking the dispensation, the type of photographic
identification presented by the person seeking the dispensation, and the photographic identification number. The
pharmag shall retain this identifying information on the premises or at a central location apart from the premises as
part of its business records for a period of three years following dispensation.

(b) The pharmacy shall make the identifying information avééldb any person authorized under G.S.
90-113.74 to receive prescription information data in the controlled substances reporting system within 72 hours after
a request for the identifying information. A pharmacy that submits the identifying informatiomecqinder this
section to the controlled substances reporting system established and maintained pursuant-idlG. &3 B0deemed
in compliance with this subsection.

(c) Nothing in this section shall be deemed to require that the person seekirgptresdtion and the person
to whom the prescription is issued be the same person, and nothing in this section shall apply to the dispensation of
controlled substances to employees of "health care facilities”, as that term is defined in G-:358®)E~vha the
controlled substances are delivered to the health care facilities for the benefit of residents oropatiehtdhealth
care facilities.

§ 90-106.3. Disposal of residual pain prescriptions following death of hospice or palliative care patient.

Any hospice or palliative care provider who prescribes a targeted controlled substance to be administered to a
patient in his or her home for the treatment of pain as part-bbrme hospice or palliative care shall, at the
commencement of treatment, provid&l and written information to the patient and his or her family regarding the
proper disposal of such targeted controlled substances. This information shall include the availability of permanent
drop boxes or periodic "drug takack" events that allofor the safe disposal of controlled substances such as those
permanent drop boxes and events that may be identified through North Carolina Operation Medicine Drop.

§ 90107. Prescriptions, stocks, etc., open to inspection by officials.

Prescriptions, ater forms and records, required by this Article, and stocks of controlled substances included in
Schedules | through VI of this Article shall be open for inspection only to federal and State officers, whose duty it is
to enforce the laws of this State drtbe United States relating to controlled substances included in Schedules |
through VI of this Article, and to authorized employees of the North Carolina Department of Health and Human
Services. No officer having knowledge by virtue of his office of sungh prescription, order, or record shall divulge
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such knowledge other than to other lamforcement officials or agencies, except in connection with a prosecution or
proceeding in court or before a licensing board or officer to which prosecution orgirgcée person to whom such
prescriptions, order®r records relate is a party.

§ 90107.1. Certified diversion investigator access to prescription records. [Section effective July 1, 2019.]

€) A certified diversion investigator associated with aldied law enforcement agency, as those terms are
defined in G.S. 9113.74(i), shall request and receive from a pharmacy copies of prescriptions and records related to
prescriptions in connection with a bona fide active investigation related to theemtort of laws governing licit or
illicit drugs by providing in writing or electronically all of the following:

(1) The certified diversion investigator's name and certification number.

(2) The name of the qualified law enforcement agency for whormthestigator works.

3) The case number associated with the request.

4) A description of the nature and purpose of the request.

(5) The first name, last name, and date of birth of each individual whose prescription and records

related to the prescrigin the investigator seeks, including, when appropriate, any alternative
name, spelling, or date of birth associated with each such individual.

(b) When a certified diversion investigator transmits such a request to a pharmacy, the certified diversion
investigator shall also transmit a copy of the request to the North Carolina State Bureau of Investigation, Diversion
and Environmental Crimes Unit. The North Carolina State Bureau of Investigation shall conduct periodic audits of a
random sample of these rexsgis.

(c) A pharmacy shall provide copies of requested prescriptions and records related to prescriptions as soon
as practicable and no later than two business days after receipt of the request from the certified diversion investigator.
(d) No certifieddiversion investigator having knowledge by virtue of his office of any such prescription or

record related to prescriptions shall divulge such knowledge other than to other law enforcement officials or agencies
involved in the bona fide active investigatj@xcept in connection with a prosecution or proceeding in court or before
a licensing board or officer to which prosecution or proceeding the person to whom such prescriptions, orders, or
records relate is a party, or as provided in G.S1LB8.74 (i)(4) or as otherwise allowed by law.

(e) A pharmacy or pharmacist that in good faith complies with this section and provides copies of
prescriptions and records related to prescriptions to a certified diversion investigator shall have no liability for
improper use of information divulged to the certified diversion investigator.

§ 90108 Prohibited acts; penalties.
€)) It shall be unlawful for any person:

(1) Other than practitioners licensed under Articles 1, 2, 4, 6, 11, 12A of this Chapter to represent
to any registrant or practitioner who manufactures, distributes, or dispenses a controlled
substance under the provision of this Article that he or she is a licensed practitioner in order to
secure or attempt to secure any controlled substance as defthedAnticle or to in any way
impersonate a practitioner for the purpose of securing or attempting to secure any drug requiring
a prescription from a practitioner as listed above and who is licensed by this State.

(2) Who is subject to the requirements@fS. 90101 or a practitioner to distribute or dispense a
controlled substance in violation of G.S-905 or 90106.

€)) Who is a registrant to manufacture, distribute, or dispense a controlled substance not authorized
by his or her registration to anethregistrant or other authorized person.

4) To omit, remove, alter, or obliterate a symbol required by the Federal Controlled Substances
Act or its successor.

(5) To refuse or fail to make, keep, or furnish any record, notification, order form, stafement
invoice or information required under this Article.

(6) To refuse any entry into any premises or inspection authorized by this Article.

(7 To knowingly keep or maintain any store, shop, warehouse, dwelling house, building, vehicle,

boat, aircraft, or anplace whatever, which is resorted to by persons using controlled substances
in violation of this Article for the purpose of using such substances, or which is used for the
keeping or selling of the same in violation of this Article.

(8) Who is a registnat or a practitioner to distribute a controlled substance included in Schedule |
or Il of this Article in the course of his or her legitimate business, except pursuant to an order
form as required by G.S. AD5.
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(9) To use in the course of the manufactarelistribution of a controlled substance a registration
number which is fictitious, revoked, suspended, or issued to another person.

(20) To acquire or obtain possession of a controlled substance by misrepresentation, fraud, forgery,
deception, or subthrge.

(12) To furnish false or fraudulent material information in, or omit any material information from,
any application, report, or other document required to be kept or filed under this Article, or any
record required to be kept by this Article.

(12) To make, distribute, or possess any punch, die, plate, stone, or other thing designed to print,
imprint, or reproduce the trademark, trade name, or other identifying mark, imprint, or device
of another or any likeness of any of the foregoing upon any dremndainer or labeling thereof
so as to render such drug a counterfeit controlled substance.

(13) To obtain controlled substances through the use of legal prescriptions which have been obtained
by the knowing and willful misrepresentation to or by timentional withholding of
information from one or more practitioners.

(14) Who is a registrant or practitioner or an employee of a registrant or practitioner and who is
authorized to possess controlled substances or has access to controlled substariasesoby
employment, to embezzle or fraudulently or knowingly and willfully misapply or divert to his
or her own use or other unauthorized or illegal use or to take, make away with or secrete, with
intent to embezzle or fraudulently or knowingly and willf misapply or divert to his or her
own use or other unauthorized or illegal use any controlled substance which shall have come
into his or her possession or under his or her care.

(15)  Who is not a registrant or practitioner nor an employee of a ragistr practitioner and who,
by virtue of his or her occupation or profession, administers or provides medical care, aid,
emergency treatment, or any combination of these to a person who is prescribed a controlled
substance, to embezzle or fraudulenthkieowingly and willfully misapply or divert to his or
her own use or other unauthorized or illegal use or to take, make away with, or secrete, with
intent to embezzle or fraudulently or knowingly and willfully misapply or divert to his or her
own use or dter unauthorized or illegal use any controlled substance that is prescribed to
another.

* k k k%
§ 90-110. Injunctions.
(a) The superior court of North Carolina shall have jurisdiction in proceedings in accordance with the rules
of those courtsat enjoin violations of this Article.
(b) In case of an alleged violation of an injunction or restraining order issued under this section, trial shall,

upon demand of the accused, be by a jury in accordance with the rules ofdtiersrqurts of North Catina.

§ 90-111. Cooperative arrangements.

The North Carolina Department of Health and Human Services and the Attorney General of North Carolina shall
cooperate with federal and other State agencies in discharging their responsibilities concerririg taffirolled
substances and in suppressing the abuse of controlled substances. To this end, they are authorized to:

(1) Arrange for the exchange of information between governmental officials concerning the use
and abuse of controlled substances;

(2) Coadinate and cooperate in training programs on controlled substances for law enforcement at
the local and State levels;

3) Cooperate with the Bureau by establishing a centralized unit which will accept, catalogue, file,

and collect statistics, including aerds of drugdependent persons and other controlled
substance law offenders within the State, and make such information available for federal, State,
and local lawenforcement purposes. Provided that neither the Attorney General of North
Carolina, the Ndh Carolina Department of Health and Human Services nor any other State
officer or agency shall be authorized to accept or file, or give out the names or other form of
personal identification of drudependent persons who voluntarily seek treatment stasse

related to their drug dependency.
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§ 90-113.1. Burden of proof; liabilities.

€) It shall not be necessary for the State to negate any exemption or exception set forth in this Article in
any complaint, information, indictment, or othdeqding or in any trial, hearing, or other proceeding under this
Article, and the burden of proof of any such exemption or exception shall be upon the person claiming its benefit.

(b) In the absence of proof that a person is the duly authorized holdeappeopriate registratiorr order
form issued under thiArticle, he shall be presumed not to be the holder of such registration or form, and the burden
of proof shall be upon him to rebut such presumption.

(c) No liability shall be imposed by virtue ¢ifiis Article upon any duly authorized officer, engaged in the
lawful enforcement of this Article.

* k k kK

§ 90113.5. State Board of Pharmacy, State Bureau of Investigation and peace officers to enforce Article.

It is hereby made the duty of the St&teard of Pharmacy, its officers, agents, inspectors, and representatives,
and all peace officers within the State, including agents of the State Bureau of Investigation, and all State's attorneys,
to enforce all provisions of this Article, except thosecsfically delegated, and to cooperate with all agencies charged
with the enforcement of the laws of the United States, of this State, and of all other states, relating to controlled
substances. The State Bureau of Investigation is hereby authorizedainitiakinvestigation of all violations of this
Article, and is given original but not exclusive jurisdiction in respect thereto with all othesrifancement officers
of the State.

* k k * %

Article 5B.
Drug Paraphernalia.

Selected Provisions

* % % k% %

§90113.27. Needle and hypodermic syringe exchange programs authorized; limited immunity.

(a) Any governmental or nongovernmental organization, including a local or district health department or
an organization that promotes scientifically proways of mitigating health risks associated with drug use and other
high-risk behaviors, may establish and operate a needle and hypodermic syringe exchange program. The objectives
of the program shall be to do all of the following:

Q) Reduce the spread BV, AIDS, viral hepatitis, and other bloodborne diseases in this State.

(2) Reduce needle stick injuries to law enforcement officers and other emergency personnel.
€)) Encourage individuals who inject drugs to enroll in evidelpased treatment.
(b) Programs established pursuant to this section shall offer all of the following:
Q) Disposal of used needles and hypodermic syringes.
(2) Needles, hypodermic syringes, and other injection supplies at no cost and in quantities sufficient

to ensure that nebs$, hypodermic syringes, and other injection supplies are not shared or
reused. No State funds may be used to purchase needles, hypodermic syringes, or other injection
supplies.

3) Reasonable and adequate security of program sites, equipment, and glekbitien plans
for security shall be provided to the police and sheriff's offices with jurisdiction in the program
location and shall be updated annually.

4) Educational materials on all of the following:

Overdose prevention.

The prevention of H¥, AIDS, and viral hepatitis transmission.

Drug abuse prevention.

Treatment for mental illness, including treatment referrals.

Treatment for substance abuse, including referrals for medication assisted treatment.

Poo0TQ
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(5) Access to naloxone kits thadmtain naloxone hydrochloride that is approved by the federal
Food and Drug Administration for the treatment of a drug overdose, or referrals to programs
that provide access to naloxone hydrochloride that is approved by the federal Food and Drug
Administraion for the treatment of a drug overdose.
(6) For each individual requesting services, personal consultations from a program employee or
volunteer concerning mental health or addiction treatment as appropriate.
(c) Notwithstanding any provision of the Cioolled Substances Act in Article 5 of Chapter 90 of the General
Statutes or any other law, no employee, volunteer, or participant of a program established pursuant to this section shall
be charged with or prosecuted for possession of any of the following:

(1) Needles, hypodermic syringes, or other injection supplies obtained from or returned to a
program established pursuant to this section.
(2) Residual amounts of a controlled substance contained in a used needle, used hypodermic

syringe, or used injectiosupplies obtained from or returned to a program established pursuant
to this section.

The limited immunity provided in this subsection shall apply only if the person claiming immunity provides
written verification that a needle, syringe, or other in@ttupplies were obtained from a needle and hypodermic
syringe exchange program established pursuant to this section. In addition to any other applicable immunity or
limitation on civil liability, a law enforcement officer who, acting on good faith, asrestcharges a person who is
thereafter determined to be entitled to immunity from prosecution under this section shall not be subject to civil
liability for the arrest or filing of charges.

(d) Prior to commencing operations of a program established gntrsw this section, the governmental or
nongovernmental organization shall report to the North Carolina Department of Health and Human Services, Division
of Public Health, all of the following information:

(1) The legal name of the organization or ageopgrating the program.

(2) The areas and populations to be served by the program.

3) The methods by which the program will meet the requirements of subsection (b) of this section.
(e) Not later than one year after commencing operations of a programisfsdbursuant to this section,

and every 12 months thereafter, each organization operating such a program shall report the following information to
the North Carolina Department of Health and Human Services, Division of Public Health:

(1) The number of idividuals served by the program.

(2) The number of needles, hypodermic syringes, and needle injection supplies dispensed by the
program and returned to the program.

3) The number of naloxone kits distributed by the program.

4) The number and type of trmaent referrals provided to individuals served by the program,

including a separate report of the number of individuals referred to programs that provide access
to naloxone hydrochloride that is approved by the federal Food and Drug Administration for
thetreatment of a drug overdose.

Article 5D.
Control of Methamphetamine Precursors.

Selected Provisions

§90113.50. Title.
This Article shall be known and may be cited as the "Methamphetamine Lab Prevention Act of 2005."

§ 90-113.51. Definitions.

€) For purposes of this Article, "pseudoephedrine product” means a product containing any detectable
guantity of pseudoephedrine or ephedrine base, their salts or isomers, or salts of their isomers.

(b) For purposes of this Article, a "retailer" means anviatial or entity that is the general owner of an
establishment where pseudoephedrine products are available for sale.

(c) For purposes of this Article, the "Commission" means the Commission for Mental Health,
Developmental Disabilities, and Substance Alfsisrvices.
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§ 90-113.52. Pseudoephedrine: restrictions on sales.

(a) A pseudoephedrine product in the form of a tablet, caplet, or gel cap shall not be offered for retail sale
loose in bottles but shall be sold only in blister packages.
(b) Pseudoepheite products shall not be offered for retail sale by-setfice, but shall be stored and sold

in the following manner: Any pseudoephedrine product in the form of a tablet or caplet containing pseudoephedrine
as the sole active ingredient or in combinatiath other active ingredients shall be stored and sold behind a pharmacy
counter.

(c) A pseudoephedrine product may be sold at retail without a prescription only to a person at least 18 years
of age. The retailer shall require every retail purchaserpsieadoephedrine product to furnish a valid, unexpired,
governmendssued photo identification and to provide, in print or orally, a current valid personal residential address.

If the retailer has reasonable grounds to believe that the prospective puishasger 18 years of age, the retailer

shall require the prospective purchaser to furnish photo identification showing the date of birth of the person. The
name and address of every purchaser shall be entered in a record of disposition of pseudoppbeiatriado the
consumer on a form approved by the Commission. The record of disposition shall also identify each pseudoephedrine
product purchased, including the number of grams the product contains and the purchase date of the transaction. The
retailershall require that every purchaser sign the form attesting to the validity of the information. The form approved

by the Commission shall be constructed so that it allows for entry of information in electronic format, including
electronic signature. The for shall also be constructed and maintained so as to minimize disclosure of personal
information to unauthorized persons.

(d) A retailer shall maintain a record of disposition of pseudoephedrine products to the consumer for a period
of two years from the de of each transaction. A record shall be readily available within 48 hours of the time of the
transaction for inspection by an authorized official of a federal, State, or local law enforcement agency. The records
maintained by a retailer are privilegeddrmation and are not public records but are for the exclusive use of the
retailer and law enforcement. The retailer may destroy the information after two years from the date of the transactions.

(e) This section does not apply to any pseudoephedrine girtitht is in the form of a liquid, liquid capsule,
gel capsule, or pediatric product labeled pursuant to federal regulation primarily intended for administration to children
under 12 years of age according to label instruction, except as to those gpedificts for which the Commission
issues an order pursuant to G.$:193.58 subjecting the product to requirements under this Article.

§ 90-113.52A. Electronic record keeping.

(a) A retailer shall, before completing a sale of a product containing adpsphedrine product,
electronically submit the required information to the National Precursor Log Exchange (NPLEXx) administered by the
National Association of Drug Diversion Investigators (NADDI), provided that the NPLEx system is available to
retailers h the State without a charge for accessing the system and the retailer has Internet access. The seller shall not
complete the sale if the system generates a stop alert. Absent negligence, wantoness, recklessness, or deliberate
misconduct, any retailer utiing the electronic sales tracking system in accordance with this subsection shall not be
civilly liable as a result of any act or omission in carrying out the duties required by this subsection and shall be
immune from liability to any third party unlefise retailer has violated any provision of this subsection in relation to
a claim brought for such violation.

(b) If a pharmacy selling a product containing a pseudoephedrine product experiences mechanical or
electronic failure of the electronic salescking system and is unable to comply with the electronic sales tracking
requirement, the pharmacy or retail establishment shall record that the sale was made without submission to the
NPLEXx system in the record of disposition required under G.81302.

(c) The NADDI shall forward North Carolina transaction records in NPLEx to the State Bureau of
Investigation weekly and provide retithe access to NPLEX information through the NPLEX online portal to law
enforcement in the State as authorized by the @Blided that the SBI executes a memorandum of understanding
with NADDI governing access.

(d) This system shall be capable of generating a stop sale alert, which shall be a notification that completion
of the sale would result in the seller or purchagelating the quantity limits set forth in G.S.-403.52. The system
shall contain an override function that may be used by a dispenser of a pseudoephedrine product who has a reasonable
fear of imminent bodily harm if the dispenser does not completeeaEath instance in which the override function
is utilized shall be logged by the system.
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8§ 90113.53. Pseudoephedrine transaction limits.

(a) No person shall deliver to any one person, attempt to deliver to any one person, purchase, or attempt to
purchase at retail more than 3.6 grams of any pseudoephedrine products per calendar day. This limit does not apply if
the product is dispensed under a valid prescription.

(b) No person shall purchase at retail more than 9 grams of pseudoephedrine pratiirctanyi 36day
period. This limit does not apply if the product is dispensed under a valid prescription.
(c) This section does not apply to any pseudoephedrine products that are in the form of liquids, liquid

capsules, gel capsules, or pediatric produetseled pursuant to federal regulation primarily intended for
administration to children under 12 years of age according to label instruction, except as to those specific products for
which the Commission issues an order pursuant to G:319(8 subjectig the product to requirements under this
Article.

§ 90-113.54. Posting of signs.

(a) A retailer shall post a sign or placard in a clear and conspicuous manner in the area of the premises where
the pseudoephedrine products are offered for sale subbiasitiailar to the following: "North Carolina law strictly
prohibits the purchase of more than 3.6 grams total of certain products containing pseudoephedrine per day, and more
than 9 grams total of certain products containing pseudoephedrine withidag périod. This store will maintain a
record of all sales of these products which may be accessible to law enforcement officers.

(b) This section does not apply to any pseudoephedrine products that are in the form of liquids, liquid
capsules, gel capsulesr pediatric products labeled pursuant to federal regulation primarily intended for
administration to children under 12 years of age according to label instruction, except as to those specific products for
which the Commission issues an order pursuant® @3113.58 subjecting the product to requirements under this
Article.

§ 90-113.55. Training of employees.

A retailer shall require that employees of the establishment involved in the sale of pseudoephedrine products in
the form of tablets or capletand any other pseudoephedrine product for which the Commission issues an order
pursuant to G.S. 9013.58 to subject the product to requirements under this Article, be trained in a program conducted
by or approved by the Commission pursuant to G.SL1RB9.

* k% % %

§ 90-113.57. Immunity.

A retailer or an employee of the retailer who, reasonably and in good faith, reports to any law enforcement agency
any alleged criminal activity related to the sale or purchase of pseudoephedrine products, ousdsotoesell a
pseudoephedrine product to a person reasonably believed to be ineligible to purchase a pseudoephedrine product
pursuant to this Article, is immune from civil liability for that conduct except in cases of willful misconduct. No
retailer shalretaliate in any manner against any employee of the establishment for a report made in good faith to any
law enforcement agency concerning alleged criminal activity related to the sale orspuothaseudoephedrine
products.

§ 90-113.58. Commission adutority to control pseudoephedrine products.

(a) The Commission may add or delete a specific pseudoephedrine product from requirements of this Article
on the petition of any interested party, or its own motion. In addition, the Commission may modifycifie Sioeage,
security, transaction limit, and recekdeping requirements applicable to a particular product upon such terms and
conditions as they deem appropriate. In every case, the Commission shall give notice of and hold a public hearing
pursuant taChapter 150B of the General Statutes prior to adding or deleting a product. A petition by the Commission
or the North Carolina Department of Justice to add or delete a specific product from requirements of this Article shall
be placed on the agenda fomsweration at the next regularly scheduled meeting of the Commission, as a matter of
right. In making a determination regarding a specific product, the Commission shall consider whether or not there is
substantial evidence that the specific product wheldised to manufacture methamphetamine in the State.

(b) In making a determination, the Commission shall make findings with respect thereto and shall issue an
order adding or deleting the specific product from requirements of this Article. The ordebesipaiblished in the
North Carolina Register at least 60 days prior to the time that the addition or deletion of a specific product from the
requirements of this Article becomes effective.

(c) The Commission may adopt temporary and permanent rubesordance with this section.
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§90113.59. Commission development of employee training programs.

The Commission shall develop training and education programs targeted for employees of establishments where
pseudoephedrine products are available for saleshall approve such programs for implementation by retailers. The
Commission may also conduct employee training programs for retail establishments. The Commission may adopt
temporary anghbermanent rules in this regard.

§ 90-113.60. Preemption.
This Article shall preempt all local ordinances or regulations governing the sale by a retailer-thfemaunter
products containing pseudoephedrine

8§ 90113.61. Regulation of pseudoephedrine products in the form of liquids, liquid capsules, gel capsules an
pediatric products.

Except as to those specific products for which the Commission issues an order pursuant te1G3580
subjecting the product to requirements under this Article, any pseudoephedrine products that are in the form of liquids,
liquid capsules, gel capsules, or pediatric products labeled pursuant to federal regulation primarily intended for
administration to children under 12 years of age according to label instruction shall not be subject to requirements
under this Article, but such pdacts shall be subject to the requirements of the Combat Methamphetamine Act of
2005, Title VII of the USA PATRIOT Improvement and Reauthdir@aAct of 2005, P.L. 109.77.

§ 90-113.64. SBI annual report.

Beginning with the 2011 calendar year, the StAteeau of Investigation shall determine the number of
methamphetamine laboratories discovered in the State each calendar year and report its findings to the Joint
Legislative Oversight Committee on Justice and Public Safety and to the Legislative Comnissi
Methamphetamine Abuse by March 1, 2012, for the 2011 calendar year and each March 1 thereafter for the preceding
calendar year. The State Bureau of Investigation shall participate in the High Intensity Drug Trafficking Areas
(HIDTA) program, assistn coordinating the drug control efforts between local and State law enforcement agencies,
and monitor the implementation and effectiveness of the electronic feeepihg requirements included in G.S.
90-113.52A and G.S. 9013.56. The SBI shall includésifindings in the report to the Conssion required by this
section.

Article 5E.
North Carolina Controlled Substances Reporting System Act.

§90113.70. Short title.
This Article shall be known and may be cited as the "North Carolina Controlled StdssfRaporting System
Act."

§ 90-113.71. Legislative findings and purpose.

€)) The General Assembly makes the following findings:

Q) North Carolina is experiencing an epidemic of poisoning deaths from unintentional drug
overdoses.

(2) Since 1997, the nuper of deaths from unintentional drug overdoses has increased threefold,
from 228 deaths in 1997 to 690 deaths in 2003.

) The number of unintentional deaths from illicit drugs in North Carolina has decreased since
1992 while unintentional deaths frdioit drugs, primarily prescriptions, have increased.

4) Licit drugs are now responsible for over half of the fatal unintentional poisonings in North
Carolina.

(5) Over half of the prescription drugs associated with unintentional deaths are narcotiicsjopi

(6) Of these licit drugs, deaths from methadone, usually prescribed as an analgesic for severe pain,
have increased sevenfold since 1997.

(7 Methadone from opioid treatment program clinics is a negligible source of the methadone that
has contribute to the dramatic increase in unintentional methadetated deaths in North
Carolina.
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(8) Review of the experience of the 19 states that have active controlled substances reporting
systems clearly documents that implementation of these reporting sydtems create a
"chilling" effect on prescribing.

(9) Review of data from controlled substances reporting systems help:

a. Support the legitimate medical use of controlled substances.

b. Identify and prevent diversion of prescribed controlled substances.

(o Reduce morbidity and mortality from unintentional drug overdoses.

d. Reduce the costs associated with the misuse and abuse of controlled substances.

e. Assist clinicians in identifying and referring for treatment patients misusing controlled
substances.

f. Reduce the cost for law enforcement of investigating cases of diversion and misuse.

g. Inform the public, including health care professionals, of the use and abuse trends
related to prescription drugs.

(b) This Article is intended to improve the Statslity to identify controlled substance abusers or misusers

and refer them for treatment, and to identify and stop diversion of prescription drugs in an efficient-afife cibst
manner that will not impede the appropriate medical utilization ofdaritrolled substances.

8§ 90-:113.72. Definitions.
The following definitions apply in this Article:

(1) Commission-—-The Commission for Mental Health, Developmental Disabilities, and Substance
Abuse Services established under Part 4 of Article 3 of @hddBB of the General Statutes.

(2) Controlled substance.A controlled substance as defined in @&37(5).

3) Department=- The Department of Health and Human Services.

(4) Dispenser— A person who delivers a Schedule Il through V controlled sobstt an ultimate
user in North Carolina, but does not include any of the following:

a. A licensed hospital or lonaterm care pharmacy that dispenses such substances for the
purpose of inpatient administration.

b. Repealed by Session Laws 2012, s. 1effective January 1, 2014, and applicable
to prescriptions delivered on or after that date.

C. A wholesale distributor of a Schedule Il through V controlled substance.

d. A person licensed to practice veterinary medicine pursuant to Article 11 of Chapter 9
of the General Statutes.

(4a) Pharmacy-— A person or entity holding a valid pharmacy permit pursuant to ¥-85.21 or
G.S.90-85.21A.

(5) Ultimate user— A person who has lawfully obtained, and who possesses, a Schedule Il through
V controlled substance for the person's own use, for the use of a member of the person's
household, or for the use of an animal owned or controlled by the person or by a member of the
person's household.

§ 90113.73. Requirements for controlled substances reporting/stem; civil penalties for failure to properly
report.

€)) The Department shall establish and maintain a reporting system of prescriptions for all Schedule 11
through V controlled substances. Each dispenser shall submit the information in accordancansiitiission
methods and frequency established by rule by the Commission. The Department may issue a waiver to a dispenser
who is unable to submit prescription information by electronic means. The waiver may permit the dispenser to submit
prescription infomation by paper form or other means, provided all information required of electronically submitted
data is submitted. The dispenser shall report the information required under this section no later than the close of the
next business day after the prestiop is delivered; however, dispensers are encouraged to report the information no
later than 24 hours after the prescription was delivered. The information shall be submitted in a format as determined
annually by the Department based on the format us#teimajority of the states operating a controlled substances
reporting system. In the event the dispenser is unable to report the information within the time frame required by this
section because the system is not operational or there is some otheatgrafetrical or technological failure, this
inability shall be documented in the dispenser's records. Once the electrical or technological failure has been resolved,
the dispenser shall promptly report the information.
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(b) The Commission shall adopt esl requiring dispensers to report the following information. The
Commission may modify these requirements as necessary to carry out the purposes of this Article. The dispenser shall
report:

Q) The dispenser's DEA number.

(2) The name of the patient for win the controlled substance is being dispensed, and the patient's:
a. Full address, inclding city, state, and zip code.
b. Telephone number
C. Date of birth.

3) The date the prescription was written.

4) The date the prescription was filled.

(5) The prescription number.

(6) Whether the prescription is new or a refill.

(7 Metric quantity of the dispensed drug.

(8) Estimated days of supply of dispensed drug, if provided to the dispenser.

9) National Drug Code of dispensed drug.

(20) Prescriber's DEA nunds.

(10a) Prescriber's national provider identification number, for any prescriber that has a national
provider identification number. A pharmacy shall not be subject to a civil penalty under
subsection (e) of this section for failure to report the pilesics national provider identification
number when it isi0t received by the pharmacy.

(11) Method of payment for the prescription.

(c) A dispenser shall not be required to report instances in which a controlled substance is provided directly
to the ultimate user and the quantity provided does not exceeehautS8supply.
(d) A dispenser shall not be required to report instances in which a Schedulerncotic, noranorectic

Schedule V controlled substance is provided directly to the ultimate uséefputpose of assessing a therapeutic
response when prescribed according to indications approved by the United States Food and Drug Administration.

(e) The Department shall assess, against any pharmacy that employs dispensers found to have failed to
reportinformation in the manner required by this section within a reasonable period of time after being informed by
the Department that the required information is missing or incomplete, a civil penalty of not more than one hundred
dollars ($100.00) for a firstiolation, two hundred fifty dollars ($250.00) for a second violation, and five hundred
dollars ($500.00) for each subsequent violation if the pharmacy fails to report as required under this section, up to a
maximum of five thousand dollars ($5,000) peapmacy per calendar year. Each day of a continuing violation shall
constitute a separate violation. A pharmacy acting in good faith that attempts to report the information required by
this section shall not be assessed any civil penalty. The clear psafgezhalties assessed under this section shall be
deposited to the Civil Penalty and Forfeiture Fund in accordance with Article 31A of Chapter 115C of the General
Statutes. The Commission shall adopt rules to implement this subsection that includetéatterconsidered in
determining the amount of the penalty to be assessed.

® For purposes of this section, a "dispenser" includes a person licensed to practice veterinary medicine
pursuant to Article 11 of Chapter 90 of the General Statutes whenettsanpdispenses any Schedule Il through V
controlled substances. Notwithstanding subsection (b) of this section, the Commission shall adopt rules requiring the
information to be reported by a person licensed to practice veterinary medicine pursuamiealArtif Chapter 90
of the General Statutes.

(9) A person licensed to practice veterinary medicine pursuant to Article 11 of Chapter 90 of the General
Statutes may submit prescription information by paper form or other means, provided all infomaqtived of
electronically submitted data is submitte@.$. 960113.73(f) and (g) become effective January 1, 2019.]

§ 90113.73A. Expand monitoring capacity; report.

€) The North Carolina Controlled Substances Reporting System shall expandnitering capacity by
establishing data use agreements with the Prescription Behavior Surveillance System. In order to participate, the CSRS
shall establish a data use agreement with the Center of Excellence at Brandeis University no later than January 1,
2016.

(b) Beginning September 1, 2016, and every two years thereafter, the Division of Mental Health,
Developmental Disabilities, and Substance Abuse Services of the Department of Health and Human Services shall
report on its participation with the Preigtion Behavior Surveillance System to the Joint Legislative Oversight
Committee on Health and Human Services and the Joint Legislative Oversight Committee on Justice and Public
Safety.
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§ 90113.74. Confidentiality. [Version effectiveuntil July 1, 2019]

€) Prescription information submitted to the Department is privileged and confidential, is not a public
record pursuant to G.$32-1, is not subject to subpoena or discovery or any other use in civil proceedings, and except
as otherwise provided belomay only be used (i) for investigative or evidentiary purposes related to violations of
State or federal law, (ii) for regulatory activities, or (iii) to inform medical records or clinical care. Except as etherwis
provided by this section, prescriptiomférmation shall not be disclosed or disseminated to any person or entity by
any person or entity authorized to review prescription information.

(b) The Department may use prescription information data in the controlled substances reporting system
only for purposes of implementing this Article in accordance with its provisions.

(b1) The Department may review the prescription information data in the controlled substances reporting
system and upon review may:

(1) Notify practitioners that a patient may havgained prescriptions for controlled substances in
a manner that may represent abuse, diversion of controlled substances, or an increased risk of
harm to the patient.

(1a) Notify practitioners and their respective licensing boards of prescribing behdaibr(i}
increases risk of diversion of controlled substances, (ii) increases risk of harm to the patient, or
(i) is an outlier among other practitioner behavior.

(2) Report information regarding the prescribing practices of a practitioner to the agency
responsible for licensing, registering, or certifying the practitioner pursuant to rules adopted by
the agency as set forth below in subsection (b2) of this section.

(b2) In order to receive a report pursuant to subdivision (2) of subsection (b1) of ¢timnsan agency
responsible for licensing, registering, or certifying a practitioner with prescriptive or dispensing authority shall adopt
rules setting the criteria by which the Department may report the information to the agency. The criteria fiog report
established by rule shall not establish the standard of care for prescribing or dispensing, and it shall not be a basis for
disciplinary action by an agency that the Department reported a practitioner to an agency based on the criteria.

(© The Departrant shall release data in the controlled substances reporting system to the following persons
only:

(1) Persons authorized to prescribe or dispense controlled substances for the purpose of providing
medical or pharmaceutical care for their patients. Agreesithorized to receive data pursuant
to this paragraph may delegate the authority to receive the data to other persons working under
his or her direction and supervision, provided the Department approves this delegation.

The administrator of a hospitamergency department or hospital acute care facility shall
provide the Department with a list of prescribers who are authorized to prescribe controlled
substances for the purpose of providing medical care for patients of the hospital emergency
department ohospital acute care facility and a list of delegates who are authorized to receive
data on behalf of the providers listed. The administrator acting under this paragraph shall submit
the lists to the Department no later than December 1 of the calendargeading the year
during which the delegates are to receive data and may provide updated lists at any time during
the course of the year. Within one week of receiving the initial or updated lists described in this
paragraph, the Department shall est&bdil of the delegate accounts necessary to enable each
delegate listed by the administrator of the hospital emergency department or hospital acute care
facility to receive data on behalf of the listed prescribers. Delegations made pursuant to this
paragrgh are valid during the calendar year for which submitted by the administrator.

(2) An individual who requests the individual's own controlled substances reporting system
information.
3) Special agents of the North Carolina State Bureau of Investigationane assigned to the

Diversion & Environmental Crimes Unit and whose primary duties involve the investigation of
diversion and illegal use of prescription medication. SBI agents assigned to the Diversion &
Environmental Crimes Unit may then provide th$ormation to other SBI agents who are
engaged in a bona fide specific investigation related to enforcement of laws governing licit
drugs. The Attorney General of North Carolina, or a designee who istanfallemployee in
the North Carolina Department dustice, shall have access to the system to monitor requests
for inspection of records.

4) Primary monitoring authorities for other states pursuant to a specific ongoing investigation
involving a designated person, if information concerns the dispeasm&chedule 1l through
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V controlled substance to an ultimate user who resides in the other state or the dispensing of a
Schedule 1l through V controlled substance prescribed by a licensed health care practitioner
whose principal place of business isdted in the other state.

(5) To a sheriff or designated deputy sheriff or a police chief or a designated police investigator
who is assigned to investigate the diversion and illegal use of prescription medication or
pharmaceutical products identified intiste 5 of this Chapter of the General Statutes as
Schedule Il through V controlled substances and who is engaged in a bona fide specific
investigation related to the enforcement of laws governing licit drugs pursuant to a lawful court
order specificallyssued for that purpose.

(6) The Division of Medical Assistance for purposes of administering the State Medical Assistance
Plan.

(7 Licensing boards with jurisdiction over health care disciplines pursuant to an ongoing
investigation by the licensing boaofla specific individual licensed by the board.

(8) Any county medical examiner appointed by the Chief Medical Examiner pursuant to
G.S.130A-382 and the Chief Medical Examiner, for the purpose of investigating the death of
an individual.

(9) The federalDrug Enforcement Administration's Office of Diversion Control or Tactical

Diversion Squad in North Carolina.
(20) The North Carolina Health Information Exchange Authority (NC HIE Authority), established
under Article 29B of this Chapter, through Wsérvice calls.

(d) The Department may provide data to public or private entities for statistical, research, or educational
purposes only after removing information that could be used to identify individual patients who received prescription
medications from disgmsers.

(e) In the event that the Department finds patterns of prescribing medications that are unusual, the
Department shall inform the Attorney General's Office of its findings. The Office of the Attorney General shall review
the Department's findings ttetermine if the findings should be reported to the SBI and the appropriate sheriff for
investigation of possible violations of State or federal law relating to controlled substances.

) The Department shall, on a quarterly basis, purge from the ceudkrsilbstances reporting system
database all information more than six years old. The Department shall maintain in a separate database all information
purged from the controlled substances reporting system database pursuant to this subsection and erdgtaeleas
from that separate database only as provided in subsection (d) of this section.

(9) Nothing in this Article shall prohibit a person authorized to prescribe or dispense controlled substances
pursuant to Article 1 of Chapter 90 of the General Staftgesdisclosing or disseminating data regarding a particular
patient obtained under subsection (c) of this section to another person (i) authorized to prescribe or dispense controlled
substances pursuant to Article 1 of Chapter 90 of the General Statut€8) authorized to receive the same data
from the Department under subsection (c) of this section.

(h) Nothing in this Article shall prevent persons licensed or approved to practice medicine or perform
medical acts, tasks, and functions pursuant téclartl of Chapter 90 of the General Statutes from retaining data
received pursuant to subsection (c) of this section in a patient's confidential health care record.

(K) In addition to the civil penalties provided in G.S-B18B.75(a) and any othepglicable civil or criminal
penalties, the following criminal penalties apply to any individual authorized to access data in the controlled
substances reporting system when that access is authorized by subdivisions (3) through (10) of subsecti@n (c) of thi
section:

(1) An individual who knowingly and intentionally accesses prescription information in the
controlled substances reporting system for a purpose not authorized by this section shall be
guilty of a Class | felony.

(2) An individual who knowingly and intentionally discloses or disseminates prescription
information from the system for a purpose not authorized by this section shall be guilty of a
Class I felony.

3) An individual who willfully and maliciously obtains, discloses, or disseminatescppgion
information for a purpose not authorized by this section and with the intent to use such
information for commercial advantage or personal gain, or to maliciously harm any person,
shall be guilty of a Class H felony.

Any person who is convicted af criminal offense under this subsection is permanently barred from accessing
the controlled substances reporting system.
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(I The State Bureau of Investigation, Diversion & Environmental Crimes Unit, may investigate suspected
violations of this section ahshall notify the Department of any charges or convictions pursuant to this section.

§ 90113.74. Confidentiality. [Version effective on July 1, 2019.]

€) Prescription information submitted to the Department is privileged and confidential, is nbti@a pu
record pursuant to G.$32-1, is not subject to subpoena or discovery or any other use in civil proceedings, and except
as otherwise provided below may only be used (i) for investigative or evidentiary purposes related to violations of
State or fedeal law, (ii) for regulatory activities, or (iii) to inform medical records or clinical care. Except as otherwise
provided by this section, prescription information shall not be disclosed or disseminated to any person or entity by
any person or entity authimed to review prescription information.

(b) The Department may use prescription information data in the controlled substances reporting system
only for purposes of implementing this Article in accordance with its provisions.

(b1) The Department may rewiethe prescription information data in the controlled substances reporting
system and upon review may:

Q) Notify practitioners that a patient may have obtained prescriptions for controlled substances in
a manner that may represent abuse, diversion ofaitett substances, or an increased risk of
harm to the patient.

(1a) Notify practitioners and their respective licensing boards of prescribing behavior that (i)
increases risk of diversion of controlled substances, (ii) increases risk of harm to thie atien
(i) is an outlier among other practitioner behavior.

(2) Report information regarding the prescribing practices of a practitioner to the agency
responsible for licensing, registering, or certifying the practitioner pursuant to rules adopted by
theagency as set forth below in subsection (b2) of this section.

(b2) In order to receive a report pursuant to subdivision (2) of subsection (b1) of this section, an agency
responsible for licensing, registering, or certifying a practitioner with prescriptidéspensing authority shall adopt
rules setting the criteria by which the Department may report the information to the agency. The criteria for reporting
established by rule shall not establish the standard of care for prescribing or dispensimnghalhddt be a basis for
disciplinary action by an agency that the Department reported a practitioner to an agency based on the criteria.

(© The Department shall release data in the controlled substances reporting system to the following persons
only:

(1) Persons authorized to prescribe or dispense controlled substances for the purpose of providing
medical or pharmaceutical care for their patients. A person authorized to receive data pursuant
to this paragraph may delegate the authority to receive théodattaer persons working under
his or her direction and supervision, provided the Department approves this delegation.

The administrator of a hospital emergency department or hospital acute care facility shall
provide the Department with a list of pregeis who are authorized to prescribe controlled
substances for the purpose of providing medical care for patients of the hospital emergency
department or hospital acute care facility and a list of delegates who are authorized to receive
data on behalf ofie providers listed. The administrator acting under this paragraph shall submit
the lists to the Department no later than December 1 of the calendar year preceding the year
during which the delegates are to receive data and may provide updated listSraeaturing
the course of the year. Within one week of receiving the initial or updated lists described in this
paragraph, the Department shall establish all of the delegate accounts necessary to enable each
delegate listed by the administrator of thegitad emergency department or hospital acute care
facility to receive data on behalf of the listed prescribers. Delegations made pursuant to this
paragraph are valid during the calendar year for which submitted by the administrator.

(2) An individual who equests the individual's own controlled substances reporting system
information.
3) Special agents of the North Carolina State Bureau of Investigation who are assigned to the

Diversion & Environmental Crimes Unit and whose primary duties involve thetigaéen of
diversion and illegal use of prescription medication. SBI agents assigned to the Diversion &
Environmental Crimes Unit may then provide this information to other SBI agents who are
engaged in a bona fide specific investigation related to esrfeent of laws governing licit

drugs. The Attorney General of North Carolina, or a designee who istanfallemployee in

the North Carolina Department of Justice, shall have access to the system to monitor requests
for inspection of records.

North Carolina Pharmacy LawEffective December 2018 79



4) Primary nonitoring authorities for other states pursuant to a specific ongoing investigation
involving a designated person, if information concerns the dispensing of a Schedule 1l through
V controlled substance to an ultimate user who resides in the other stagedispensing of a
Schedule Il through V controlled substance prescribed by a licensed health care practitioner
whose principal place of business is located in the other state.

(5) To a sheriff or designated deputy sheriff or a police chief or a desibpatee investigator
who is assigned to investigate the diversion and illegal use of prescription medication or
pharmaceutical products identified in Article 5 of this Chapter of the General Statutes as
Schedule Il through V controlled substances and vghengaged in a bona fide specific
investigation related to the enforcement of laws governing licit drugs pursuant to a lawful court
order specifically issued for that purpose.

(5a) Local law enforcement officers pursuant to subsection (i) of this section.

(6) The Division of Medical Assistance for purposes of administering the State Medical Assistance
Plan.

@) Licensing boards with jurisdiction over health care disciplines pursuant to an ongoing
investigation by the licensing board of a specific individitznsed by the board.

(8) Any county medical examiner appointed by the Chief Medical Examiner pursuant to
G.S.130A-382 and the Chief Medical Examiner, for the purpose of investigating the death of
an individual.

(9) The federal Drug Enforcement Admitration's Office of Diversion Control or Tactical

Diversion Squad in North Carolina.
(20) The North Carolina Health Information Exchange Authority (NC HIE Authority), established
under Article 29B of this Chapter, through Weérvice calls.

(d) The Departrant may provide data to public or private entities for statistical, research, or educational
purposes only after removing information that could be used to identify individual patients who received prescription
medications from dispensers.

(e) In the eventthat the Department finds patterns of prescribing medications that are unusual, the
Department shall inform the Attorney General's Office of its findings. The Office of the Attorney General shall review
the Department's findings to determine if the figdirshould be reported to the SBI and the appropriate sheriff for
investigation of possible violations of State or federal law relating to controlled substances.

® The Department shall, on a quarterly basis, purge from the controlled substances rejysténg
database all information more than six years old. The Department shall maintain in a separate database all information
purged from the controlled substances reporting system database pursuant to this subsection and may release data
from that separatdatabase only as provided in subsection (d) of this section.

(9) Nothing in this Article shall prohibit a person authorized to prescribe or dispense controlled substances
pursuant to Article 1 of Chapter 90 of the General Statutes from disclosingemitiating data regarding a particular
patient obtained under subsection (c) of this section to another person (i) authorized to prescribe or dispense controlled
substances pursuant to Article 1 of Chapter 90 of the General Statutes and (ii) authoreivéothe same data
from the Department under subsection (c) of this section.

(h) Nothing in this Article shall prevent persons licensed or approved to practice medicine or perform
medical acts, tasks, and functions pursuant to Article 1 of Chapter @@ @eneral Statutes from retaining data
received pursuant to subsection (c) of this section in a patient's confidential health care record.

0] Data released by the Department from the controlled substances reporting system to local law
enforcement offiers is subject to all of the following conditions and requirements:

(1) The Department shall release data in the controlled substances reporting system to a local law
enforcement officer only if all of the following conditions are satisfied:
a. The locallaw enforcement officer is a certified diversion investigator.
b. The agency that supervises the investigator is a qualified law enforcement agency.
C. The request is reasonably related to a bona fide active investigation involving a
specific violationof any State or federal law involving a controlled substance.
d. The request has been reviewed and approved by the State Bureau of Investigation,
Diversion & Environmental Crimes Unit.
(2) In the event a special agent of the State Bureau of Investigation, Diversion & Environmental
Crimes Unit, takes action upon a request by a certified diversion investigator for access to data
in the controlled substances reporting system, the special stgghnhot incur criminal or civil
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3)

(4)

®)

(6)

(7)

liability for such action or for actions taken by the certified diversion investigator making the

request.

The conditions outlined in this subsection shall create an audit trail that may be used to

investigate or preecute violations of this section. The Department shall grant access to the

system to the Attorney General of North Carolina or a designee and Special Agents of the State

Bureau of Investigation who are assigned to the Diversion & Environmental Crimefinit

the purpose of reviewing the audit trail. The State Bureau of Investigation shall conduct periodic

audits of a random sample of requests from certified diversion investigators for access to data

in the controlled substances reporting system.

Data obtained by certified diversion investigators from the controlled substances reporting

system in the manner prescribed by this subsection may be shared with other law enforcement

personnel or prosecutorial officials (i) only upon the direction of thefieertdiversion
investigator who originally requested the information and (ii) in the case of law enforcement
personnel from other law enforcement agencies, only with law enforcement personnel who are
directly participating in an official joint investigath or as provided in subdivision (5) of this
subsection.

In the event the data provided to the local law enforcement officer indicates transactions solely

outside of that local law enforcement officer's jurisdiction, the matter shall be referrex to th

State Bureau of Investigation, Diversion & Environmental Crimes Unit, or to a certified

diversion investigator employed by a qualified law enforcement agency with jurisdiction over

the transactions at issue.

Certified diversion investigators may metjuest or receive prescription data from other states

through PMP Interconnect or any other mechanism established by the Department to facilitate

interstate connectivity of the controlled substances reporting system.

As used in this subsection, tfe@lowing terms have the following meanings:

a. Bona fide active investigation: An investigation of one or more specific persons
conducted with a reasonable, gefaith belief based on specific facts and
circumstances equivalent to those normally neagdsr the issuance of a court order,
as described in G.S. A.3.74(c)(5).

al. Certified diversion investigator— An officer affiliated with a qualified law
enforcement agency who is certified as a diversion investigator by either the North
Carolina Skriffs' Education and Training Standards Commission or the North
Carolina Criminal Justice Education and Training Standards Commission. If for any
reason a certified diversion investigator leaves a position involving diversion
investigation, the qualifiethw enforcement agency shall notify the North Carolina
Department of Health and Human Services Controlled Substance Reporting System
and the State Bureau of Investigation, Diversion & Environmental Crimes Unit, within
72 hours after the effective date bétchange.

b. Certified diversion supervisor.The head of a municipal police department, a county
police department, a sheriff's office, or the designee of the agency head with
supervisory authority over that agency's diversion investigators who ifieceas a
diversion supervisor by either the North Carolina Sheriffs' Education and Training
Standards Commission or the North Carolina Criminal Justice Education and Training
Standards Commission.

C. Qualified law enforcement agency.Any of the following entities whose head is a
certified diversion investigator or that employs at least one certified diversion
investigator and at least one certified diversion supervisor:

1. A municipal police department.
2. A county police department.
3. A sheriff'soffice.

)] The Department shall do all of the following:

1)

Enable each certified diversion investigator associated with a qualified law enforcement agency
to register with the controlled substances reporting system by providing, at a minimum, all of
the following information:

a. The investigator's name and certification number.

b. The name of the qualified law enforcement agency for whom the investigator works.
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C. The name and certification number of each certified diversion supervisor with whom
the investigator works.

(2) Enable each certified diversion investigator associated with a qualified law enforcement agency
to request and receive data in connection with a bona fide active investigation involving a
specific violation of any state or fedétaw involving a controlled substance by providing, at
a minimum, all of the following:

a. The case number associated with the request.
b. A description of the nature and purpose of the request.
C. The first name, last name, and date of birth of éadividual whose prescription data

the investigator seeks, including, when appropriate, any alternative name, spelling, or
date of birth associated with each such individual.

d. An acknowledgement that the certified diversion investigator is aware pétiadties
associated with improperly obtaining, disclosing, or disseminating data from the
controlled substances reporting system.

3) Enable the State Bureau of Investigation, Diversion & Environmental Crimes Unit, to review
each request for data fromcartified diversion investigator associated with a qualified law
enforcement agency and, upon such review, to determine if the request is approved, denied, or
delayed pending further review or investigation.

4) Create an audit trail that may be usedneestigate or prosecute violations of this Part and
ensure that the Attorney General of North Carolina or a designee and Special Agents of the
North Carolina State Bureau of Investigation who are assigned to the Diversion &
Environmental Crimes Unit haveeess to the system to review the audit trail.

(K) In addition to the civil penalties provided in G.S-B18.75(a) and any other applicable civil or criminal
penalties, the following criminal penalties apply to any individual authorized to access dat d¢ontrolled
substances reporting system when that access is authorized by subdivisions (3) through (10) of subsection (c) of this
section:

(1) An individual who knowingly and intentionally accesses prescription information in the
controlled substance®porting system for a purpose not authorized by this section shall be
guilty of a Class | felony.

(2) An individual who knowingly and intentionally discloses or disseminates prescription
information from the system for a purpose not authorized by gusos shall be guilty of a
Class | felony.

) An individual who willfully and maliciously obtains, discloses, or disseminates prescription
information for a purpose not authorized by this section and with the intent to use such
information for commerciaadvantage or personal gain, or to maliciously harm any person,
shall be guilty of a Class H felony.

Any person who is convicted of a criminal offense under this subsection is permanently barred from accessing
the controlled substances reporting system.

() The State Bureau of Investigation, Diversion & Environmental Crimes Unit, may investigate suspected
violations of this section and shall notify the Department of any charges or convictions pursuant to this section.

§ 90-113.74A. Mandatory prescriber registration for access to contrded substances reporting system

Within 30 days after obtaining an initial or renewal license that confers the authority to prescribe a controlled
substance for the purpose of providing medical care for a patient, theebceimasll demonstrate to the satisfaction of
the licensing board that he or she is registered for access to the controlled substances reporting system. A violation of
this section may constitute cause for the licensing board having jurisdiction oveettseédo suspend or revoke the
license. [Effective on the date the State Clef Information Officer notifies the Revisor of Statutes that certain
upgrades to the CSRS database have been completed and the upgraded database is fully operational and
connectedto the statewide health information exchange.]

§ 90113.74B. Mandatory dispenser registration for access to controlled substances reporting system;
exception.

(a) Within 30 days after obtaining an initial or renewal license to practice pharmacy, éhsekc shall
demonstrate to the satisfaction of the North Carolina Board of Pharmacy that he or she is registered for access to the
controlled substances reporting system. A violation of this section may constitute cause for the Board of Pharmacy to
suspenar revoke the license.
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(b) This section does not apply to a licensee employed in a pharmacy practice setting where a Schedule II,
11, or IV controlled substance will not be dispensed.

§ 90113.74C. Practitioner use of controlled substances reporting s¢m; mandatory reporting of violations.

€) Prior to initially prescribing a targeted controlled substance to a patient, a practitioner shall review the
information in the controlled substances reporting system pertaining to the patient fomtloath2®eriod preceding
the initial prescription. For every subsequent thremth period that the targeted controlled substance remains a part
of the patient's medical care, the practitioner shall review the information in the controlled substances reperting syst
pertaining to the patient for the -hi2onth period preceding the determination that the targeted controlled substance
should remain a part of the patient's medical care. Each instance in which the practitioner reviews the information in
the controlled sistances reporting system pertaining to the patient shall be documented in the patient's medical record.
In the event the practitioner is unable to review the information in the controlled substances reporting system
pertaining to the patient because thstsm is not operational or there is some other temporary electrical or
technological failure, this inability shall be documented in the patient's medical record. Once the electrical or
technological failure has been resolved, the practitioner shall ratievinformation in the controlled substances
reporting system pertaining to the patient and the review shall be documented in the patient's medical record.

(b) A practitioner may, but is not required to, review the information in the controlled substapoging
system pertaining to a patient prior to prescribing a targeted controlled substance to the patient in any of the following
circumstances:

(1) The controlled substance is to be administered to a patient in a health care setting, hospital,
nursinghome, outpatient dialysis facility, or residential care facility, as defined in13.32.2.
(2) The controlled substance is prescribed for the treatment of cancer or another condition
associated with cancer.
3) The controlled substance is prescribed tmatient in hospice care or palliative care.
(c) The Department shall conduct periodic audits of the review of the controlled substances reporting system

by prescribers. The Department shall determine a system for selecting a subset of prescriptemeto during
each auditing period. The Department shall report to the appropriate licensing board any prescriber found to be in
violation of this section. A violation of this section may constitute cause for the licensing board to suspend or revoke
a presriber's license.

(d) For purposes of this section, a “practitioner
medicine pursuant to Article 11 of Chapter 90 of the General Statutes.

§ 90113.74D. Dispenser use of controlled substancepogting system.

(a) Prior to dispensing a targeted controlled substance, a dispenser shall review the information in the
controlled substances reporting system pertaining to the patient for the precediogtheriod and document this
review under anyfahe following circumstances:

(1) The dispenser has a reasonable belief that the ultimate user may be seeking a targeted controlled
substance for any reason other than the treatment of the ultimate user's existing medical
condition.

(2) The prescriber itocated outside of the usual geographic area served by the dispenser.

€)) The ultimate user resides outside of the usual geographic area served by the dispenser.

4) The ultimate user pays for the prescription with cash when the patient has prescriptianda
on file with the dispenser.

(5) The ultimate user demonstrates potential misuse of a controlled substance by any one or more

of the following:

Over-utilization of the controlled substance.

Requests for early refills.

Utilization of multiple prescribers.

An appearance of being overly sedated or intoxicated upon presenting a prescription.
A request by an unfamiliar ultimate user for an opioid drug by a specific name, street
name, color, or identifying marks.

(b) If a dispenser has reast®o believe a prescription for a targeted controlled substance is fraudulent or
duplicative, the dispenser shall withhold delivery of the prescription until the dispenser is able to contact the prescriber
and verify that the prescription is medically apgiate.

(c) A dispenser shall be immune from any civil or criminal liability for actions authorized by this section.
Failure to review the system in accordance with subsection (a) of this section shall not constitute medical negligence.

PooTo
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8§ 90113.75. Civl penalties; other remedies; immunity from liability.

€) A person who intentionally, knowingly, or negligently releases, obtains, or attempts to obtain
information from the system in violation of a provision of this Article or a rule adopted pursuhigt fticle shall
be assessed a civil penalty by the Department not to exceed ten thousand dollars ($10,000) peanibktiahbe
temporarily barred from accessing the system until further findings by the Deparimermtear proceeds of penalties
assessed under this section shall be deposited to the Civil Penalty and Forfeiture Fund in accordance with Article 31A
of Chapter 115C of the General Statutes. The Commission shall adopt rules establishing the factors to be considered
in determining the aount of the penalty to be assessed.

(b) In addition to any other remedies available at law, an individual whose prescription information has been
disclosed in violation of this Article or a rule adopted pursuant to this Article may bring an action aggipstson
or entity who has intentionally, knowingly, or negligently released confidential information or records concerning the
individual for either or both of the following:

(1) Nominal damages of one thousand dollars ($1,000). In order to recovegetmuomader this
subdivision, it shall not be necessary that the plaintiff suffered or was threatened with actual
damages.

(2) The amount of actual damages, if any, sustained by the individual.

(© Notwithstanding the foregoing, G.S:58, G.S. 7565, or aly other provision of international, federal,
State, or local law, a practitioner as defined in G.S83B0a dispenser, or other person or entity permitted access to or
required or permitted to submit or transmit reports or other records, data, or indorrnmatiuding, without limitation,
any protected health information or any other individually identifying or personal information, under this Article that,
in good faith, submits or transmits such reports or other records, data, or information as waalieded by this
Article is immune from civil or criminal liability that might otherwise be incurred or imposed as a result of submitting
or transmitting such reports or other records, data, or information, or as a result of any subsequent aetoptext att
access to or use or disclosure of such reports or other records, data, or information, whether by the Department, any
law enforcement officer or agency, or any other person or entity.

§ 90-113.75A. Creation of Controlled Substances Reportin8ystem Fund.

(a) The Controlled Substances Reporting System Fund is created within the Department as a special revenue
fund. The Department shall administer the Fund. The Department shall use the Fund only for operation of the
controlled substances repaigi system and to carry out the provisions of this Article.

(b) The Fund shall consist of the following:
() Any moneys appropriated to the Fund by the General Assembly.
(2) Any moneys received from State, federal, private, or other sources for deposieifiond.
(c) All interest that accrues to the Fund shall be credited to the Fund. Any balance remaining in the Fund at

the end of any fiscal year shall remain in the Fund and shall not revert to the General Fund.

§ 90-113.75B. Annual report to GeneralAssembly and licensing boards.

Annually on February 1, beginning February 1, 2019, the Department shall report to the Joint Legislative
Oversight Committee on Health and Human Services, the North Carolina Medical Board, the North Carolina Board
of PodiatryExaminers, the North Carolina Board of Nursing, the North Carolina Dental Board, the North Carolina
Veterinary Medical Board, and the North Carolina Board of Pharmacy on data reported to the controlled substances
reporting system. The report shall incluatdeast all of the following information about targeted controlled substances
reported to the system during the preceding calendar year:

(1) The total number of prescriptions dispensed, broken down by Schedule.

(2) Demographics about the ultimate usersvhom prescriptions were dispensed.

3) Statistics regarding the number of pills dispensed per prescription.

4) The number of ultimate users who were prescribed a controlled substance by two or more
practitioners.

(5) The number of ultimate users to whanprescription was dispensed in more than one county.

(6) The categories of practitioners prescribing controlled substances and the number of

prescriptions authorized by each category of practitioner. For the purpose of this subdivision,
medical doctorssurgeons, palliative care practitioners, oncologists and other practitioners
specializing in oncology, pain management practitioners, practitioners who specialize in
hematology, including the treatment of sickle cell disease, and practitioners who gpéniali
treating substance use disorder shall be treated as distinct categories of practitioners.
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(7 Any other data deemed appropriate and requested by the Joint Legislative Oversight Committee
on Health and Human Services, the North Carolina Medical Bdad\orth Carolina Board
of Podiatry Examiners, the North Carolina Board of Nursing, the North Carolina Dental Board,
the North Carolina Veterinary Medical Board, or the North Carolina Board of Pharmacy.

§ 90113.75E. Opioid and Prescription Drug Abusé\dvisory Committee; statewide strategic plan.

€) There is hereby created the Opioid and Prescription Drug Abuse Advisory Committee, to be housed in
and staffed by the Department. The Committee shall develop and, through its members, implement a statewide
strategic plan to combat the problem of opioid and prescription drug abuse. The Committee shall include
representatives from the following, as well as any other persons designated by the Secretary of Health and Human
Services:

(1) The Department's Divisioof Medical Assistance.
(2) The Department's Division of Mental Health, Developmental Disabilities, and Substance Abuse
Services.

3) The Department's Division of Public Health.
(4) The Rural Health Section of the Department's Division of Public Health.

(5) The Divisions of Adult Correction and Juvenile Justice of the Department of Public Safety.
(6) The State Bureau of Investigation.

(7 The Attorney General's Office.

(8) The following health care regulatory boards with oversight of prescribersliapdnsers of

opioids and other prescription drugs:

North Carolina Board of Dental Examiners.

North Carolina Board of Nursing.

North Carolina Board of Podiatry Examiners.

North Carolina Medical Board.

e. North Carolina Board of Pharmacy.

(9) The UNC Injury Prevention Research Center.

(20) The substance abuse treatment community.

(11) Governor's Institute on Substance Abuse, Inc.

(12) The Department of Insurance's drug tékek program. After developing the strategic plan, the
Committee shall behe State's steering committee to monitor achievement of strategic
objectives and receive regular reports on progress made toward reducing opioid and
prescription drug abuse in North Carolina.

aoow

(b) In developing the statewide strategic plan to combattbielggm of opioid and prescription drug abuse,
the Opioid and Prescription Drug Abuse Advisory Committee shall, at a minimum, complete the following steps:

(1) Identify a mission and vision for North Carolina's system to reduce and prevent opioid and
presciption drug abuse.

(2) Scan the internal and external environment for the system's strengths, weaknesses,
opportunities, and challenges (a SWOC analysis).

€)) Compare threats and opportunities to the system's ability to meet challenges and seize
opportunites (a GAP analysis).

4) Enforcement of State laws for the misuse and diversion of controlled substances.

(5) Any other appropriate mechanism identified by the Committee.

(d) The Department, in consultation with the Opioid and Prescription Drug Abusedkgv\Committee,
shall develop and implement a formalized performance management system that connects the goals and objectives
identified in the statewide strategic plan to operations of the Controlled Substances Reporting System and Medicaid
lock-in programn, law enforcement activities, and oversight of prescribers and dispensers. The performance
management system must be designed to monitor progress toward achieving goals and objectives and must
recommend actions to be taken when performance falls short.

(e Beginning on December 1, 2016, and annually thereafter, the Department shall submit an annual report
on the performance of North Carolina's system for monitoring opioid and prescription drug abuse to the Joint
Legislative Oversight Committee on HealthdaHuman Services, the Joint Legislative Oversight Committee on
Justice and Public Safety, and the Fiscal Research Division.
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§ 90113.76. Commission for Mental Health, Developmental Disabilities, and Substance Abuse Services to
adopt rules.
The Commission for Mental Health, Developmental Disabilities, and Substance Abuse Services shall adopt rules
necessary to implement this Article.

Article 23A.
Right to Try Act.

§ 90-325. Short title; purpose.

(a) This Article shall be known and may be ci@sithe Right to Try Act.

(b) The purpose of this Article is to authorize access to and use of experimental treatments for patients with
a terminal illness; to establish conditions for use of experimental treatment; to prohibit sanctions of health care
providers solely for recommending or providing experimental treatment; to clarify duties of a health insurer with
regard to experimental treatment authorized under this Article; to prohibit certain actions by State officials, employees,
and agents; and to teist certain causes of action arising from experimental treatment.

8 90-325.1. Definitions.
The following definitions apply in this Article, unless the context requires otherwise:

(1) Eligible patient— An individual who meets all of the following cettia:
a. Has a terminal illness, attested to by a treating physician.
b. Has, in consultation with a treating physician, considered all other treatment options
currently approved by the United States Food and Drug Administration.
C. Has received a recomngtion from the treating physician for use of an
investigational drug, biological product, or device for treatment of the terminal iliness.
d. Has given informed consent in writing to use of the investigational drug, biological

product, or device for trement of the terminal illness or, if the individual is a minor

or is otherwise incapable of providing informed consent, the parent or legal guardian
has given informed consent in writing to use of the investigational drug, biological
product, or device.

e. Has documentation from the treating physician that the individual meets all of the
criteria for this definition. This documentation shall include an attestation from the
treating physician that the treating physician was consulted in the creation of the
written, informed consent required under this Article.

(2) Investigational drug, biological product, or devied drug, biological product, or device that

has successfully completed Phase | of a clinical trial but has not yet been approved for general

useby the United States Food and Drug Administration and remains under investigation in a

clinical trial approved by the United States Food and Drug Administration.

€)) Terminal illness.— A progressive disease or medical or surgical condition that (i) gntalil
significant functional impairment, (ii) is not considered by a treating physician to be reversible
even with administration of available treatments approved by the United States Food and Drug

Administration, and (iii) will soon result in death withodtlsustaining procedures.

4) Written, informed consent: A written document that is signed by an eligible patient; or if the
patient is a minor, by a parent or legal guardian; or if the patient is incapacitated, by a designated
health care agent pursudata health care power of attorney, that at a minimum includes all of

the following:

a. An explanation of the currently approved products and treatments for the eligible
patient's terminal illness.

b. An attestation that the eligible patient concurs i treating physician in believing
that all currently approved treatments are unlikely to prolong the eligible patient's life.

C. Clear identification of the specific investigational drug, biological product, or device
proposed for treatment of the elifgtpatient's terminal illness.

d. A description of the potentially best and worst outcomes resulting from use of the

investigational drug, biological product, or device to treat the eligible patient's terminal
illness, along with a realistic descriptiontbe most likely outcome. The description
shall be based on the treating physician's knowledge of the proposed treatment in
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conjunction with an awareness of the eligible patient's terminal illness and shall
include a statement acknowledging that new, uogatted, different, or worse
symptoms might result from, and that death could be hastened by, the proposed
treatment.

e. A statement that eligibility for hospice care may be withdrawn if the eligible patient
begins treatment of the terminal illness with mvestigational drug, biological
product, or device and that hospice care may be reinstated if such treatment ends and
the eligible patient meets hospice eligibility requirements.

f. A statement that the eligible patient's health benefit plan or-plaitgt administrator
and provider are not obligated to pay for any care or treatments consequent to the use
of the investigational drug, biological product, or device, unless specifically required
to do so by law or contract.

g. A statement that the eligibpemtient understands that he or she is liable for all expenses
consequent to the use of the investigational drug, biological product, or device and that
this liability extends to the eligible patient's estate, unless a contract between the
patient and the amufacturer of the drug, biological product, or device states
otherwise.

h. A statement that the eligible patient or, for an eligible patient who is a minor or lacks
capacity to provide informed consent, that the parent or legal guardian consents to the
use of the investigational drug, biological product, or device for treatment of the
terminal condition.

§ 90-325.2. Authorized access to and use of investigational drugs, biological products, and devices.

€) A manufacturer of an investigational drugploigical product, or device may make available to an
eligible patient, and an eligible patient may request, the manufacturer's investigational drug, biological product, or
device. However, nothing in this Article shall be construed to require a manufasfuma investigational drug,
biological product, or device to make such investigational drug, biological product, or device available to an eligible
patient.

(b) A manufacturer of an investigational drug, biological product, or device may provide teégatienal
drug, biological product, or device to an eligible patient without receiving compensation or may require the eligible
patient to pay the costs of, or the costs associated with, the manufacture of the investigational drug, biological product,
or device.

8§ 90-325.3. No liability to heirs for outstanding debt related to use of investigational drugs, biological products,
or devices.
If an eligible patient dies while being treated with an investigational drug, biological product, or device, the
eligible patient's heirs are not liable for any outstanding debt related to the treatment, including any costs attributed to
lack of insurance coverage for the treatment.

§ 90-325.4. Sanctions against health care providers prohibited.

€)) A licensing boardshall not revoke, fail to renew, suspend, or take any other disciplinary action against
a health care provider licensed under this Chapter, based solely on the health care provider's recommendations to an
eligible patient regarding access to or treatmétit an investigational drug, biological product, or device.

(b) An entity responsible for Medicare certification shall not take action against a health care provider's
Medicare certification based solely on the health care provider's recommendatiorp#ti@nt have access to an
investigational drug, biological product, or device.

§ 90-325.5. Prohibited conduct by State officials.

No official, employee, or agent of this State shall block or attempt to block an eligible patient's access to an
investigatonal drug, biological product, or device. Counseling, advice, or a recommendation consistent with medical
standards of care from a licensed health care provider does not constitute a violation of this section.

§ 90-325.6. No private right of action agaist manufacturers of investigational drugs, biological products, or
devices.
No private right of action may be brought against a manufacturer of an investigational drug, biological product,
or device, or against any other person or entity involved in tleeofa@n eligible patient using an investigational drug,
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biological product, or device, for any harm caused to the eligible patient resulting from use of the investigational drug,
biological product, or device as long as the manufacturer or other persotitgrhas made a goddith effort to

comply with the provisions of this Article and has exercised reasonable care in actions undertaken pursuant to this
Article.

§ 90325.7. Insurance coverage of clinical trials.
Nothing in this Article shall be consied to affect a health benefit plan's obligation to provide coverage for an
insured's participation in a clinical trial pursuant to G.S35855.

Article 27.
Referral Fees and Payment for Certain Solicitations Prohibited.

§ 90-400. Definition.
As usedn this Article, a health care provider is a person holding any license issued under this Chapter.

§ 90401. Referral fees and payment for certain solicitations prohibited.

A health care provider shall not financially compensate in any manner a pérsgnor corporation for
recommending or securing the health care provider's employment by a patient, or as a reward for having made a
recommendation resulting in the health care provider's employment by a patient. No health care provider who refers
a patent of that health care provider to another health care provider shall receive financial or other compensation from
the health care provider receiving the referral as a payment solely or primarily for the referral. This section shall not
be construed to phibit a health care provider's purchase of advertising which does not entail direct personal contact
or telephone contact of a potential patient.

§ 90401.1. Direct solicitation prohibited.

It shall be unlawful for a health care provider or the provgdmmployee or agent to initiate direct personal contact
or telephone contact with any injured, diseased, or infirmed person, or with any other person residing in the injured,
diseased, or infirmed person's household, for a period of 90 days followinguheor the onset of the disease or
infirmity, if the purpose of initiating the contact, in whole or in part, is to attempt to induce or persuade the injured,
diseased, or infirmed person to become a patient of the health care provider. This sedtitot beatonstrued to
prohibit a health care provider's use of posted letters, brochures, or information packages to solicit injured, diseased,
or infirmed persons, so long as such use does not entail direct personal contact with the person.

§ 90-402. Sactions.

Violation of the provisions of this Article shall be grounds for the offending health care provider's licensing board
to suspend or revoke the health care provider's license, to refuse to renew the health care provider's license, or to take
any oher disciplinary action authorized by law.

Article 29.
Medical Records.

§ 90410. Definitions.
As used in this Article:

(1) "Health care provider" means any person who is licensed or certified to practice a health
profession or occupation under this @tex or Chapters 90B or 90C of the General Statutes, a
health care facility licensed under Chapters 131E or 122C of the General Statutes, and a
representative or agent of a health care provider.

(2) "Medical records" means personal information that rekat@s individual's physical or mental
condition, medical history, or medical treatment, excluding X rays and fetal monitor records.

§ 90411. Record copy fee.

A health care provider may charge a reasonable fee to cover the costs incurred in seartdiing, ksopying,
and mailing medical records to the patient or the patient's designated representative. The maximum fee for each request
shall be seventfive cents (75¢) per page for the first 25 pages, fifty cents (50¢) per page for pages 26 through 100
and twentyfive cents (25¢) for each page in excess of 100 pages, provided that the health care provider may impose
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a minimum fee of up to ten dollars ($10.00), inclusive of copying costs. If requested by the patient or the patient's
designated represetive, nothing herein shall limit a reasonable professional fee charged by a physician for the
review and preparation of a narrative summary of the patient's medical record. This section shall only apply with
respect to liability claims for personal injugnd claims for social security disability, except that charges for medical
records and reports related to claims under Article 1 of Chapter 97 of the General Statutes shall be governed by the
fees established by the North Carolina Industrial Commisgiosupnt to G.S. 926.1. This section shall not apply

to Department of Health and Human Services Disability Determination Services requests for copies of medical records
made on behalf of an applicant for Social Security or Supplemental Security Incaiditgis

§ 90-412. Electronic medical records.

(a) Notwithstanding any other provision of law, any health care provider or facility licensed, certified, or
registered under the laws of this State or any unit of State or local government may creaténtaid medical
records in an electronic format. The health care provider, facility, or governmental unit shall not be required to
maintain a separate paper copy of the electronic medical record. A health care provider, facility, or governmental unit
shallmaintain electronic medical records in a legible and retrievable form, including adequate data backup.

(b) Notwithstanding any other provision of law, any health care provider or facility licensed, certified, or
registered under the laws of this Stat@oy unit of State or local government may permit authorized individuals to
authenticate orders and other medical record entries by written signature, or by electronic or digital signature in lieu
of a signature in ink. Medical record entries shall be atiteted by the individual who made or authorized the entry.

For purposes of this section, "authentication” means identification of the author of an entry by that author and
confirmation that the contents of the entry are what the author intended.

(c) Thelegal rights and responsibilities of patients, health care providers, facilities, and governmental units
shall apply to records created or maintained in electronic form to the same extent as those rights and responsibilities
apply to medical records embedi in paper or other media. This subsection applies with respect to the security,
confidentiality, accuracy, integrity, access to, and disclosure of medical records.

Article 29B.
Statewide Health Information Exchange Act.

§90414.1. Title.
This act shihbe known and may be cited as the "Statewide Health Information Exchange Act."

§ 90-414.2. Purpose.

This Article is intended to improve the quality of health care delivery within this State by facilitating and
regulating the use of a voluntary, stat@svhealth information exchange network for the secure electronic transmission
of individually identifiable health information among health care providers, health plans, and health care
clearinghouses in a manner that is consistent with the Health InsuPamntability and Accountability Act, Privacy
Rule and Secury Rule, 45 C.F.R. 88 160, 164.

8 90-414.3. Definitions.
The following definitions apply in this Article:

Q) Business associate As defined in 45 C.F.R. § 160.103.

(2 Business associate dosct.— The documentation required by 45 C.F.R. § 164.502(e)(2) that
meets the applicable requirements of 45 C.F.R. § 164.504(e).

) Covered entity— Any entity described in 45 C.F.R. § 160.103 or any other facility or
practitioner licensed by the Stateprovide health care services.

4) Department—- North Carolina Department of Health and Human Services.

(5) Disclose or disclosure: The release, transfer, provision of access to, or divulging in any other
manner an individual's protected health infiation through the HIE Network.

(7 GDAC. — The North Carolina Government Data Analytics Center.

(8) HIE Network.— The voluntary, statewide health information exchange network overseen and
administered by the Authority.
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(9) HIPAA. — Sections 261 tlmugh 264 of the federal Health Insurance Portability and
Accountability Act of 1996, P.L. 16491, as amended, and any federal regulations adopted to
implement these sections, as amended.

(10) Individual.— As defined in 45 C.F.R. § 160.103.

(12) North Carolina Health Information Exchange Advisory Board or Advisory Boardhe
Advisory Board established under G95:414.8.

(12) North Carolina Health Information Exchange Authority or Authorityhe entity established
pursuant to G.90-414.7.

(13) Opt out. — An individual's affirmative decision communicated to the Authority in writing to
disallow his or her protected health information from being disclosed by the Authority to
covered entities or other persons or entities through the HIE Network.

(14) Protected health informatior.As defined in 45 C.F.R. § 160.103.

(15) Public health purposes. The public health activities and purposes described in 45 C.F.R. §
164.512(b).

(16) Qualified organization- An entity with which the Authority has contradtfor the sole purpose
of facilitating the exchange of data with or through the HIE Network.

a7 Research purposesResearch purposes referenced in and subject to the standards described in
45 C.F.R. § 164.512(i).

(18) State ClIO-—The Sate Chief Infomation Officer.

§ 90414.4. Required participation in HIE Network for some providers.

(a) Findings.— The General Assembly makes the following findings:

(1) That controlling escalating health care costs of the Medicaid program and othefiuSdzte
heath services is of significant importance to the State, its taxpayers, its Medicaid recipients,
and other recipients of Statended health services.

(2) That the State needs timely access to certain demographic and clinical information pertaining
to servies rendered to Medicaid and other Sfateded health care program beneficiaries and
paid for with Medicaid or other Stafanded health care funds in order to assess performance,
improve health care outcomes, pinpoint medical expense trends, identificiaenpenealth
risks, and evaluate how the State is spending money on Medicaid and othéur&tatehealth
services.

) That making demographic and clinical information available to the State by secure electronic
means as set forth in subsection (b}hi§ section will, with respect to Medicaid and other
Statefunded health care programs, improve care coordination within and across health systems,
increase care quality for such beneficiaries, enable more effective population health
management, reduce glication of medical services, augment syndromic surveillance, allow
more accurate measurement of care services and outcomes, increase strategic knowledge about
the health of the population, and facilitate health care cost containment.

(a1) Mandatory Connetion to HIE Network— Notwithstanding the voluntary nature of the HIE Network
under G.S90-414.2, the following providers and entities shall be connected to the HIE Network and begin submitting
data through the HIE Network pertaining to services remtiayéMedicaid beneficiaries and to other Stiateded
health care program beneficiaries and paid for with Medicaid or otherf8tated health care funds in accordance
with the following time line:

(1) The following providers of Medicaid services that &@an electronic health record system shall
begin submitting demographic and clinical data by June 1, 2018:
a. Hospitals as defined in G.$31E176(13).
b. Physicians licensed to practice under Article 1 of Chapter 90 of the General Statutes.
C. Physicianassistants as defined in 21 NCAC 32S.0201.
d. Nurse practitioners as defined in 21 NCAC 36.0801.

(2) Except as provided in subdivisi®f3), (4), and (5)of this subsection, all other providers of
Medicaid and Statéunded health care services shall beggibmitting demographic and clinical
data by June 1, 2019.

3) The following entities shall submit encounter and claims data, as appropriate, in accordance
with the following time line:
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a. Prepaid Health Plans, as defined in S.L. 2045, by the commencemidate of a
capitated contract with the Division of Health Benefits for the delivery of Medicaid
and NC Health Choice services as specified in S.L. 23156

b. Local management entities/managed care organizations, as defined 12353, by
June 1, 200.
(4) The following entities shall begin submitting demographic and clinical data by June 1, 2021:
a. Ambulatory surgical centers as defined in G.S. }34E.
b. Dentists licensed under Article 2 of Chapter 90 of the General Statutes.
(5) Thefollowing entities shall begin submitting claims data by June 1, 2021:
a. Pharmacies registered with the North Carolina Board of Pharmacy under Article 4A

of Chapter 90 of the General Statutes.

(a2) Extensions of Time for Establishing Connection to thE Nletwork.— The Department of Information
Technology, in consultation with the Department of Health and Human Services, may establish a process to grant
limited extensions of the time for providers and entities to connect to the HIE Network and begttirsylata as
required by this section upon the request of a provider or entity that demonstrates an ongefadtgefidrt to take
necessary steps to establish such connection and begin data submission as required by this section. The process for
grarting an extension of time must include a presentation by the provider or entity to the Department of Information
Technology and the Department of Health and Human Services on the expected time line for connecting to the HIE
Network and commencing data subgion as required by this section. Neither the Department of Information
Technology nor the Department of Health and Human Services shall grant an extension of time (i) to any provider or
entity that fails to provide this information to both Departme(its that would result in the provider or entity
connecting to the HIE Network and commencing data submission as required by this section later than June 1, 2020
or (i) that would result in any provider or entity specified in subdivisions (4) and &ijbsiection (al) of this section
connecting to the HIE Network and commencing data submission as required by this section later than June 1, 2021
The Department of Information Technology shall consult with the Department of Health and Human Services to
review and decide upon a request for an extension of time under this section within 30 days after receiving a request
for an extension.

(b) Mandatory Submission of Demographic and Clinical Dathlotwithstanding the voluntary nature of
the HIE Network undeG.S.90-414.2 and, except as otherwise provided in subsection (c) of this section, as a condition
of receiving State funds, including Medicaid funds, the following entities shall submit at least twice daily, through the
HIE network, demographic and climic information pertaining to services rendered to Medicaid and other
Statefunded health care program beneficiaries and paid for with Medicaid or otheffiBtdésl health care funds,
solely for the purposes set forth in subsection (a) of this section:

(1) Each hospital, as defined in GIR1E176(13) that has an electronic health record system.
(2) Each Medicaid provider.

) Each provider that receives State funds for the provision of health services.
4) Each local management entity/managed care orgtoiy, as defined in G.322G3.
(© Exemption for Certain Records. Providers with patient records that are subject to the disclosure

restrictions of 42 C.F.R. § 2 are exempt from the requirements of subsection (b) of this section but only with respect
to the patient records subject to these disclosure restrictions. Providers shall comply with the requirements of
subsection (b) of this section with respect to all other patient recdnalsarmacy shall only be required to submit
claims data pertaining tervices rendered to Medicaid and other Shateled health care program beneficiaries and
paid for with Medicaid or other Stafanded health care funds.

(c1) Exemption from Twice Daily Submissior.A pharmacy shall only be required to submit claimada
once daily through the HIE Network using pharmacy industry standardized formats.

(d) Method of Data Submissions.The data submissions required under this section shall be by connection
to the HIE Network periodic asynchronous secure structured &lesfer or any other secure electronic means
commonly used in the industry and consistent with document exchange and data submission standards established by
the Office of the National Coordinator for Information Technology within the U.S. Departfeledth and Human
Services.

§ 90414.5. State agency and legislative access to HIE Network data.

(a) The Authority shall provide the Department and the State Health Plan for Teachers and State Employees
secure, realime access to data and information diselt through the HIE Network, solely for the purposes set forth
in G.S.90-414.4(a) and in G.D0-414.2. The Authority shall limit access granted to the State Health Plan for Teachers
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and State Employees pursuant to this section to data and informatitmselisthrough the HIE Network that pertains
to services (i) rendered to teachers and State employees and (ii) paid for by the State Health Plan.

(b) At the written request of the Director of the Fiscal Research, Bill Drafting, Research, or Program
Evaluaton Division of the General Assembly for an aggregate analysis of the data and information disclosed through
the HIE Network, the Authority shall provide the professional staff of these Divisions with such aggregated analysis
responsive to the Director'equest. Prior to providing the Director or General Assembly's staff with any aggregate
data or information submitted through the HIE Network or with any analysis of this aggregate data or information, the
Authority shall redact any personal identifyinganhation in a manner consistent with the standards specified for
de-identification of health information under the HIPAA Privacy Rule,GlF.R. § 164.514, as amended.

8§ 90414.6. State ownership of HIE Network data.

Any data pertaining to services renelé to Medicaid and other Stefiended health care program beneficiaries
submitted through and stored by the HIE Network pursuant to G:8149@ or any other provision of this Article
shall be and will remain the sole property of the State. Any dataodugt derived from the aggregated;identified
data submitted to and stored by the HIE Network pursuant to G-&14@ or any other provision of this Article,
shall be and will remain the sole property of the State. The Authority shall not allow @etaives pursuant to G.S.
90-414.4 or any other provision of this Article to be used or disclosed by or to any person or entity for commercial
purposes or for any other purpose other than those set forth.i9@4%4.4(a) or G.S. 9@14.2.

§ 90414.7 North Carolina Health Information Exchange Authority.

€) Creation.— There is hereby established the North Carolina Health Information Exchange Authority to
oversee and administer the HIE Network in accordance with this Article. The Authority shadlaibed within the
Department of Information Technology and shall be under the supervision, direction, and control of the State CIO.
The State CIO shall employ an Authority Director and may delegate to the Authority Director all powers and duties
associaté with the daily operation of the Authority, its staff, and the performance of the powers and duties set forth
in subsection (b) of this section. In making this delegation, however, the State CIO maintains the responsibility for the
performance of these pers and duties.

(b) Powers and Duties: The Authority has the following powers and duties:
(1) Oversee and administer the HIE Network in a manner that ensures all of the following:
a. Compliance with this Article.
b. Compliance with HIPAA and any ruleslopted under HIPAA, including the Privacy
Rule and Security Rule.
C. Compliance with the terms of any participation agreement, business associate

agreement, or other agreement the Authority or qualified organization or other person
or entity enters into ith a covered entity participating in submission of data through
or accessing the HIE Network.

d. Notice to the patient by the healthcare provider or other person or entity about the HIE
Network, including information and education about the right of iddials on a
continuing basis to opt out or rescind a decision to opt out.

e. Opportunity for all individuals whose data has been submitted to the HIE Network to
exercise on a continuing basis the right to opt out or rescind a decision to opt out.

f. Nondisriminatory treatment by covered entities of individuals who exercise the right
to opt out.

g. Facilitation of HIE Network interoperability with electronic health record systems of
all covered entities listed in G.80-414.4(b).

h. Minimization of the amant of data required to be submitted under @®414.4(b)

and any use or disclosure of such data to what is determined by the Authority to be
required in order to advance the purposes set forth in 96:&14.2 and
G.S5.90-414.4(a).

(2) In consultation \ith the Advisory Board, set guiding principles for the development,
implementation, and operation of the HIE Network.

3) Employ staff necessary to carry out the provisions of this Article and determine the
compensation, duties, and other terms and camditof employment of hired staff.

4) Enter into contracts pertaining to the oversight and administration of the HIE Network,
including contracts of a consulting or advisory nature. G43:64.20 does not apply to this
subdivision.
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(5)
(6)

(7)
(8)

9

(10)
(11)

(12)

(13)

(14)

(15)

(16)

(17)

Establish fees fgparticipation in the HIE Network and report the established fees to the General

Assembly, with an explanation of the fee determination process.

Following consultation with the Advisory Board, develop, approve, and enter into, directly or

through qualifed organizations acting under the authority of the Authority, written participation

agreements with persons or entities that participate in or are granted access or user rights to the

HIE Network. The participation agreements shall set forth terms anditioms governing

participation in, access to, or use of the HIE Network not less than those set forth in agreements

already governing covered entities' participation in the federal eHealth Exchange. The

agreement shall also require compliance with pdicieveloped by the Authority pursuant to

this Article or pursuant to applicable laws of the state of residence for entities located outside

of North Carolina.

Receive, access, add, and remove data submitted through and stored by the HIE Network in

accadance with this Article.

Following consultation with the Advisory Board, enter into, directly or through qualified

organizations acting under the authority of the Authority, a HIPAA compliant business

associate agreement with each of the personstitiesrparticipating in or granted access or

user rights to the HIE Network.

Following consultation with the Advisory Board, grant user rights to the HIE Network to

business associates of covered entities participating in the HIE Network (i) atubstrefithe

covered entities and (ii) at the discretion of and subject to contractual, policy, and other

requirements of the Authority upon consideration of and consistent with the business associates

legitimate need for utilizing the HIE Network and @by and security concerns.

Facilitate and promote use of the HIE Network by covered entities.

Actively monitor compliance with this Article by the Department, covered entities, and any

other persons or entities participating in or granted aarasser rights to the HIE Network or

any data submitted through or stored by the HIE Network.

Collaborate with the State CIO to ensure that resources available through the GDAC are

properly leveraged, assigned, or deployed to support the work ofuti®mty. The duty to

collaborate under this subdivision includes collaboration on data hosting and development,

implementation, operation, and maintenance of the HIE Network.

Initiate or direct expansion of existing pubficivate partnerships withinhe GDAC as

necessary to meet the requirements, duties, and obligations of the Authority. Notwithstanding

any other provision of law and subject to the availability of funds, the State CIO, at the request

of the Authority, shall assist and facilitate erpen of existing contracts related to the HIE

Network, provided that such request is made in writing by the Authority to the State CIO with

reference to specific requirements set forth in this Article.

In consultation with the Advisory Board, develapstrategic plan for achieving statewide

participation in the HIE Network by all hospitals and health care providers licensed in this State.

In consultation with the Advisory Board, define the following with respect to operation of the

HIE Network:

a Business policy.

b. Protocols for data integrity, data sharing, data security, HIPAA compliance, and
business intelligence as defined in GL&3B-1381. To the extent permitted by
HIPAA, protocols for data sharing shall allow for the disclosure of aatadademic

research.
C. Qualitative and quantitative performance measures.
d. An operational budget and assumptions.

Annually report to the Joint Legislative Oversight Committee on Health and Human Services
and the Joint Legislative Oversight Comméton Information Technology on the following:

a. The operation of the HIE Network.
b. Any efforts or progress in expanding participation in the HIE Network.
C. Health care trends based on information disclosed through the HIE Network.

Ensure that thellE Network interfaces with the federahel HIE, the eHealth Exchange.
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8§ 90414.8. North Carolina Health Information Exchange Advisory Board.

(a) Creation and Membership- There is hereby established the North Carolina Health Information
Exchange Alvisory Board within the Department of Information Technology. The Advisory Boaltl gimsist of
the following 12members:

Q) The following four members appointed by the President Pro Tempore of the Senate:
a. A licensed physician in good standing amtiaely practicing in this State.
b. A patient representative.
C. An individual with technical expertise in health data analytics.
d. A representative of a behavioral health provider.
(2) The following four members appointed by the Speaker of the HouReEsentatives:
a. A representative of a critical access hospital.
b. A representative of a federally qualified health center.
C. An individual with technical expertise in health information technology.
d. A representative of a health system or integrdeivery network.
3) The following three ex officio, nonvoting members:
a. The State Chief Information Officer or a designee.
b. The Director of GDAC or a designee.
C. The Secretary of Health and Human Services, or a designee.
4) The following ex offico, voting member:
a. The Executive Administrator of the State Health Plan for Teachers and State
Employees, or a designee.
(b) Chairperson= A chairperson shall be elected from among the members. The chairperson shall organize
and direct the work of thedvisory Board.
(c) Administrative Support- The Department of Information Technology shall provide necessary clerical
and administrative support to the Advisory Board.
(d) Meetings.— The Advisory Board shall meet at least quarterly and at the call ofhthieperson. A
majority of the Advisory Board constitutes a quorum for the transaction of business.
(e) Terms.— In order to stagger terms, in making initial appointments, the President Pro Tempore of the

Senate shall designate two of the members apgbumtder subdivision (1) of subsection (a) of this section to serve
for a oneyear period from the date of appointment and, the Speaker of the House of Representatives shall designate
two members appointed under subdivision (2) of subsection (a) of thisnstecserve for a ongear period from the
date of appointment. The remainiagpointedvoting members shall serve twyear periods. Future appointees who
are voting members shall serve terms of two years, with staggered terms basedulsétison Appointed wting
members may serve up to two consecutive terms, not including the abbreviatgghtwwerms that establish staggered
terms or terms of less than two years that result from the filling of a vacancy. Ex officio, noavatingtingnembers
are not subject to these term limits. A vacancy other than by expiration of a term shall be filled by the appointing
authority.

® Expenses— Members of the Advisory Board who are State officers or employees shall receive no
compensation for serving ohd Advisory Board but may be reimbursed for their expenses in accordance with G.S.
1386. Members of the Advisory Board who are fiithe salaried public officers or employees other than State
officers or employees shall receive no compensation for seovirthe Advisory Board but may be reimbursed for
their expenses in accordance with G.S.-2@8. All other members of the Advisory Board may receive compensation
and reimbursement for expenses in accordance with G.$5.138

(9) Duties. — The Advisory Boad shall provide consultation to the Authority with respect to the
advancement, administration, and operation of the HIE Network and on matters pertaining to health information
technology and exchange, generally. In carrying out its responsibilities, theoAdBoard may form committees of
the Advisory Board to examine particular issues related to the advancement, administrai@enaton of the HIE
Network.

§ 90414.9. Participation by covered entities.

(a) Each covered entity that participateshe HIE Network shall enter into a HIPAA compliant business
associate agreement described in ©0414.7(b)(8) and a written participation agreement described in
G.S.90414.7(b)(6) with the Authority or qualified organization prior to submitting datautfir or in the HIE
Network.
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(b) Each covered entity that participates in the HIE Network may authorize its business associates on behalf
of the covered entity to submit data through, or access data stored in, the HIE Network in accordance with this Article
and at the discretion of the Authority, as provided in @05414.7(b)(8).

(c) Notwithstanding any federal or State law or regulation to the contrary, each covered entity that
participates in the HIE Network may disclose an individual's protected hiefaltmation through the HIE Network
to other covered entities for apurpose permitted by HIPAA.

§ 90414.10. Continuing right to opt out; effect of opt out.

(a) Each individual has the right on a continuing basis to opt out or rescind a decisiotb. opt

(b) The Authority or its designee shall enforce an individual's decision to opt out or rescind an opt out
prospectively from the date the Authority or its designee receives written notice of the individual's decision to opt out
or rescind an opt ouh the manner prescribed by the Authority. An individual's decision to opt out or rescind an opt
out does not affect any disclosures made by the Authority or covered entities through the HIE Network prior to receipt
by the Authority or its designee of thedividual's written notice to opt out or rescind an opt out.

(c) A covered entity shall not deny treatment, coverage, or benefits to an individual because of the
individual's decision to opt out. However, nothing in this Article is intended to restniealéh care provider from
otherwise appropriately terminating a relationship with an individual in accordance with applicable law and
professional ethical standards.

(d) Except as otherwise permitted in G98-414.9(a)(3), the protected health informatafran individual
who has exercised the right to opt out may not be made accessible or disclosed to covered entities or any other person
or entity through the HIE Network for any purpose.

§90414.11. Construction and applicability.
€) Nothing inthis Article shall be construed to do any of the following:
(1) Impair any rights conferred upon an individual under HIPAA, including all of the following
rights related to an individual's protected health information:
The right to receive a notice ofipacy practices.
The right to request restriction of use and disclosure.
The right of access to inspect and obtain copies.
The right to request amendment.
The right to request confidential forms of communication.
The right to receive aaccounting of disclosures.
(2) Authorize the disclosure of protected health information through the HIE Network to the extent
that the disclosure is restricted by federal laws or regulations, including the federal drug and
alcohol confidentiality regulatits set forth in 42 C.F.R. Part 2.
) Restrict the disclosure of protected health information through the HIE Network for public
health purposes or research purposes, so long as disclosure is permitted by both HIPAA and
State law.
4) Prohibit the Authorig or any covered entity participating in the HIE Network from maintaining
in the Authority's or qualified organization's computer system a copy of the protected health
information of an individual who has exercised the right to opt out, as long as therifyutin
the qualified organization does not access, use, or disclose the individual's protected health
information for any purpose other than for necessary system maintenance or as required by
federal or State law.

(b) This Article applies only to discloses of protected health information made through the HIE Network,
including disclosures made within qualified organizations. It does not apply to the use or disclosure of protected health
information in any context outside of the HIE Network, including thdisclosure of protected health information
obtained through the HIE Network.

~Pooo0T®

§ 90414.12. Penalties and remedies; immunity for covered entities and business associates for good faith
participation.

(a) Except as provided in subsection (b) of thést®n, a covered entity that discloses protected health
information in violation of this Article is subject to the following:
(1) Any civil penalty or criminal penalty, or both, that may be imposed on the covered entity

pursuant to the Health Informatidrechnology for Economic and Clinical Health (HITECH)
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Act, P.L. 1115, Div. A, Title XllI, section 13001, as amended, and any regulations adopted
under the HITECH Act.

(2) Any civil remedy under the HITECH Act or any regulations adopted under the HITECH Act
that is available to the Attorney General or to an individual who has been harmed by a violation
of this Article, including damages, penalties, attorneys' fees, and costs.

3) Disciplinary action by the respective licensing board or regulatory agencjuwattiiction over
the covered entity.

(4) Any penalty authorized under Article 2A of Chapter 75 of the General Statutes if the violation
of this Article is also a violation of Article 2A of Chapter 75 of the General Statutes.

(5) Any other civil or admirstrative remedy available to a plaintiff by State or federal law or equity.

(b) To the extent permitted under or consistent with federal law, a covered entity or its business associate
that in good faith submits data through, accesses, uses, discloseeoupon data submitted through the HIE
Network shall not be subject to criminal prosecution or civil liability for damages caused by such submissian, access
use, disclosure, or reliance.

Article 37.
Health Care Practitioner ldentification.

§ 90-640. Identification badges required.

(a) For purposes of this section, "health care practitioner' means an individual who is licensed, certified, or
registered to engage in the practice of medicine, nursing, dentistry, pharmacy, or any related occugdsatianthe/o
direct provision of health care to patients.

(b) When providing health care to a patient, a health care practitioner shall wear a badge or other form of
identification displaying in readily visible type the individual's name and the licenséica#dn, or registration held
by the practitioner. If the identity of the individual's license, certification, or registration is commonly expressed by
an abbreviation rather than by full title, that abbreviation may be used on the badge or otheraiti@mtif

(© The badge or other form of identification is not required to be worn if the patient is being seen in the
health care practitioner's office and, the name and license of the practitioner can be readily determined by the patient
from a posted liense, a sign in the office, a brochure provided to patients, or otherwise.

(d) Each licensing board or other regulatory authority for health care practitioners may adopt rules for
exemptions from wearing a badge or other form of identification, or fowitpuse of the practitioner's first name
only, when necessary for the health care practitioner's safety or for therapeutic concerns.

(e) Violation of this section is a ground for disciplinary action against the health care practitioner by the
practitioner's licensing board or other regulatory authority.

North Carolina Pharmacy LawEffective December 2018 96



CHAPTER 14
CRIMINAL LAW

SELECTED PROVISIONS

* k% % %

§ 14234. Public officers or employees benefiting from public contracts; exceptions.
(a) Q) No public officer or employee who is inlw@d in making or administering a contract on behalf
of a public agency may derive a direct benefit from the contract except as provided in this
section, or as otherwise allowed by law.

(2) A public officer or employee who will derive a direct benefit francontract with the public
agency he or she serves, but who is not involved in making or administering the contract, shall
not attempt to influence any other person who is involved in making or administering the
contract.

3) No public officer or employemay solicit or receive any gift, favor, reward, service, or promise
of reward, including a promise of future employment, in exchange for recommending,
influencing, or attempting to influence the award of a contract by the public agency he or she

serves.
(al) For purposes of this section:
(1) As used in this section, the term "public officer" means an individual who is elected or

appointed to serve or represent a public agency, other than an employee or independent
contractor of a public agency.

(2) A public officer or employee is involved in administering a contract if he or she oversees the
performance of the contract or has authority to make decisions regarding the contract or to
interpret the contract.

3) A public officer or employee is involved in malg a contract if he or she participates in the
development of specifications or terms or in the preparation or award of the contract. A public
officer is also involved in making a contract if the board, commission, or other body of which
he or she is a mdmar takes action on the contract, whether or not the public officer actually
participates in that action, unless the contract is approved under an exception to this section
under which the public officer is allowed to benefit and is prohibited from voting.

4) A public officer or employee derives a direct benefit from a contract if the person or his or her
spouse: (i) has more than a ten percent (10%) ownership or other interest in an entity that is a
party to the contract; (ii) derives any income or consiois directly from the contract; or (iii)
acquires property under the contract.

(5) A public officer or employee is not involved in making or administering a contract solely
because of the performance of ministerial duties related to the contract.
(b) Subdvision (a)(1) of this section does not apply to any of the following:
Q) Any contract between a public agency and a bank, banking institution, savings and loan
association, or with a public utility regulated under the provisions of Chapter 62 of thelGene
Statutes.
(2) An interest in property conveyed by an officer or employee of a public agency under a

judgment, including a consent judgment, entered by a superior court judge in a condemnation
proceeding initiated by the public agency.

) Any employment relationship between a public agency and the spouse of a public officer of the
agency.

(3a) Any employment relationship between a local board of education and the spouse of the
superintendent of that local school administrative unit, if thatl@pment relationship has been
approved by that board in an open session meeting pursuant to the board's policy adopted as
provided in G.S. 115@7(17a).

4) Remuneration from a public agency for services, facilities, or supplies furnished directly to
need individuals by a public officer or employee of the agency under any program of direct
public assistance being rendered under the laws of this State or the United States to needy
persons administered in whole or in part by the agency if: (i) the progifgmublic assistance
to needy persons are open to general participation on a nondiscriminatory basis to the
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practitioners of any given profession, professions or occupation; (ii) neither the agency nor any
of its employees or agents, have control over vanagng licensed or qualified providers, shall
be selected by the beneficiaries of the assistance; (iii) the remuneration for the services,
facilities or supplies are in the same amount as would be paid to any other provider; and (iv)
although the public diter or employee may participate in making determinations of eligibility
of needy persons to receive the assistance, he or she takes no part in approving his or her own
bill or claim for remuneration.
(b1) No public officer who will derive a direct benefrom a contract entered into under subsection (b) of
this section may deliberate or vote on the contract or attempt to influence any other person who is involved in making
or administering the contract.

(d1)  Subdivision (a)(1) of this section doast apply to . . . (v) any physician, pharmacist, dentist, optometrist,
veterinarian, or nurse appointed to a county social services board, local health board, or area mental health,
developmental disabilities, and substance abuse board serving one @onnaies within which there is located no
village, town, or city with a population of more than 15,000 according to the most recent official federal census . . .

(d2) Subsection (d1) of this section does not apply to contracts that are subject to8ufi€tbapter 143 of
the General Statutes, Public Building Contracts.

® A contract entered into in violation of this section is void. A contract that is void under this section may
continue in effect until an alternative can be arranged when: ifijettate termination would result in harm to the
public health or welfare, and (ii) the continuation is approved as provided in this subsection. A public agency that is
a party to the contract may request approval to continue contracts under this sulasefctioms:

Q) Local governments, as defined in G1597(15), public authorities, as defined in
G.S.1597(10), local school administrative units, and community colleges may request
approval from the chair of the Local Government Commission.

(2) All other public agencies may request approval from the State Director of the Budget.

Approval of continuation of contracts under this subsection shall be given for the minimum period necessary to
protect the public health or welfare.

* k% % %
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CHAPTER 15
CRIMINAL PROCEDURE

Article 19.
Execution.

Selected Provisions

* k k k%

§ 15187. Death by administration of lethal drugs.

Death by electrocution under sentence of law and death by the administration of lethal gas under sentence of law
are abolishedAny person convicted of a criminal offense and sentenced to death shall be executed in accordance with
G.S. 15188 and the remainder of this Article. The warden of Central Prison may obtain and employ the drugs
necessary to carry out the provisions oftAtrticle, regardless of contrary provisions in Chapter 90 of the General
Statutes.

* k% % %

§ 15188.1. Health care professional assistance.

€) Any assistance rendered with an execution under this Article by any licensed health care professional,
including, but not limited to, physicians, nurses, and pharmacists, shall not be cause for any disciplinary or corrective
measures by any board, commission, or other authority created by the State or governed by State law which oversees
or regulates the prdce of health care professionals, including, but not limited to, the North Carolina Medical Board,
the North Carolina Board of Nursing, and the North Carolina Board of Pharmacy.

(b) The infliction of the punishment of death by administration of the redjléthal substances under this
Article shall not be construed to be the practice of medicine.

* k% % %
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CHAPTER 58
INSURANCE

SELECTED PROVISIONS

* k% % %

§ 581-5. Definitions.
In this Chapter, unless the context clearly requires otherwise:

§ 582-161.
(@)

@
©)

@
©
(10)

"Commissioner" means the Commissioner of Insurance of North Carolina or an authorized
designee of the Commissioner.

"Company" or "insurance company" or “insurer" includes any corporation, association,
partnership, society, order, individual or aggation of individuals engaging or proposing or
attempting to engage as principals in any kind of insurance business, including the exchanging
of reciprocal or interinsurance contracts between individuals, partnerships and corporations.
"Company" or "insugince company"” or "insurer" does not mean the State of North Carolina or
any county, city, or other political subdivision of the State of North Carolina.

"Department” means the Department of Insurance of North Carolina.

"Person" means an inddual, partnership, firm, association, corporation, jaitsick company,

trust, any similar entity, or any combination of the foregoing acting in concert.

The singular form includes the plural, and the masculine form includes the feminine wherever
appopriate.

* k% % %

False statement to procure or deny benefit of insurance policy or certificate.
For the purposes of this section:

1)

"Insurer" has the same meaning as in G.81-583) and also includes:

a. Any hull insurance and ptection and indemnity club operating under Article 20 of
this Chapter.

b. Any surplus lines insurer operating under Article 21 of this Chapter.

C. Any risk retention group or purchasing group operating under Article 22 of this
Chapter.

d. Any localgovernment risk pool operating under Article 23 of this Chapter.

e. Any risk-sharing plan operating under Article 42 of this Chapter.

f. The North Carolina Insurance Underwriting Association operating under Article 45 of
this Chapter.

g. The North Carolindoint Insurance Underwriting Association operating under Article
46 of this Chapter.

h. The North Carolina Insurance Guaranty Association operating under Article 48 of this
Chapter.

i. Any multiple employer welfare arrangement operating under Article #4hie
Chapter.

j- The North Carolina Life and Health Insurance Guaranty Association operating under
Article 62 of this Chapter.

k. Any service corporation operating under Article 65 of this Chapter.

l. Any health maintenance organization operating und#cla 67 of this Chapter.

m. The State Health Plan for Teachers and State Employees and any optional plans or
programs operating under Part 2 of Article 3 of Chapter 135 of the General Statutes.

n. A group of employers selfisuring their workers' compeason liabilities under
Article 47 of this Chapter.

0. An employer selnsuring its workers' compensation liabilities under Article 5 of

Chapter 97 of the General Statutes.
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p. The North Carolina Selinsurance Security Association under Article 4 of Caap¥
of the General Statutes.
g. Any reinsurer licensed or accredited under this Chapter.
(2) "Statement" includes any application, notice, statement, proof of loss, bill of lading, receipt for
payment, invoice, account, estimate of property damages,fdrillservices, diagnosis,
prescription, hospital or doctor records, X rays, test result, or other evidence of loss, injury, or

expense.
(b) Any person who, with the intent to injure, defraud, or deceive an insurer or insurance claimant:
(1) Presents or caes to be presented a written or oral statement, including coryauterated

documents as part of, in support of, or in opposition to, a claim for payment or other benefit
pursuant to an insurance policy, knowing that the statement contains false @dingsle
information concerning any fact or matter material to the claim, or

(2) Assists, abets, solicits, or conspires with another person to prepare or make any written or oral
statement that is intended to be presented to an insurer or insurance claicoangeiction with,
in support of, or in opposition to, a claim for payment or other benefit pursuant to an insurance
policy, knowing that the statement contains false or misleading information concerning a fact
or matter material to the claim is guilty afClass H felony. Each claim shall be considered a
separate count. Upon conviction, if the court imposes probation, the court may order the
defendant to pay restitution as a condition of probation. In determination of the amount of
restitution pursuant t&.S. 15A1343(d), the reasonable costs and attorneys' fees incurred by
the victim in the investigation of, and efforts to recover damages arising from, the claim, may
be considered part of the damage caused by the defendant arising out of the offense.

In acivil cause of action for recovery based upon a claim for which a defendant has been convicted under this
section, the conviction may be entered into evidence against the defendant. The court may award the prevailing party
compensatory damages, attornefegs, costs, and reasonable investigative costs. If the prevailing party can
demonstrate that the defendant has engaged in a pattern of violations of this sectonrttieay award treble
damages.

* k% % %

Article 3.
General Regulations forlnsurance.

Selected Provisions

* k k * %

§ 583-177. Uniform prescription drug identification cards.

€)) Every health benefit plan that provides coverage for prescription drugs or devices and that issues a
prescription drug card, shall issue to itsuirezls a uniform prescription drug identification card. The uniform
prescription drug identification card shall contain the information listed in subdivisions (1) through (7) of this
subsection in the following order beginning at the top left margin ofahd:

(1) The health benefit plan's name and/or logo.
(2) The American National Standards Institute assigned Issuer Identification Number.
) The processor control number.
4) The insured's group number.
(5) The health benefit plan's card issuer identifie
(6) The insured's identification number.
(7 The insured's name.
(b) In addition to the information required under subsection (a), the uniform prescription drug card shall
contain, in one of the lowanost elements on the back side of the card, thevitly information:
(1) The health benefit plan's claims submission name and address.
(2) The health benefit plan's help desk telephone number and name.

Nothing in this section shall require a health benefit plan to violate a contractual agreement, nsarkice
agreement, or trademark agreement.
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(c) A new uniform prescription drug identification card as required under subsection (a) of this section shall
be issued annually by a health benefit plan if there has been any change in the insured's covenagsiouthé2
months. A change in the insured's coverage shall include, but is not limited to, the addition or deletion of a dependent
of the insured covered by a health benefit plan.

(d) Not later than January 1, 2003, the uniform prescription drug ideiitfn card provided under
subsection (a) of this section shall contain one of the following mediums capable of the processing or adjudicating of
a claim through electronic verification:

Q) A magnetic strip.
(2) A bar code.

3) Any new technologyvailable that is capable of processing or adjudicating a claim by electronic
verification.
(e) As used in this section, "health benefit plan" means an accident and health insurance policy or certificate;

a nonprofit hospital or medical service corporationtract; a health maintenance organization subscriber contract; a
plan provided by a multiple employer welfare arrangement; or a plan provided by another benefit arrangement, to the
extent permitted by the Employee Retirement Income Security Act of a9 &mended, or by any waiver of or other
exception to that Act provided under federal law or regulation. "Health benefit plan" does not mean any of the
following kinds of insurance:

(1) Accident.

(2) Credit.

3) Disability income.

4) Long-term or nursindhome care.

(5) Medicare supplement.

(6) Specified disease.

(7 Dental or vision.

(8) Coverage issued as a supplement to liability insurance.
(9) Workers' compensation.

(20) Medical payments under automobile or homeowners.
(11) Insurance under which benisfare payable with or without regard to fault and that is statutorily
required to be contained in any liability policy or equivalent-selfirance.
(12) Hospital income or indemnity.
® This section shall not apply to an entity that has its own faaitityemploys or contracts with physicians,

pharmacists, nurses, and other health care personnel, to the extent that the entity dispenses prescription drugs or
devices from its own pharmacies to its employees and to enrollees of its health benefit glaeclibh does not
apply to a health benefit plan that issues a single identification card to its insureds for all services covered under the
plan.

* k k * %

§ 583-228. Coverage for extra prescriptions during a state of emergency or disaster.
€)) All health benefit plans as defined in G.S-%867, the State Health Plan for Teachers and State
Employees, and any optional plans or programs operating under Part 2 of Article 3 of Chapter 135 of the General
Statutes, and other staatbne prescription medation plans issued by entities that are licensed by the Department
shall have, when an event described in subdivision (b)(1) of this section occurs and the requirements of subdivisions
(b)(2) and (b)(3) of this section are satisfied, a procedure in ptaeive time restrictions on filling or refilling
prescriptions for medication if requested by the covered person or subscriber. The procedure shall include waiver or
override of electronic "refill too soon" edits to pharmacies and shall include profasipayment to the pharmacy in
accordance with the prescription benefit plan and applicable pharmacy provider agreement. The procedure shall enable
covered persons or subscribers to:
(1) Obtain one refill on a prescription if there are authorized reéltsaining, or
(2) Fill one replacement prescription for one that was recently filled, as prescribed or approved by
the prescriber of the prescription that is being replaced and not contrary to the dispensing
authority of the dispensing pharmacy.
(b) All entities subject to this section shall authorize payment to pharmacies for any prescription dispensed
in accordance with subsection (a) of this section regardless of the date upon which the prescription had most recently
been filled by a pharmacist, if all tfe following conditions apply:
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(1) The Commissioner issues a Bulletin Advisory notifying all insurance carriers licensed in this
State of a declared state of disaster or state of emergency in North Carolina. The Department
shall provide a copy of thBulletin to the North Carolina Board of Pharmacy.

(2) The covered person requesting coverage of the refill or replacement prescription resides in a
county that:

a. Is covered under a state of emergency issued by the Governor or General Assembly
under G.S166A-19.20, or a declaration of major disaster issued by the President of
the United States under the Robert T. Stafford Disaster Relief and Emergency
Assistance Act, 42 U.S.@.5121, et seq., as amended; . . .

3) The prescription medication is requesteidhin 29 days after the origination date of the
conditions stated in subdivision (b)(1) of this section.
(c) The time period for the waiver of prescription medication refills may be extendedday3®crements

by an order issued by the Commissionerditidnal refills still remaining on a prescription shall be covered by the
insurer as long as consistent with the orders of the prescriber or authority of the dispensing pharmacy.

(d) This section does not excuse or exempt an insured or subscriber frathanyerms of the policy or
certificate providing coverage for prescription medications.

(e) Quantity limitations shall be consistent with the original prescription and the extra or replacement fill
may recognize proportionate dosage use prior to tlasteis

® No requirements additional to those under the pharmacy provider agreement or the prescription benefit
plan may be placed upon the provider for coverage of the replacement fill or extra fill.

(9) Nothing in this section is intended to affect tlespective authority or scope of practice of prescribers

or pharmacies.

* k k * %

§ 5850-30. Right to choose services of certain providers.

(al) Whenever any health benefit plan, subscriber contract, or policy of insurance issued by a health
mantenance organization, hospital or medical service corporation, or insurer governed by Articles 1 through 67 of
this Chapter provides for coverage for, payment of, or reimbursement for any service rendered in connection with a
condition or complaint thas within the scope of practice of a provider listed in subsection (b) of this section, the
insured or other persons entitled to benefits under the policy shall be entitled to coverage of, payment of, or
reimbursement for the services, whether the senldegserformed by a duly licensed physician, or a provider listed
in subsection (b) of this section, notwithstanding any provision contained in the plan or policy limiting access to the
providers. The policyholder, insured, or beneficiary shall have that tiy choose the provider of services
notwithstanding any provision to the contrary in any other statute, subject to the utilization review, referral, and prior
approval requirements of the plan that apply to all providers for that service; provided that:

Q) In the case of plans that require the use of network providers as a condition of obtaining benefits
under the plan or policy, the policyholder, insured, or beneficiary must choose a provider of the
services within the network; and

(2) In the case of pins that require the use of network providers as a condition of obtaining a higher
level of benefits under the plan or policy, the policyholder, insured, or beneficiary must choose
a provider of the services within the network in order to obtain the highelrof benefits.

(a2)  Whenever any policy of insurance governed by Articles 1 through 64 of this Chapter provides for
certification of disability that is within the scope of practice of a provider listed in subsection (b) of this section, the
insured orother persons entitled to benefits under the policy shall be entitled to payment of or reimbursement for the
disability whether the disability be certified by a duly licensed physician, or a provider listed in subsection (b) of this
section, notwithstandg any provisions contained in the policy. The policyholder, insured, or beneficiary shall have
the right to choose the provider of the services notwithstanding any provision to the contrary in any other statute;
provided that for plans that require theeus network providers either as a condition of obtaining benefits under the
plan or policy or to access a higher level of benefits under the plan or policy, the policyholder, insured, or beneficiary
must choose a provider of the services within the nétvgbject to the requirements of the plan or policy.

(a3) Whenever any health benefit plan, subscriber contract, or policy of insurance issued by a health
maintenance organization, hospital or medical service corporation, or insurer governed by Attictegi 67 of
this Chapter provides coverage for medically necessary treatment, the insurer shall not impose any limitation on
treatment or levels of coverage if performed by a duly licensed chiropractor acting within the scope of the
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chiropractor's praitte as defined in G.80-151 unless a comparable limitation is imposed on the medically necessary
treatment if performed or authorized by any other duly licensed physician.
(b) This section applies to the following provider types:

Q) A duly licensed optmetrist.

(2) A duly licensed dentist.

3) A duly licensed podiatrist.

(4) A duly licensed chiropractor.

(5) An advanced practice registered nurse, subject to subsection (d) of this section. For purposes of
this section, an "advanced practice registengde" means only a registered nurse who is duly
licensed or certified as a nurse practitioner, clinical specialist in psychiatric and mental health
nursing, or nurse midwife.

(6) A psychologist who is one of the following:
a. A licensed psychologist whoolds permanent licensure and certification as a health
services provider psychologist issued by the North Carolina Psychology Board.
b. A licensed psychological associate who holds permanent licensure.

@) A licensed clinical social worker, as defined inS@0B-3(2) who is licensed by the North
Carolina Social Work Certification and Licensure Board pursuant to Chapter 90B of the
General Statutes.

(8) A duly licensed pharmacist, subject to the provisions of subsection (e) of this section.

(9) A fee-based pacticing pastoral counselor certified by the North Carolina State Board of
Examiners of Fe®ased Practicing Pastoral Counselors pursuant to Article 26 of Chapter 90
of the General Statutes.

(10) A substance abuse professional certified by the North @ar8lubstance Abuse Professional
Certification Board pursuant to Article 5C of Chapter 90 of the General Statutes.

(11) A physician assistant, as defined by @818.1 and subject to subsection (f) of this section.

(12) A professional counselor licensdry the North Carolina Board of Licensed Professional
Counselors pursuant to Article 24 of Chapter 90 of the General Statutes.

(13) A marriage and family therapist licensed by the North Carolina Marriage and Family Therapy
Licensure Board pursuant to Arigcll8C of Chapter 90 of the General Statutes.

(24) A physical therapist licensed by the North Carolina Board of Physical Therapy Examiners
pursuant to Article 18E of Chapter 90 of the General Statutes.

(15) A hearing aid specialist licensed by the Northdliaa State Hearing Aid Dealers and Fitters
Board under Chapter 93D of the General Statutes to engage in fitting or selling hearing aids.
For purposes of this subdivision, the term "fitting and selling hearing aids" has the same
meaning as defined in G.83D-1.

(16)  An occupational therapist licensed by the North Carolina Board of Occupational Therapy
pursuant to Article 18D of Chapter 90 of the General Statutes.

(d) Payment or reimbursement is required by this section for a service performed dwaaneal practice
registered nurse only when:
Q) The service performed is within the nurse's lawful scope of practice;
(2) The policy currently provides benefits for identical services performed by other licensed health
care providers;
) The service is ot performed while the nurse is a regular employee in an office of a licensed
physician;
4) The service is not performed while the registered nurse is employed by a nursing facility
(including a hospital, skilled nursing facility, intermediate care fg¢itr home care agency);
and
(5) Nothing in this section is intended to authorize payment to more than one provider for the same
service.

No lack of signature, referral, or employment by any other health care provider may be asserted to deny benefits unde
this provision, unless these plan requirements apply to all providers for that service.

(e) Payment or reimbursement is required by this section for a service performed by a duly licensed
pharmacist only when:
(1) The service performed is within the lawkcope of practice of the pharmacist;
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(2) The service performed is not initial counseling services required under State or federal law or
regulation of the North Carolina Board of Pharmacy;

3) The policy currently provides reimbursement for identicalises performed by other licensed
health care providers; and
(4) The service is identified as a separate service that is performed by other licensed health care

providers and is reimbursed by identical payment methods.
Nothing in this subsectioauthorizes payment to more than one provider for the same service.

)] Payment or reimbursement is required by this section for a service performed by a duly licensed
physician assistant only when:
(1) The service performed is within the lawful scope cdqgtice of the physician assistant in
accordance with rules adopted by the North Carolina Medical Board pursuant 80G&1;
(2) The policy currently provides reimbursement for identical services performed by other licensed
health care providers; and
3) The reimbursement is made to the physician, clinic, agency, or institution employing the

physician assistant.
Nothing in this subsection is intended to authorize payment to more than one provider for the same service.

(9) A health maintenance organizati hospital or medical service corporation, or insurer governed by
Articles 1 through 67 of this Chapter shall not exclude from participation in its provider network or from eligibility to
provide particular covered services under the plan or policyagyidensed physician or provider listed in subsection
(b) of this section, acting within the scope of the provider's license or certification under North Carolina law, solely
on the basis of the provider's license or certification. Any health mainteoggarg@zation, hospital or medical service
corporation, or insurer governed by Articles 1 through 67 of this Chapter that offers coverage through a network plan
may condition participation in the network on satisfying written participation criteria, ingededentialing, quality,
and accessibility criteria. The participation criteria shall be developed and applied in a like manner consistent with the
licensure and scope of practice for each type of provider. Any health maintenance organization,anospiiédal
service corporation, or insurer governed by Articles 1 through 67 of this Chapter that excludes a provider listed in
subsection (b) of this section from participation in its network or from eligibility to provide particular covered services
unde the plan or policy shall provide the affected listed provider with a written explanation of the basis for its decision.
A health maintenance organization, hospital or medical service corporation, or insurer governed by Articles 1 through
67 of this Chapr shall not exclude from participation in its provider network a provider listed in subsection (b) of
this section acting within the scope of the provider's license or certification under North Carolina law solely on the
basis that the provider lacks hdspprivileges, unless use of hospital services by the provider on behalf of a policy
holder, insured, or beneficiary reasonably could be expected.

(h) Nothing in this section shall be construed as expanding the scope of practice of any duly licensed
phydcian or provider listed in subsection (b) of this section.

* k k * %

§ 5851-37. Pharmacy of choice.
€)) This section shall apply to all health benefit plans providing pharmaceutical services benefits, including
prescription drugs, to any resident afifth Carolina. This section shall also apply to insurance companies and health
maintenance organizations that provide or administer coverages and benefits for prescription drugs. This section shall
not apply to any entity that has its own facility, enygl@r contracts with physicians, pharmacists, nurses, and other
health care personnel, and that dispenses prescription drugs from its own pharmacy to its employees and to enrollees
of its health benefit plan; provided, however, this section shall apmy entity otherwise excluded that contracts
with an outside pharmacy or group of pharmacies to provide prescription drugs and services. This section shall not
apply to any federal program, clinical trial program, hospital or other health care faoditgeid pursuant to Chapter
131E or Chapter 122C of the General Statutes, when dispensing prescription drugs to its patients.
(b) As used in this section:
(1) "Copayment" means a type of cost sharing whereby insured or covered persons pay a specified
predetemined amount per unit of service with their insurer paying the remainder of the charge.
The copayment is incurred at the time the service is used. The copayment may be a fixed or
variable amount.

(2) "Contract provider" means a pharmacy granted thet tigtprovide prescription drugs and
pharmacy services according to the terms of the insurer.
) "Health benefit plan” is as that term is defined in G.$564.10(11).
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4) "Insurer" means any entity that provides or offers a health benefit plan.

(5) "Phamacy" means a pharmacy registered with the North Carolina Board of Pharmacy.
(c) The terms of a health benefit plan shall not:
Q) Prohibit or limit a resident of this State, who is eligible for reimbursement for pharmacy services

as a participant or beneffary of a health benefit plan, from selecting a pharmacy of his or her
choice when the pharmacy has agreed to participate in the health benefit plan according to the
terms offered by the insurer;

(2) Deny a pharmacy the opportunity to participate asrdraot provider under a health benefit
plan if the pharmacy agrees to provide pharmacy services that meet the terms and requirements,
including terms of reimbursement, of the insurer under a health benefit plan, provided that if
the pharmacy is offered thepportunity to participate, it must participate or no provisions of
G.S. 5851-37 shall apply;

3) Impose upon a beneficiary of pharmacy services under a health benefit plan any copayment,
fee, or condition that is not equally imposed upon all benefgsani the same benefit category,
class, or copayment level under the health benefit plan when receiving services from a contract
provider;

4) Impose a monetary advantage or penalty under a health benefit plan that would affect a
beneficiary's choice gfharmacy. Monetary advantage or penalty includes higher copayment,
a reduction in reimbursement for services, or promotion of one participating pharmacy over
another by these methods.

(5) Reduce allowable reimbursement for pharmacy services to a benefio@er a health benefit
plan because the beneficiary selects a pharmacy of his or her choice, so long as that pharmacy
has enrolled with the health benefit plan under the terms offered to all pharmacies in the plan
coverage area; or

(6) Require a benefiary, as a condition of payment or reimbursement, to purchase pharmacy
services, including prescription drugs, exclusively through a-andiér pharmacy.
(d) A pharmacy, by or through a pharmacist acting on its behalf as its employee, agent, or owmet, may

waive, discount, rebate, or distort a copayment of any insurer, policy, or plan, or a beneficiary's coinsurance portion
of a prescription drug coverage or reimbursement and if a pharmacy, by or through a pharmacist's acting on its behalf
as its employe, agent or owner, provides a pharmacy service to an enrollee of a health benefit plan that meets the
terms and requirements of the insurer under a health benefit plan, the pharmacy shall provide its pharmacy services to
all enrollees of that health bertefilan on the same terms and requirements of the insurer. A violation of this
subsection shall be a violation of the Pharmacy Practice Act subjecting the pharmacist as a licensee to disciplinary
authority of the North Carolina Board of Pharmacy pursua@.5. 9685.38.

(e) At least 60 days before the effective date of any health benefit plan providing reimbursement to North
Carolina residents for prescription drugs, which restricts pharmacy participation, the entity providing the health benefit
plan shdlnotify, in writing, all pharmacies within the geographical coverage area of the health benefit plan, and offer
to the pharmacies the opportunity to participate in the health benefit plan. All pharmacies in the geographical coverage
area of the plan sHdbe eligible to participate under identical reimbursement terms for providing pharmacy services,
including prescription drugs. The entity providing the health benefit plan shall, through reasonable means, on a timely
basis, and on regular intervals irder to effectuate the purposes of this section, inform the beneficiaries of the plan
of the names and locations of pharmacies that are participating in the plan as providers of pharmacy services and
prescription drugs. Additionally, participating pharnegcshall be entitled to announce their participation to their
customers through a means acceptable to the pharmacy and the entity providing the health benefit plans. The
pharmacy notification provisions of this section shall not apply when an individgabop is enrolled, but when the
plan enters a particular county of the State.

) If rebates or marketing incentives are allowed to pharmacies or other dispensing entities providing
services or benefits under a health benefit plan, these rebates atimgaria@ntives shall be offered on an equal basis
to all pharmacies and other dispensing entities providing services or benefits under a health benefit plan when
pharmacy services, including prescription drugs, are purchased in the same volume anteusderetterms of
payment. Nothing in this section shall prevent a pharmaceutical manufacturer or wholesale distributor of
pharmaceutical products from providing special prices, marketing incentives, rebates, or discounts to different
purchasers not prohtied by federal and State antitrust laws.

(9) Any entity or insurer providing a health benefit plan is subject to G.&-B8 A violation of this
section shall subject the entity providing a health benefit plan to the sanctions of revocation, syspemsical to
renew license in the discretion of the Commissioner pursuant to GZ168.
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(h) A violation of this section creates a civil cause of action for damages or injunctive relief in favor of any
person or pharmacy aggrieved by the violation.

0] The Commissioner shall not approve any health benefit plan providing pharmaceutical services which
does not conform to this section.

)] Any provision in a health benefit plan which is executed, delivered, or renewed, or otherwise contracted
for in this State that is contrary to any provision of this section shall, to the extent of the conflict, be void.

(k) It shall be a violation of this section for any insurer or any person to provide any health benefit plan
providing for pharmaceutical services taidents of this State that does not conform to the provisions of this section.

Q) An i nsur er -irsprogranedewelbpedpursuant G S-33837 is not a violation of this section.

* k k k%
Article 56A.

Pharmacy Benefits Management.

§ 5856A-1. Definitions.
The following definitions apply in this Article:

(1) Health benefit plan- As defined in G.S58-50-110(11). This definition specifically excludes
the State Health Plan for Teachers and State Employees.

(1a) Insured—~ An individual coverd by a health benefit plan.

(2) Insurer.— Any entity that provides or offers a health benefit plan.

3) Maximum allowable cost price: The maximum per unit reimbursement for multiple source
prescription drugs, medical products, or devices.

(3a) Pharmacist—- A person licensed to practice pharmacy under Article 4A of Chapter 90 of the
General Statutes.

4) Pharmacy=— A pharmacy registered with the North Carolina Board of Pharmacy.

(5) Pharmacy benefits managerAn entity who contracts with a phmacy on behalf of an insurer
or third-party administrator to administer or manage prescription drug benefits.

(6) Third-party administrator- As defined in G.S58-56-2.

§ 5856A-3. Consumer protections.

(a) A pharmacy or pharmacist shall have thentitp provide an insured information regarding the amount
of the insured's cost share for a prescription drug. Neither a pharmacy nor a pharmacist shall be penalized by a
pharmacy benefits manager for discussing any information described in this seftiosetling a lowepriced drug
to the insured if one is available.

(b) A pharmacy benefits manager shall not, through contract, prohibit a pharmacy from offering and
providing direct and limited delivery services to an insured as an ancillary senttee giiarmacy, as delineated in
the contract between the pharmacy benefits manager and the pharmacy.

(© A pharmacy benefits manager shall not charge, or attempt to collect from, an insugayanemt that
exceeds the total submitted charges by the n&tploarmacy.
(d) Any contract for the provision of a network to deliver health care services between a pharmacy benefits

manager and insurer shall be made available for review by the Department.
(e) The Department shall report to the Attorney General aokations of this section or G.S8-56A-4 in
accordance with G.$8-2-40(5).

§ 5856A-4. Pharmacy and pharmacist protections.

A pharmacy benefits manager may only charge a fee or otherwise hold a pharmacy responsible for a fee relating
to the adjudicatin of a claim if the fee is reported on the remittance advice of the adjudicated claim or is set out in
contract between the pharmacy benefits manager and the pharmacy. This section shall not apply with respect to claims
under an employee benefit plan untlee Employee Retirement Income Security Act of 1974 or Medicare Part D.

§ 5856A-5. Maximum allowable cost price.

(a) In order to place a prescription drug on the maximum allowable cost price list, the drug must be available
for purchase by pharmaciesNorth Carolina from national or regional wholesalers, must not be obsolete, and must
meet one of the following conditions:
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(1) The drug is listed as "A" or "B" rated in the most recent version of the United States Food and
Drug Administration's Approve®rug Products with Therapeutic Equivalence Evaluations,
also known as the Orange Book.
(2) The drug has a "NR" or "NA" rating, or a similar rating, by a nationally recognized reference.
(b) A pharmacy benefits manager shall adjust or remove the maxinhmmahle cost price for a prescription
drug to remain consistent with changes in the national marketplace for prescription drugs. A review of the maximum
allowable cost prices for removal or modification shall be completed by the pharmacy benefits miadeageoace
every seven business days, and any removal or modification shall occur within seven business days of the review. A
pharmacy benefits manager shall provide a means by which the contracted pharmacies may promptly review current
prices in an eld@oonic, print, or telephonic format within one business day of the removal or modification.

8§ 5856A-10. Civil Penalties for violations; administrative procedure.

(a) Whenever the Commissioner has reason to believe that a pharmacy benefits manaig&téasamy
of the provisions of this Article with such frequency as to indicate a general business practice, the Commissioner may,
after notice and opportunity for a hearing, proceed under the appropriate subsections of this section.

(b) If, under subsean (a) of this section, the Commissioner finds a violation of this Article, the
Commissioner may order the payment of a monetary penalty as provided in subsection (c) of this section or petition
the Superior Court of Wake County for an order directingmayt of restitution as provided in subsections (d) and
(e) of this section, or both. Each day during which a violation occurs constitutes a separate violation.

(© If the Commissioner orders the payment of a monetary penalty pursuant to subsectiomgl®eation,
the penalty shall not be less than one hundred dollars ($100.00) nor more than one thousand dollars ($1,000) per day
for each prescription drug resulting from the pharmacy benefit manager's failure to comply wiig-863-5. In
determiningthe amount of the penalty, the Commissioner shall consider the degree and extent of harm caused by the
violation, the amount of money that inured to the benefit of the violator as a result of the violation, whether the
violation was committed willfully, ath the prior record of the violator in complying or failing to comply with laws,
rules, or orders applicable to the violator. The clear proceeds of the penalty shall be remitted to the Civil Penalty and
Forfeiture Fund in accordance with G135G457.2. Pgment of the civil penalty under this section shall be in
addition to payment of any other penalty for a violation of the criminal laws of this State.

(d) Upon petition of the Commissioner the court may order the pharmacy benefits manager who committed
a violation specified in subsection (b) of this section to make restitution in an amount that would make whole any
pharmacist harmed by the violation. The petition may be made at any time and also in any appeal of the
Commissioner's order.

(e) Upon petitionof the Commissioner the court may order the pharmacy benefits manager who committed
a violation specified in subsection (b) of this section to make restitution to the Department for expenses under
subsection (f) of this section, incurred in the investigathearing, and any appeals associated with the violation in
such amount that would reimburse the agency for the expenses. The petition may be made at any time and also in any
appeal of the Commissioner's order.

® The Commissioner may contract with caliants and other professionals with relevant expertise as
necessary and appropriate to conduct investigation, hearing, and appeals activities as provided in this section. Such
contracts shall not be subject to G134-2.3, G.S147-17, or Articles 3, 3Cand 8 of Chapter 143 of the General
Statutes, together with rules and procedures adopted under those Articles concerning procurement, contracting, and
contract review.

(9) Nothing in this section prevents the Commissioner from negotiating a mutuallytatteeagreement
with any pharmacy benefits manager as to any civil penalty or restitution.
(h) Unless otherwise specifically provided for, all administrative proceedings under this Article are

governed by Chapter 150B of the General Statutes. Appeals Gfdimmissioner's orders under this section shall be
governed by G.$8-2-75.

* k k kK
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CHAPTER 75
MONOPOLIES, TRUSTS AND CONSUMER PROTECTION

SELECTED PROVISIONS

Atrticle 4.
Telephone Solicitations.

Selected Provisions

* k k kK

§ 75101. Definitions.
The following definitions apply in this Article:

@
@
®)
0

(8)

(9)

(10)

(11)

(12)

Automatic dialing and recorded message playékny automatic equipment that incorporates

a storage capability of telephone numbers to be called or a random or a sequential number
gererator capable of producing numbers to be called that, working alone or in conjunction with
other equipment, disseminates a prerecorded message to the telephone number called.

Doing business in this StateTo make or cause to be made any tetggghsolicitation to North
Carolina telephone subscribers, whether the telephone solicitations are made from a location
inside North Carolina or outside North Carolina.

Express invitation or permissior. Any invitation or permission that is re¢ésed by the
telephone subscriber on an independent form and that contains the telephone number to which
calls can be placed and the signature of the telephone subscriber. The form may be completed
and signed electronically.

Person— Any individual, lusiness establishment, business, or other legal entity.

Telemarketing Sales Rule: The federal regulation promulgated by the Federal Trade
Commission, 16 C.F.R. Part 310 (January 29, 2003 Edition), as amended, to implement the
Telemarketing and ConswmFraud and Abuse Prevention Act, 15 U.S.C. 88 &0, as
amended.

Telephone solicitation= A voice communication, whether prerecorded, live, or a facsimile,
over a telephone line or wireless telephone network or via a commercial mobile radie serv
that is made by a telephone solicitor to a telephone subscriber for the purpose of soliciting or
encouraging the purchase or rental of, or investment in, property, goods, or services; obtaining
or providing information that will or may be used for thatpose; soliciting or encouraging a
telephone subscriber's participation in any contest, sweepstakes, raffle, or lottery, whether legal
or illegal; or obtaining a charitable donation. "Telephone solicitation” also includes those
transactions that are de¢d as "telemarketing" under the Telemarketing Sales Rule.

Telephone solicitor— Any individual, business establishment, business, or other legal entity
doing business in this State that, directly or through salespersons or agents, makes or attempts
to make telephone solicitations or causes telephone solicitations to be made. "Telephone
solicitor" also includes any party defined as a "telemarketer" under the Telemarketing Sales
Rule.

Telephone subscriber.An individual who subscribes to a rdsitial telephone service from a

local exchange company, a competing local provider certified to do business in North Carolina,
or a wireless telephone company; or the individuals living or residing with that individual.
Unsolicited telephone calkA voice communication, whether prerecorded, live, or a facsimile,
over a telephone line or wireless telephone network or via a commercial mobile radio service
that is made by a person to a telephone subscriber without prior express invitation or permission

* k k kK
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§ 75104. Restrictions on use of automatic dialing and recorded message players.

(a) Except as provided in this section, no person may use an automatic dialing and recorded message player
to make an unsolicited telephone call.
(b) Notwithganding subsection (a) of this section, a person may use an automatic dialing and recorded
message player to make an unsolicited telephone call only under one or more of the following circumstances:
Q) All of the following are satisfied:
a. The person makg the call is any of the following:

1. A tax-exempt charitable or civic organization.

2. A political party or political candidate.

3. A governmental official.

4 An opinion polling organization, radio station, television station, cable
televisioncompany, or broadcast rating service conducting a public opinion
poll.

b. No part of the call is used to make a telephone solicitation.
C. The person making the call clearly identifies the person's name and contact
information and the nature of the unsiid telephone call.
(2) Prior to the playing of the recorded message, a live operator complies with GL82(€%,

states the nature and length in minutes of the recorded message, and asks for and receives prior
approval to play the recorded message fthenperson receiving the call.

3) The unsolicited telephone call is in connection with an existing debt or contract for which
payment or performance has not been completed at the time of the unsolicited telephone call,
and both of the following are sdiid:

a. No part of the call is used to make a telephone solicitation.
b. The person making the call clearly identifies the person's name and contact
information and the nature of the unsolicited telephone call.
4) The unsolicited telephone call is pladega person with whom the telephone subscriber has

made an appointment, provided that the call is conveying information only about the
appointment, or by a utility, telephone company, cable television company, satellite television
company, or similar eni for the sole purpose of conveying information or news about network
outages, repairs or service interruptions, and confirmation calls related to restoration of service,
and both of the following are satisfied:

a. No part of the call is used to make kephone solicitation.
b. The person making the call clearly identifies the person's name and contact
information and the nature of the unsolicited telephone call.
(5) The person plays the recorded message in order to comply with section 16 C.F.R. Part
3104(b)(4) of the Telemarketing Sales Rule.
(6) The unsolicited telephone call is placed by, or on behalf of, a health insurer as defined in G.S.

5851-115(a)(2) from whom the telephone subscriber or other covered family member of the
health insurer receivdsealth care coverage or the administration of such coverage, provided

that the call is conveying information related to the telephone subscriber or family member's
health care, preventive services, medication or other covered benefits, and both ajwhedoll

are satisfied:

a. No part of the call is used to make a telephone solicitation.

b. The person making the call clearly identifies the person's name and contact
information and the nature of the unsolicited telephone call.

@) No part of the call is &l to make a telephone solicitation, the person making the call clearly

identifies the person's contact information and the nature of the unsolicited telephone call, and

the sole purpose of the unsolicited telephone call is to protect the public hefdth, sa

welfare, by informing the telephone subscriber of any of the following:

a. That the telephone subscriber has purchased a product that is subject to a recall by the
product's manufacturer, distributor or retailer, or by the federal Consumer Product
Safety Commission or another government agency or department with legal authority
to recall the product which is the subject of the call, due to safety or health concerns,
provided that (i) there is a reasonable basis to believe that the telephonésulbscri
purchased the product, and (ii) the message complies with any requirements imposed
by any government agency instituting the recall.
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b. That the telephone subscriber may have received a prescription ethexeeunter
medication that is subject @ recall by the product's manufacturer, distributor or
retailer, or by the federal Food and Drug Administration or another government
agency or department with legal authority to recall the product which is the subject of
the call, due to safety or healtloncerns, provided that (i) the call and its message
comply with the requirements of the Health Insurance Portability and Accountability
Act (P.L. 104191) (HIPAA) and any corresponding regulations pertaining to privacy,
(ii) there is a reasonable basishtelieve that the telephone subscriber has purchased
or received the medication, and (iii) the message complies with any requirements
imposed by the government agency or product manufacturer, distributor, or retailer
instituting the recall.

C. That the tetphone subscriber has not picked up a filled prescription drug for which a
valid prescription is on file with a pharmacy licensed pursuant to G-:85%1 and
the telephone subscriber requested that the prescription be filled, provided that the call
and ts message comply with the requirements of the Health Insurance Portability and
Accountability Act (P.L. 104191) (HIPAA) and any corresponding regulations
pertaining to privacy.

(8) The call is generated from a court proceeding notification system ebtdbliby the

Administrative Office of the Courts.

* k k * %
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CHAPTER 93B.
OCCUPATIONAL LICENSING BOARDS.

§ 93B-1. Definitions.

As used in this Chapter:

"License" means any license (other than a privilege license), certificate, or other evidgnakfiohtion which
an individual is required to obtain before he may engage in or represent himself to be a member of a particular
profession or occupation.

"Occupational licensing board" means any board, committee, commission, or other agency in Niith Ca
which is established for the primary purpose of regulating the entry of persons into, and/or the conduct of persons
within, a partieailar profession or occupatioand which is authorized to issue licenses; "occupational licensing board"
does not inltide State agencies, staffed by fithe State employees, which as a part of their redulections may
issue licenses.

§ 93B-2. Annual reports required; contents; open to inspection; sanction for failure to report.

€) No later than October 31 of eaghar, each occupational licensing board shall file electronically with
the Secretary of State, the Attorney General, and the Joint Legislative Administrative Procedure Oversight Committee
an annual report containing all of the following information:

(1) The address of the board, and the names of its members and officers.
(1a) The total number of licensees supervised by the board.

(2) The number of persons who applied to the board for examination.

3) The number who were refused examination.

4) The numbewho took the examination.

(5) The number to whom initial licenses were issued.

(5a) The number who failed the examination.

(6) The number who applied for license by reciprocity or comity.

(7 The number who were granted licenses by reciprocity or comity.

(7a) The number of official complaints received involving licensed and unlicensed activities.
(7b) The number of disciplinary actions taken against licensees, or other actions taken against
nonlicensees, including injunctive relief.

(8) The number of liceres suspended or revoked.
9 The number of licenses terminated for any reason other than failure to pay the required renewal
fee.

(20) The substance of any anticipated request by the occupational licensing board to the General
Assembly to amend statutedated to the occupational licensing board.
(12) The substance of any anticipated change in rules adopted by the occupational licensing board
or the substance of any anticipated adoption of new rules by the occupational licensing board.
(b) No later tharOctober 31 of each year, each occupational licensing board shall file electronically with
the Secretary of State, the Attorney General, the Office of State Budget and Management, and the Joint Legislative
Administrative Procedure Oversight Committee artiirial report that includes the source and amount of all funds
credited to the occupational licensing board and the purpose and amount of all funds disbursed by the occupational
licensing board during the previous fiscal year.
(c) The reports required byithsection shall be open to public inspection.
(d) The Joint Legislative Administrative Procedure Oversight Committee shall notify any board that fails to
file the reports required by this section. Failure of a board to comply with the reporting reqtsreimiais section
by October 31 of each year shall result in a suspension of the board's authority to expend any funds until such time as
the board files the required reports. Suspension of a board's authority to expend funds under this subsegciton shall n
affect the board's duty to issue and renew licenses or the validity of any application or license for which fees have
been tendered in accordance with law. Each board shall adopt rules establishing a procedure for implementing this
subsection and shathaintain an escrow account into which any fees tendered during a board's period of suspension
under thissubsection shall be deposited.

§ 93B-3. Register of persons licensed; information as to licensed status of individuals.

Each occupational licensingérd shall prepare a register of all persons currently licensed by the board and shall
supplement said register annually by listing the changes made in it by reason of new licenses issued, licenses revoked
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or suspended, death, or any other cause. The bbalidupon request of any citizen of the State, inform the requesting
person as to the licensed status of any iddil.

§ 93B-4. Audit of Occupational Licensing Boards; payment of costs.

€) The State Auditor shall audit occupational licensing bofma® time to time to ensure their proper
operation. The books, records, and operations of each occupational licensing board shall be subject to the oversight of
the State Auditor pursuant to Article 5A of Chapter 147 of the General Statutes. In accantia@s. 14764.7(b),
the State Auditor may contract with independent professionals to meet the requirements of this section.

(b) Each occupational licensing board with a budget of at least fifty thousand dollars ($50,000) shall conduct
an annual finanei audit of its operations and prdei a copy to the State Auditor.

§ 93B-5. Compensation, employment, and training of board members.

(a) Board members shall receive as compensation for their services per diem not to exceed one hundred
dollars ($100.00jor each day during which they are engaged in the official business of the board.
(b) Board members shall be reimbursed for all necessary travel expenses in an amount not to exceed that

authorized under G.3386(a) for officers and employees of State al@ments. Actual expenditures of board
members in excess of the maximum amounts set forth in138%(a) for travel and subsistence may be reimbursed

if the prior approval of the State Director of Budget is obtained and such approved expenditurehimarthevit
established and published uniform standards and criteria of the State Director of Budget authorized uh88i7G.S.

for extraordinary charges for hotels, meals, and convention registration for State officers and employees, whenever
such charges arthe result of required official business of the Board.

(d) Except as provided herein board members shall not be paid a salary or receive any additional
compensation for services rendered as members of the board.

(e) Board members shall not be pereat, salaried employees of said board.

(9) Within six months of a board member's initial appointment to the board, and at least once within every

two calendar years thereafter, a board member shall receive training, either from the board'slsthfi its legal
advisor, or from an outside educational institution such as the School of Government of the University of North
Carolina, on the statutes governing the board and rules adopted by the board, as well as the following State laws, in
order tobetter understand the obligations and limitations of a State agency:

(1) Chapter 150B, The Administrative Procedure Act.

(2 Chapter 132, The Public Records Law.

) Article 33C of Chapter 143, The Open Meetings Act.

4) Articles 31 and 31A of Chapter 143he State Tort Claims Act and The Defense of State

Employees Law.
(5) Subchapter Il of Chapter 163A, Ethics and Lobbying.

Completion of the training requirements contained in Subchapter Il of Chapter 163A of the General Statutes
satisfies the reqrements of sulidision (5) of this subsection.

§ 93B-6. Use of funds for lobbying prohibited.
Occupational licensing boards shall not use any funds to promote or oppose in any manner the passage by the
General Assembly of anggislation.

§ 93B-7. Rental of stateowned office space.

Any occupational licensing board, which financially operates on the licensing fees charged and also occupies
stateowned office space, shall pay rent, in a reasonable amount to be determined by the Governor, tddh¢hState
occupancy of such space.

§ 93B-8. Examination procedures.

(a) Each applicant for an examination given by any occupational licensing board shall be informed in writing
or print of the required grade for passing the examination prior to the takéugh examination.
(b) Each applicant for an examination given by any occupational licensing board shall be identified, for

purposes of the examination, only by number rather than by name.
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(c) Each applicant who takes an examination given by any odonphticensing board, and does not pass
such examination, shall have the privilege to review his examination in the presence of the board or a representative
of the board. Except as provided in this subsection, an occupational licensing board shatequaired to disclose
the contents of any examination or of any questions which have appeared thereon, or which may appear thereon in the
future.

(d) Notwithstanding the provisions of this section, under no circumstances shall an occupational licensing
boad be required to disclose to an applicant questions or answers to tests provided by recognized testing organizations
pursuant to contractshich prohibit such disclosures.

§ 93B-8.1. Use of criminal history records.

(a) The following definitions applyni this section:
(1) Applicant.— A person who makes application for licensure from an occupational licensing
board.
(2) Board.— An occupational licensing board as defined in G.S.-23B
3) Criminal history record— A State or federal history of convioti of a crime, whether a
misdemeanor or felony, that bears upon an applicant's or a licensee's fitness to be licensed or
disciplined.
4) Licensee— A person who has obtained a license to engage in or represent himself or herself to
be a member of a pactilar profession or occupation.
(b) Unless the law governing a particular occupational licensing board provides otherwise, a board shall not

automatically deny licensure on the basis of an applicant's criminal history. If the board is authorized tiwelesy a

to an applicant on the basis of conviction of any crime or for commission of a crime involving fraud or moral turpitude,
and the applicant's verified criminal history record reveals one or more convictions of any crime, the board may deny
the licerse if it finds that denial is warranted after consideration of the following factors:

(1) The level and seriousness of the crime.

(2) The date of the crime.

3) The age of the person at the time of the crime.

4) The circumstances surrounding the commissibthe crime, if known.

(5) The nexus between the criminal conduct and the prospective duties of the applicant as a
licensee.

(6) The prison, jail, probation, parole, rehabilitation, and employment records of the applicant since
the date the crime was manitted.

(7) The subsequent commission of a crime by the applicant.

(8) Any affidavits or other written documents, including character references.

(c) The board may deny licensure to an applicant who refuses to consent to a criminal history record check

or use of fingerprints or other identifying information required by the State or National Repositories of Criminal
Histories.

(d) This section does not apply to The North Carolina Criminal Justice Education and Training Standards
Commission and the North Gdina Sheriffs' Education anfraining Standards Commission.

§ 93B-8.2. Prohibit licensees from serving as investigators.

No occupational licensing board shall contract with or employ a person licensed by the board to serve as an
investigator or inspectdf the licensee is actively practicing in the profession or occupation and is in competition with
other members of the profession or occupation over which the board has jurisdiction. Nothing in this section shall
prevent a board from (i) employing licezes who are not otherwise employed in the same profession or occupation
as investigators or inspectors or for other purposes or (ii) contracting with licensees of the board to serve as expert
withesses or consultants in cases where special knowledge @aritege is required, provided that the board limits
the duties and authority of the expert witness or consultant to serving as an information resthedwtrd and
board personnel.

§ 93B-9. Age requirements.

Except certifications issued by the Nortarolina Criminal Justice Education and Training Standards
Commission and the North Carolina Sheriffs' Education and Training Standards Commission pursuant to Chapters
17C, 17E, 74E, and 74G of the General Statutes, no occupational licensing boarduiraytmatjan individual be
more than 18 years of age as a requirement for receiving a license with the following exceptions: the North Carolina
Criminal Justice Education and Training Standards Commission and the North Carolina Sheriffs' Education and
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Training Standards Commission may establish a higher age as a requirement for holding certification through either
Commission.

§ 93B-10. Expiration of term of appointment of board member.
A board member serving on accupational and professionaensing lmard whose term of appointment has
expired shall continue to serve until a successor is appointed and qualified

§ 93B-11. Interest from State Treasurer's Investment Program.
Any interest earned by an occupational licensing board under G-8$913(d) nay be used only for the following
purposes:

(1) To reduce fees;
(2) Improve services offered to licensees and the public; or
3) For educational purposes terefit licensees or the public.

§ 93B-12. Information from licensing boards having authority ove health care providers.

€) Every occupational licensing board having authority to license physicians, physician assistants, nurse
practitioners, and nurse midwives in this State shall modify procedures for license renewal to include the collection
of information specified in this section for each board's regular renewal cycle. The purpose of this requirement is to
assist the State in tracking the availability of health care providers to determine which areas in the State suffer from
inequitable access tapecific types of health services and to anticipate future health care shortages which might
adversely affect the citizens of this State. Occupational licensing boards shall collect, report, and update the following
information:

Q) Area of health care spmlty practice;
(2) Address of all locations where the licensee practices; and
3) Other information the occupational licensing board deems relevant to assisting the State in

achieving the purpose set out in this section, including social security nufobeesearch
purposes only in matching other data sources.
(b) Every occupational licensing board required to collect information pursuant to subsection (a) of this
section shall report and update the information on an annual basis to the DepartmetthoditeHuman Services.
The Department shall provide this information to programs preparing primary care physicians, physicians assistants,
and nurse practitioners upon request by the program and by the Board of Governors of The University of North
Carolina. Information provided by the occupational licensing board pursuant to this subsection may be provided in
such form as to omit the identity of the health care licensee

§ 93B13. Revocation when licensing privilege forfeited for nonpayment of childupport or for failure to
comply with subpoena.

(a) Upon receipt of a court order, pursuant to G.S13(2 and G.S. 11042.1, revoking the occupational
license of a licensee under its jurisdiction, an occupational licensing board shall netedttetion in its records,
report the action within 30 days to the Department of Health and Human Services, and follow the normal
postrevocation rules and procedures of the board as if the revocation had been ordered by the board. The revocation
shall reman in effect until the board receives certification by the clerk of superior court or the Department of Health
and Human Services in an 4V case that the licensee is no longer delinquent in child support payments, or, as
applicable, that the licensee is gompliance with or is no longer subject to the subpoena that was the basis for the
revocation.

(b) Upon receipt of notification from the Department of Health and Human Services that a licensee under
an occupational licensing board's jurisdiction haseftefl the licensee's occupational license pursuant to G.S.
110142.1, then the occupational licensing board shall send a notice of intent to revoke or suspend the occupational
license of that licensee as provided by G.S.-14P.1(d). If the license is reked as provided by the provisions of
G.S. 110142.1, the revocation shall remain in effect until the board receives certification by the designated
representative or the child support enforcement agency that the licensee is no longer delinquent uppuild s
payments, or, as applicable, that the licensee is in compliance with or no longer subject to a subpoena that was the
basis for the revocation.

(c) If at the time the court revokes a license pursuant to subsection (a) of this section, or ifrna¢ tie ti
occupational licensing board revokes a license pursuant to subsection (b) of this section, the occupational licensing
board has revoked the same license under the licensing board's disciplinary authority over licensees under its
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jurisdiction, and tht revocation period is greater than the revocation period resulting from forfeiture pursuant to G.S.
50-13.12 or G.S. 11:042.1 then the revocation period imposed by the occupational licensing board applies.

(d) Immediately upon certification by the cleok superior court or the child support enforcement agency
that the licensee whose license was revoked pursuant to subsection (a) or (b) of this section is no longer delinquent in
child support payments, the occupational licensing board shall reinstéitetise. Immediately upon certification by
the clerk of superior court or the child support enforcement agency that the licensee whose license was revoked
because of failure to comply with a subpoena is in compliance with or no longer subject to thenaubipe
occupational licensing board shall reinstate the license. Reinstatement of a license pursuant to this section shall be
made at nodditional cost to the licensee.

§ 93B-14. Information on applicants for licensure.
Every occupational licensing bad shall require applicants for licensure to provide to the Board the applicant's
social security number. This information shall be treated as confidential and may be released only as follows:
(1) To the State Child Support Enforcement Program of the ibrepat of Health and Human
Services upon its request and for the purpose of enforcing a child support order.
(2) To the Department of Revenue for the purpose of aditering the State's tax laws.

§ 93B-15. Payment of license fees by members of the ArmE&drces; board waiver rules.

€) An individual who is serving in the Armed Forces of the United States and to whom G:-349.25
grants an extension of time to file a tax return is granted an extension of time to pay any license fee charged by an
occupatbnal licensing board as a condition of retaining a license granted by the board. The extension is for the same
period that would apply if the license fee were a tax.

(b) Occupational licensing boards shall adopt rules to postpone or waive continuingedymatment of
renewal and other fees, and any other requirements or conditions relating to the maintenance of licensure by an
individual who is currently licensed by and in good standing with the board, is serving in the Armed Forces of the
United Statesand to whom G.S. 10849.2 grants an extensiof time to file a tax return.

§ 93B-15.1. Licensure for individuals with military training and experience; proficiency examination; licensure

by endorsement for military spouses; temporary license.

(a) Except as provided by subsection (a2) of this section, and notwithstanding any other provision of law,
an occupational licensing board, as defined in @38:-1, shall issue a license, certification, or registration to a
military-trained applicant to allow ¢happlicant to lawfully practice the applicant's occupation in this State if, upon
application to an occupational licensing board, the applicant satisfies the following conditions:

Q) Has been awarded a military occupational specialty and has doné¢halfoflowing at a level
that is substantially equivalent to or exceeds the requirements for licensure, certification, or
registration of the occupational licensing board from which the applicant is seeking licensure,
certification, or registration in thiState: completed a military program of training, completed
testing or equivalent training and experience, and performed in the occupational specialty.

(2) Has engaged in the active practice of the occupation for which the person is seeking a license,
cerification, or permit from the occupational licensing board in this State for at least two of the
five years preceding the date of the application under this section.

€)) Has not committed any act in any jurisdiction that would have constituted ground$ufeal,
suspension, or revocation of a license to practice that occupation in this State at the time the act
was committed and has no pending complaints.

(a1) No later than 30 days following receipt of an application, an occupational licensingshaindotify an
applicant when the applicant's military training or experience does not satisfy the requirements for licensure,
certification, or registration and shall specify the criteria or requirements that the board determined that the applicant
failed to meet and the basis for that determination.

(a2)  An occupational licensing board, as defined in @3B-1, shall issue a license, certification, or
registration to a militargrained applicant to allow the applicant to lawfully practice the appl&antupation in this
State if the militarytrained applicant, upon application to the occupational licensing board:

(1) Presents official, notarized documentation, such as a U.S. Department of Defense Form 214
(DD-214), or similar substantiation, attegfito the applicant's military occupational specialty
certification and experience in an occupational field within the board's purview; and
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(2) Passes a proficiency examination offered by the board to mititairyed applicants in lieu of
satisfying the coditions set forth in subsection (a) of this section; however, if an applicant fails
the proficiency examination, then the applicant may be required by the board to satisfy those
conditions.

In any case where a proficiency examination is not offered mlytlny an occupational licensing board, the board
shall design a fair proficiency examination for militargined applicants to obtain licensure, certification, or
registration under this section. If a proficiency examination is offered routinely bycapat®nal licensing board,
that examination shall satisfy the requirements of this section.

(b) Notwithstanding any other provision of law, an occupational licensing board, as defined @3B 1S.
shall issue a license, certification, or registration tailitary spouse to allow the military spouse to lawfully practice
the military spouse's occupation in this State if, upon application to an occupational licensing board, the military
spouse satisfies the following conditions:

(1) Holds a current licensecertification, or registration from another jurisdiction, and that
jurisdiction's requirements for licensure, certification, or registration are substantially
equivalent to or exceed the requirements for licensure, certification, or registration of the
occupational licensing board for which the applicant is seeking licensure, certification, or
registration in this State.

(2) Can demonstrate competency in the occupation through methods as determined by the Board,
such as having completed continuieducation units or having had recent experience for at
least two of the five years preceding the date of the application under this section.

3) Has not committed any act in any jurisdiction that would have constituted grounds for refusal,
suspension, oerocation of a license to practice that occupation in this State at the time the act
was committed.

(4) Is in good standing; has not been disciplined by the agency that had jurisdiction to issue the
license, certification, or permit; and has no pendingplamts.

(© All relevant experience of a military service member in the discharge of official duties or, for a military
spouse, all relevant experience, including-fuie and partime experience, regardless of whether in a paid or
volunteer capaty, shall be credited in the calculation of years of practice in an occupation as required under
subsection (a) or (b) of this section.

(cl) Each occupational licensing board shall publish a document that lists the specific criteria or requirements
for licensure, registration, or certification by the board, with a description of the criteria or requirements that are
satisfied by military training or experience as provided in this section, and any necessary documentation needed for
obtaining the credit oradisfying the requirement. The information required by this subsection shall be published on
the occupational licensing board's Web site and the Web site of the Department of Military and Veterans Affairs.

(d) A nonresident licensed, certified, or registéuunder this section shall be entitled to the same rights and
subject to the same obligations as required of a resident licensed, certified, or registered by an occupational licensing
board in this State.

(e) Nothing in this section shall be construedhfiply to the practice of law as regulated under Chapter 84
of the General Statutes.
® An occupational licensing board shall issue a temporary practice permit to a rtitiagd applicant

or military spouse licensed, certified, or registered in angtirgsdiction while the militarytrained applicant or
military spouse is satisfying the requirements for licensure under subsection (a) or (b) of this section if that jurisdiction
has licensure, certification, or registration standards substantially &qdivio the standards for licensure,
certification, or registration of an occupation licensing board in this State. The temporary permit shall remain valid
for the later of one year or the required renewal date for the occupation the temporary pracitcegeissued for

or until a license, certification, or registration is granted by the occupational licensing board.

(9) An occupational licensing board may adopt rules necessary to implement this section.

(h) Nothing in this section shall be construegbtohibit a militarytrained applicant or military spouse from
proceeding under the existing licensure, certification, or registration requirements established by an occupational
licensing board in this State.

0] For the purposes of this section, the &tBbard of Education shall be considered an occupational
licensing board when issuing teacher licenses under Article 17E of Subchapter V of Chapter 115C of the General
Statutes.

()] For the purposes of this section, the North Carolina Medical Board stialben considered an
occupational licensing board.
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(K) An occupational licensing board shall not charge a milteaiyned applicant or a military spouse an
initial application fee for a license, certification, registration, or temporary practice perogtlipsirsuant to this
section. Nothing in this subsection shall be construed to prohibit an occupational licensing board from charging its
ordinary fee for a renewal application or prohibit a third party from charging actual costs foica seich as a
background check.

§ 93B-16. Occupational board liability for negligent acts.

€) An occupational licensing board may purchase commercial insurance of any kind to cover all risks or
potential liability of the board, its members, officers, employees, andtsagacluding the board's liability under
Articles 31 and 31A of Chapter 143 of the General Statutes.

(b) Occupational licensing boards shall be deemed State agencies for purposes of Articles 31 and 31A of
Chapter 143 of the General Statutes, and boambees and employees of occupational licensing boards shall be
considered State employees for purposes of Articles 31 and 31A of Chapter 143 of the General Statutes. To the extent
an occupational licensing board purchases commercial liability insuranceagevie excess of one hundred fifty
thousand dollars ($150,000) per claim for liability arising under Article 31 or 31A of Chapter 143 of the General
Statutes, the provisions of G.S. 1239.4 shall not apply. To the extent that an occupational licensang lpurchases
commercial insurance coverage for liability arising under Article 31 or 31A of Chapter 143 of the General Statutes,
the provisions of G.S. 14300.6(c) shall not apply.

(© The purchase of insurance by an occupational licensing board tislsection shall not be construed
to waive sovereign immunity or any other defense available to the board, its members, officers, employees, or agents
in an action or contested matter in any court, agency, or tribunal. The purchase of insurance bypatiomaicu
licensing board shall not be construed to alter or expand the limitations on claims or payments established in G.S.
143-299.2 or limit the right of board members, officers, employees, or agents to defense by the Statéded by
G.S. 143300.3
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CHAPTER 99B.
PRODUCTS LIABILITY.

SELECTED PROVISIONS

§ 99B-1. Definitions.
When used in this Chapter, unless the context otherwise requires:

Q) "Claimant" means a person or other entity asserting a claim and, if said claim is asserted on
behalf of an estate, an incompetent or a minor, "claimant" includes plaintiff's decedent,
guardian, or guardian ad litem.

(2) "Manufacturer" means a person or entity who designs, assembles, fabricates, produces,
constructs or otherwise prepares a product or coeptopart of a product prior to its sale to a
user or consumer, including a seller owned in whole or significant part by the manufacturer or
a seller owning the manufacturer in whole or significant part.

3) "Product liability action" includes any actiondught for or on account of personal injury, death
or property damage caused by or resulting from the manufacture, construction, design,
formulation, development of standards, preparation, processing, assembly, testing, listing,
certifying, warning, instrating, marketing, selling, advertising, packaging, or labeling of any
product.

4) "Seller" includes a retailer, wholesaler, or distributor, and means any individual or entity
engaged in the business of selling a product, whether such sale is for rekaleuse or
consumption. "Seller" also includes a lessor or bailor engaged in the business of leasing or
bailment of a product.

§ 99B-1.1. Strict liability.
There shall be no strict liability in tort in product liability actions.

§ 99B-1.2. Breach of varranty.

Nothing in this act shall preclude a product liability action that otherwise exists against a manufacturer or seller
for breach of warranty. The defenses provided for in this Chapter shall apply to claims for breach of warranty unless
expressly egluded under this Chapter.

§ 99B-2. Seller's opportunity to inspect; privity requirements for warranty claims.

(a) No product liability action, except an action for breach of express warranty, shall be commenced or
maintained against any seller when gineduct was acquired and sold by the seller in a sealed container or when the
product was acquired and sold by the seller under circumstances in which the seller was afforded no reasonable
opportunity to inspect the product in such a manner that woulddnaleuld have, in the exercise of reasonable care,
revealed the existence of the condition complained of, unless the seller damaged or mishandled the product while in
his possession; provided, that the provisions of this section shall not apply if tlkéastarer of the product is not
subject to the jurisdiction of the courts of this State or if such manufacturer has been judicially declared insolvent.

(b) A claimant who is a buyer, as defined in the Uniform Commercial Code, of the product involvéw, or w
is a member or a guest of a member of the family of the buyer, a guest of the buyer, or an employee of the buyer may
bring a product liability action directly against the manufacturer of the product involved for breach of implied
warranty; and the lacéf privity of contract shall not be grounds for the dismissal of such action.

§ 99B-3. Alteration or modification of product.

€) No manufacturer or seller of a product shall be held liable in any product liability action where a
proximate cause of theepsonal injury, death, or damage to property was either an alteration or modification of the
product by a party other than the manufacturer or seller, which alteration or modification occurred after the product
left the control of such manufacturer or sselier unless:

(1) The alteration or modification was in accordance with the instructions or specifications of such
manufacturer or such seller; or

(2) The alteration or modification was made with the express consent of such manufacturer or such
seller.
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(b) For the purposes of this section, alteration or modification includes changes in the design, formula,
function, or use of the product from that originally designed, tested, or intended by the manufacturer. It includes
failure to observe routine carecamaintenance, but does not include ordinary wear and tear.

§ 99B-4. Knowledge or reasonable care.
No manufacturer or seller shall be held liable in any product liability action if:

Q) The use of the product giving rise to the product liability actias wontrary to any express
and adequate instructions or warnings delivered with, appearing on, or attached to the product
or on its original container or wrapping, if the user knew or with the exercise of reasonable and
diligent care should have known afch instructions or warnings; or

(2) The user knew of or discovered a defect or dangerous condition of the product that was
inconsistent with the safe use of the product, and then unreasonably and voluntarily exposed
himself or herself to the danger, andsainjured by or caused injury with that product; or

3) The claimant failed to exercise reasonable care under the circumstances in the use of the
product, and such failure was a proximate cause of the occurrence that caused the injury or
damage complaineaf.

§ 99B-5. Claims based on inadequate warning or instruction.

€) No manufacturer or seller of a product shall be held liable in any product liability action for a claim
based upon inadequate warning or instruction unless the claimant proves thaanhicturer or seller acted
unreasonably in failing to provide such warning or instruction, that the failure to provide adequate warning or
instruction was a proximate cause of the harm for which damages are sought, and also proves one of the following:

(1) At the time the product left the control of the manufacturer or seller, the product, without an
adequate warning or instruction, created an unreasonably dangerous condition that the
manufacturer or seller knew, or in the exercise of ordinary care shauknown, posed a
substantial risk of harm to a reasonably foreseeable claimant.

(2) After the product left the control of the manufacturer or seller, the manufacturer or seller
became aware of or in the exercise of ordinary care should have knowmetpadduct posed
a substantial risk of harm to a reasonably foreseeable user or consumer and failed to take
reasonable steps to give adequate warning or instruction or to take other reasonable action under
the circumstances.

(b) Notwithstanding subsectiqa) of this section, no manufacturer or seller of a product shall be held liable
in any product liability action for failing to warn about an open and obvious risk or a risk that is a matter of common
knowledge.

(c) Notwithstanding subsection (a) of ttgection, no manufacturer or seller of a prescription drug shall be
liable in a products liability action for failing to provide a warning or instruction directly to a consumer if an adequate
warning or instruction has been provided to the physician or dtigally authorized person who prescribes or
dispenses that prescription drug for the claimant unless the United States Food and Drug Administration requires such
direct consumer warning or instruction to accompany the product.

§ 99B-6. Claims based orinadequate design or formulation.
€)) No manufacturer of a product shall be held liable in any product liability action for the inadequate design
or formulation of the product unless the claimant proves that at the time of its manufacture the manafaetlrer
unreasonably in designing or formulating the product, that this conduct was a proximate cause of the harm for which
damages are sought, and also proves one of the following:
(1) At the time the product left the control of the manufacturer, the metunéa unreasonably
failed to adopt a safer, practical, feasible, and otherwise reasonable alternative design or
formulation that could then have been reasonably adopted and that would have prevented or
substantially reduced the risk of harm without suttsdly impairing the usefulness,
practicality, or desirability of the product.
(2) At the time the product left the control of the manufacturer, the design or formulation of the
product was so unreasonable that a reasonable person, aware of the ratgsantould not
use or consume a product of this design.
(b) In determining whether the manufacturer acted unreasonably under subsection (a) of this section, the
factors to be considered shall include, but are not limited to, the following:
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(1) The naturend magnitude of the risks of harm associated with the design or formulation in light
of the intended and reasonably foreseeable uses, modifications, or alterations of the product.

(2) The likely awareness of product users, whether based on warningsalgamawrledge, or
otherwise, of those risks of harm.

3) The extent to which the design or formulation conformed to any applicable government
standard that was in effect when the product left the control of its manufacturer.

(4) The extent to which the lalieg for a prescription or nonprescription drug approved by the

United States Food and Drug Administration conformed to any applicable government or
private standard that was in effect when the product left the control of its manufacturer.

(5) The utility of the product, including the performance, safety, and other advantages associated
with that design or formulation.
(6) The technical, economic, and practical feasibility of using an alternative design or formulation
at the time of manufacture.
(7 The natire and magnitude of any foreseeable risks associated with the alternative design or
formulation.
(c) No manufacturer of a product shall be held liable in any product liability action for a claim under this

section to the extent that it is based upon &eii@nt characteristic of the product that cannot be eliminated without
substantially compromising the product's usefulness or desirability and that is recognized by the ordinary person with
the ordinary knowledge common to the community.

(d) No manufactuneof a prescription drug shall be liable in a product liability action on account of some
aspect of the prescription drug that is unavoidably unsafe, if an adequate warning and instruction has been provided
pursuant to G.S. 99B(c). As used in this subst#on, "unavoidably unsafe" means that, in the state of technical,
scientific, and medical knowledge generally prevailing at the time the product left the control of its manufacturer, an
aspect of that product that caused the claimant's harm was notatelgstapable of being made safe.

(e) Nothing in this section precludes an action against a manufacturer in accordance with the provisions of
G.S. 99B5. (1995, c. 522, s. 1.)

* k% % %
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CHAPTER 106
AGRICULTURE

SELECTED PROVISIONS

Article 12.
Food, Drugs and Cosmetics.

Selected Provisions

§ 106120. Title of Article.
This Article may be cited as the North Carolina Food, Drug and Cosmetic Act.

§ 106121. Definitions and general consideration.
For the purpose of this Article:

1)

(1a)
(1b)

()

(2a)

(3)

(4)

The term advertisement” means all representations disseminated in any manner or by any
means, other than by labeling, for the purposes of inducing, or which are likely to induce,
directly or indirectly, the purchase of food, drugs, devices or cosmetics.

The tem "color" includes black, white, and intermediate grays.

The term "color additive" means a material which:

a. Is a dye, pigment, or other substance made by a process of synthesis or similar artifice,
or extracted, isolated, or otherwise derived, withwithout intermediate or final
change of identity, from a vegetable, animal, mineral, or other source; or

b. When added or applied to a food, drug, or cosmetic, or to the human body or any part
thereof, is capable (alone or through reaction with atbbstance) of imparting color
thereto;

Provided, that such term does not apply to any pesticide chemical, soil or plant nutrient, or other

agricultural chemical solely because of its effect in aiding, retarding, or otherwise affecting,

directly or indirecly, the growth or other natural physiological process of produce of the soil
and thereby affecting its color, whether before or after harvest.

The term "Commissioner" means the Commissioner of Agriculture; the term "Department”

means the Department Africulture and Consumer Services, and the term "Board" means the

Board of Agriculture.

The term "consumer commodity" except as otherwise specifically provided by this subdivision

means any food, drug, device, or cosmetic as those terms are defthéslArgicle. Such term

does not include:

a. Any tobacco or tobacco product; or

b. Any commodity subject to packaging or labeling requirements imposed under the
North Carolina Pesticide Law of 1971, Article 52, Chapter 143, of the General Statutes
of North Carolina, or the provisions of the eighth paragraph under the heading "Bureau
of Animal Industry" of the act of March 4, 1913 (37 Stat.-833; 21 U.S.C. 15157)
commonly known as the VirgSerum Toxin Act; or

C. Any drug subject to the provisions of% 106134(13) or 106134.1 of this Article or
section 503(b)(1) or 506 of the federal act; or

d. Any beverage subject to or complying with packaging or labeling requirements
imposed under the Federal Alcohol Administration Act (27 U.S.C., et seq.); or

e. Any commodity subject to the provisions of the North Carolina Seed Law, Article 31,

Chapter 106 of the General Statutes of North Carolina.
The term "contaminated with filth" applies to any food, drug, device or cosmetic not securely
protected from dusdirt, and as far as may be necessary by all reasonable means, from all
foreign or injurious contaminations.
The term "cosmetic" means
a. Articles intended to be rubbed, poured, sprinkled, or sprayed on, introduced into, or
otherwise applied to theuman body or any part thereof for cleansing, beautifying,
promoting attractiveness, or altering the appearance, and
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b. Articles intended for use as a component of any such articles, except that such terms
shall not include soap.

(4a) The term "counterfeiirug” means a drug which, or the container or labeling of which, without
authorization, bears the trademark, trade name or other identifying mark, imprint, or device, or
any likeness thereof, of a drug manufacturer, processor, packer or distributorhathdine
person or persons who in fact manufactured, processed, packed or distributed such drug and
which thereby falsely purports or is represented to be the product of, or to have been packed or
distributed by, such other drug manufacturer, processdkepac distributor.

(5) The term "device," except when used in subdivision (15) of this section and in G:$22,06
subdivision (10), 10430, subdivision (6), 10634, subdivision (3) and 16837, subdivision
(3) means instruments, apparatus and comtdes, including their components, parts and
accessories, intended

a. For use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man
or other animals; or
b. To affect the structure or any function of the body of man or other animals.
(6) The term "drug" means
a. Articles recognized in the official United States Pharmacopoeia, official Homeopathic

Pharmacopoeia of the United States, or official National Formulary, or any supplement
to any of them; and

b. Articles intended for use in ¢hdiagnosis, cure, mitigation, treatment or prevention of
disease in man or other animals; and

C. Articles (other than food) intended to affect the structure or any function of the body
of man or other animals; and

d. Articles intended for use as a componef any article specified in paragraphs a, b or

¢; but does not include devices or their components, parts, or accessories.
(7 The term "federal act" means the Federal Food, Drug and Cosmetic Act (Title 21 U.S.C. 301 et
seq.; 52 Stat. 1040 et seq.).

(8) The term "food" means
a. Articles used for food or drink for man or other animals,
b. Chewing gum, and
C. Articles used for components of any such article.

(8a) The term "food additive" means any substance, the intended use of which results or may be
reasonably expected to result, directly or indirectly, in its becoming a component or otherwise
affecting the characteristics of any food (including any substance intended for use in producing,
manufacturing, packing, processing, preparing, treating, gaukatransporting or holding
food; and including any source of radiation intended for any such use) if such substance is not
generally recognized, among experts qualified by scientific training and experience to evaluate
its safety, as having been adeglpashown through scientific procedures (or, in the case of a
substance used in a food prior to January 1, 1958, through either scientific procedures or
experience based on common use in food) to be safe under the conditions of its intended use;
except thasuch term does not include:

a. A pesticide chemical in or on a raw agricultural commaodity; or

b. A pesticide chemical to the extent that it is intended for use or is used in the production,
storage, or transportation of any raw agricultural commaodity; or

C. A color additive; or

d. Any substance used in accordance with a sanction or approval granted prior to the

enactment of the Food Additives Amendment of 1958, pursuant to the federal act; the
Poultry Products Inspection Act (21 U.S.C. 451 et seq.) avitett Inspection Act of
March 4, 1907 (34 Stat. 1260), as amended and extended (21 U.S.C. 71 et seq.).

(9 The term "immediate container" does not include package liners.

(10) The term "label" means a display of written, printed or graphic matter upamthediate
container of any article; and a requirement made by or under authority of this Article that any
word, statement, or other information appearing on the label shall not be considered to be
complied with unless such word, statement, or other infiomalso appears on the outside
container or wrapper, if any there be, of the retail package of such article, or is easily legible
through the outside container or wrapper.
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(11) The term "labeling" means all labels and other written, printed, or gragtierm
a. Upon an article or any of its containers or wrappers, or
b. Accompanying such article.

(12) The term "new drug" means

a. Any drug the composition of which is such that such drug is not generally recognized,
among experts qualified by scidittitraining and experience to evaluate the safety
and effectiveness of drugs, as safe and effective for use under the conditions
prescribed, recommended, or suggested in the labeling thereof; or

b. Any drug the composition of which is such that such daga result of investigations
to determine its safety and effectiveness for use under such conditions, has become so
recognized, but which has not, otherwise than in such investigation, been used to a
material extent or for a material time under such .

(13) The term "official compendium” means the official United States Pharmacopoeia, official
Homeopathic Pharmacopoeia of the United States, official National Formulary, or any
supplement to any of them.

(13a) The term "package" means any taner or wrapping in which any consumer commodity is
enclosed for use in the delivery or display of that consumer commaodity to retail purchasers, but
does not include:

a. Shipping containers or wrappings used solely for the transportation of any consumer
commodity in bulk or in quantity to manufacturers, packers, or processors, or to
wholesale or retail distributors thereof; or

b. Shipping containers or outer wrappings used by retailers to ship or deliver any
commodity to retail customers if such contagand wrappings bear no printed matter
pertaining to any particular commodity.

(24) The term "person” includes individual, partnership, corporation, and association.

(14a) The term "pesticide chemical® means any substance which, alone, in chemical cmmbanat
in formulation with one or more other substances is a "pesticide" within the meaning of the
North Carolina Pesticide Law of 1971, Article 52, Chapter 143, of the General Statutes of North
Carolina, or the Federal Insecticide, Fungicide and Rodeetict (7 U.S.C. 135 et seq.), and
which is used in the production, storage, or transportation of raw agricultural commodities.

(14b) The term "practitioner" means a physician, dentist, veterinarian or other person licensed,
registered or otherwise permeitl to distribute, dispense, conduct research with respect to or to
administer a drug so long as such activity is within the normal course of professional practice
or research.

(14c) The term "principal display panel" means that part of a label that islikely to be displayed,
presented, shown, or examined under normal and customary conditions of display for retail
sale.

(14d) The term "raw agricultural commodity" means any food in its raw or natural state, including all
fruits that are washed, coloredr otherwise treated in their unpeeled natural form prior to
marketing.

(15) If an article is alleged to be misbranded because the labeling is misleading, or if an
advertisement is alleged to be false because it is misleading, then in determiathgrwhe
labeling or advertisement is misleading, there shall be taken into account (among other things)
not only representations made or suggested by statement, word, design, device, sound, or any
combination thereof, but also the extent to which lalgedinadvertisement fails to reveal facts
material in the light of such representations or material with respect to consequences which may
result from the use of the article to which the labeling or advertisement relates under the
conditions of use presceb in the labeling or advertisement thereof or under such conditions
of use as are customary or usual.

(16) The representation of a drug, in its labeling or advertisement, as an antiseptic shall be considered
to be a representation that it is a germiciedgept in the case of a drug purporting to be, or
represented as, an antiseptic for inhibitory use as a wet dressing, ointment, dusting powder, or
such other use as involves prolonged contact with the body.
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(17)

The provisions of this Article regarding tkelling of food, drugs, devices, or cosmetics, shall

be considered to include the manufacture, production, processing, packing, exposure, offer,
possession, and holding of any such article for sale; and the sale, dispensing, and giving of any
such articleand the supplying or applying of any such article in the conduct of any food, drug
or cosmetic establishment.

§ 106122. Certain acts prohibited.
The following acts and the causing thereof within the State of North Carolina are hereby prohibited:

1)

(2)
3)

(4)

(5)
(6)

(7)

(8)
(9)

(10)

(11)

(12)

(13)

(14)

(15)

The manufacture, sale, or delivery, holding or offering for sale of any food, drug, device, or

cosmetic that is adulterated or misbranded.

The adulteration or misbranding of any food, drug, device, or cosmetic.

The receipt in commerce of any foodrug, device, or cosmetic that is adulterated or

misbranded, and the delivery or proffered delivery thereof for pay or otherwise.

The sale, delivery for sale, holding for sale, or offering for sale of any article in violation of

G.S. 106131 or 106135,

The dissemination of any false advertisement.

The refusal to permit entry or inspection, or to permit the taking of a sample, or to permit access

to or copying of any record as authorized by G.S-146.

The giving of a guaranty or undertagi which guaranty or undertaking is false, except by a

person who relied on a guaranty or undertaking to the same effect signed by, and containing the

name and address of the person residing in the State of North Carolina from whom he received

in good faih the food, drug, device or cosmetic.

The removal or disposal of a detained or embargoed article in violation of G:$2%06

The alteration, mutilation, destruction, obliteration, or removal of the whole or any part of the

labeling of, or the doig of any other act with respect to, a food, drug, device or cosmetic, if

such act is done while such article is held for sale and results in such article being misbranded

or adulterated.

Forging, counterfeiting, simulating, or falsely representimgyithout proper authority using

any mark, stamp, tag, label or other identification device authorized or required by regulations

promulgated under the provisions of this Article.

The using, on the labeling of any drug or in any advertisement relatisgch drug, of any

representation or suggestion that an application with respect to such drug is effective under G.S.

106-135, or that such drug complies with the provisions of such section.

The sale at retail of any food for which a definition atahdard of identity for enrichment with

vitamins, minerals or other nutrients has been promulgated by the Board, unless such food

conforms to such definition and standard, or has been specifically exempted from same by the

Board.

The distribution incommerce of a consumer commodity, as defined in this Article, if such

commodity is contained in a package, or if there is affixed to that commodity a label, which

does not conform to the provisions of this Article and regulations promulgated undertguthori

of this Article; provided, however, that this prohibition shall not apply to persons engaged in

business as wholesale or retail distributors of consumer commaodities except to the extent that

such persons:

a. Are engaged in the packaging or labelingwfts commodities; or

b. Prescribe or specify by any means the manner in which such commodities are
packaged or labeled.

The using by any person to his own advantage, or revealing, other than to the Commissioner or

authorized officers or employees oftibepartment, or to the courts when relevant in any

judicial proceeding under this Article, any information acquired under authority of this Article

concerning any method or process which as a trade secret is entitled to protection.

In the case of arpscription drug distributed or offered for sale in this State, the failure of the

manufacturer, packer, or distributor thereof to maintain for transmittal, or to transmit, to any

practitioner licensed by applicable law to administer such drug withinah@ah course of

professional practice, who makes written request for information as to such drug, true and

correct copies of all printed matter which is required to be included in any package in which

that drug is distributed or sold, or such other primtedter as is approved under the federal act.
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Nothing in this paragraph shall be construed to exempt any person from any labeling
requirement imposed by or under other provisions of this Article.

(16) a. Placing or causing to be placed upon any drug ofcdear container thereof, with
intent to defraud, the trade name or other identifying mark, or imprint of another or
any likeness of any of the foregoing; or

b. Selling, dispensing, disposing of or causing to be sold, dispensed or disposed of, or
concealig or keeping in possession, control or custody, with intent to sell, dispense
or dispose of, any drug, device or any container thereof, with knowledge that the trade
name or other identifying mark or imprint of another or any likeness of any of the
foregong has been placed thereon in a manner prohibited by subsection (a) of this
section; or

C. Making, selling, or disposing of; causing to be made, sold or disposed of; keeping in
possession, control or custody; or concealing any punch, die, plate, startberor
thing designed to print, imprint, or reproduce the trademark, trade name, or other
identifying mark, imprint, or device of another or any likeness of any of the foregoing
upon any drug or container or labeling thereof so as to render such drugerfeaun
drug.

a7 The doing of any act which causes a drug to be a counterfeit drug, or the sale or dispensing, or

the holding for sale or dispensing of a counterfeit drug.

(18) Dispensing or causing to be dispensed a different drug in place of therdeugdbor prescribed

without the express permission of the person ordering or prescribing.

(29) The acquiring or obtaining or attempting to acquire or obtain any drug subject to the provisions

of G.S. 106134.1(a)(3) or (4) by fraud, deceihjsrepresentation, or subterfuge, or by forgery

or alteration of a prescription, or by the use of a false name, or the giving of a false address.

§ 106123. Injunctions restraining violations.
In addition to the remedies hereinafter provided, the Conmwnissof Agriculture is hereby authorized to apply
to the superior court for, and such court shall have jurisdiction upon hearing and for cause shown to grant, a temporary
or permanent injunction restraining any person from violating any provision ofl@63.22, irrespective of whether
or not there exists an adequate remedy at law.

§ 106124. Violations made misdemeanor.

€) Any person, firm or corporation violating any provision of this Article, or any regulation of the Board
adopted pursuant to thisrticle, shall be guilty of a Class 2 misdemeanor. In addition, if any person continues to
violate or further violates any provision of this Article after written notice from the Commissioner, or his duly
designated agent, the court may determine thatdsacturing which the violation continued or is repeated constitutes
a separate violation subject to the foregoing penalties.

(b) No person shall be subject to the penalties of subsection (a) of this section, for having violated G.S.
106122, subdivisionX) or (3) if he establishes a guaranty or undertaking signed by, and containing the name and
address of, the person residing in the State of North Carolina from whom he received in good faith the article, to the
effect that such article is not adulteratdnisbranded within the meaning of this Article, designating this article.

(© No publisher, radidroadcast licensee, or agency or medium for the dissemination of an advertisement,
except the manufacturer, packer, distributor, or seller of the artielditth a false advertisement relates, shall be
liable under this section by reason of the dissemination by him of such false advertisement, unless he has refused on
the request of the Commissioner of Agriculture to furnish the Commissioner the name aoffigeaddress of the
manufacturer, packer, distributor, seller or advertising agency residing in the State of North Carolina who caused him
to disseminate such advertisement.

§ 106124.1. Civil penalties.

(a) The Commissioner may assess a civil pgnaftnot more than two thousand dollars ($2,000) against
any person who violates a provision of this Article or any rule adopted pursuant to this Article. In determining the
amount of the penalty, the Commissioner shall consider the degree and extent chbsed by the violation.

(b) Prior to assessing a civil penalty, the Commissioner shall give the person written notice of the violation
and a reasonable period of time in which to correct the violation. However, the Commissioner shall not be required to
give a person time to correct a violation before assessing a penalty if the Commissioner determines the violation is
likely to cause future physical injury or illness.
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(c) The Commissioner shall consider the training and management practices impleryeheegdyson for
the purpose of complying with this Article as a mitigating factor when determining the amount of the civil penalty.

(d) The Commissioner shall remit the clear proceeds of civil penalties assessed pursuant to this section to
the Civil Penaly and Forfeiture Fund in accordance with G.S. 1-15C.2.

§ 106125. Detention of product or article suspected of being adulterated or misbranded.

€) Whenever a duly authorized agent of the Department of Agriculture and Consumer Services finds or has
probable cause to believe, that any food, drug, device, cosmetic or consumer commodity is adulterated, or so
misbranded as to be dangerous or fraudulent within the meaning of this Article or is in violation of GL31 106
106-135 of this Article, he shiaaffix to such article a tag or other appropriate marking giving notice that such article
is, or is suspected of being, adulterated or misbranded and has been detained or embargoed, and warning all persons
not to remove or dispose of such article by saletherwise until permission for removal or disposal is given by such
agent or the court. It shall be unlawful for any person to remove or dispose of such detained or embargoed article by
sale or otherwise without such permission.

(b) When an article datned or embargoed under subsection (a) has been found by such agent to be
adulterated, or misbranded or to be in violation of G.S:II¥Bor 106135 of this Article, he shall petition a judge of
the district, or superior court in whose jurisdiction thicke is detained or embargoed for an order for condemnation
of such article. When such agent has found that an article so detained or embargoed is not adulterated or misbranded,
he shall remove the tag or other marking.

(© If the court finds that a deteed or embargoed article is adulterated or misbranded, such article shall,
after entry of the decree, be destroyed at the expense of the claimant thereof, under the supervision of such agent; and
all court costs and fees, and storage and other propensegeshall be taxed against the claimant of such article or
his agent: Provided, that when the adulteration or misbranding can be corrected by proper labeling or processing of
the article, the court, after entry of the decree and after such costspftespanses have been paid and a good and
sufficient bond, conditioned that such article shall be so labeled or processed, has been executed, may by order direct
that such article be delivered to the claimant thereof for such labeling or processindharsigrervision of an agent
of the Department of Agriculture and Consumer Services. The expense of such supervision shall be paid by the
claimant. Such bond shall be returned to the claimant of the article on representation to the court by the Department
of Agriculture and Consumer Services that the article is no longer in violation of this Article, and that the expenses of
such supervision have been paid.

(d) Whenever any duly authorized agent of the Department of Agriculture and Consumer Servicesishall fin
in any room, building, vehicle of transportation or other structure, any meat, seafood, poultry, vegetable, fruit or other
perishable articles which are unsound, or contain any filthy, decomposed or putrid substance, or that may be poisonous
or deleteriais to health or otherwise unsafe, the same being hereby declared to be a nuisance, the agent shall forthwith
condemn or destroy the same, or in any other manner render the same unsalable as human food.

§ 106126. Prosecutions of violations.
It shall be he duty of the solicitors and district attorneys of this State to promptly prosecui@atibns of this
Article.

§ 106127. Report of minor violations in discretion of Commissioner.

Nothing in this Article shall be construed as requiring the Comarissiof Agriculture to report for the institution
of proceedings under this Article, minor violations of this Article, whenever the Commissioner believes that the public
interest will be adequately served in the circumstances by a suitable written netmeing.

* k k * %

§106132. Additives, etc., deemed unsafe.

Any added poisonous or added deleterious substance, any food additive, any pesticide chemical in or on a raw
agricultural commaodity or any color additive, shall with respect to @arjicular use or intended use be deemed
unsafe for the purpose of application of G.S.-128(1), paragraphs b and g and 1I®(4) with respect to any food,
106-133(1) with respect to any drug or device, or-136(1) and (5) with respect to any cosmgtinless there is in
effect a regulation pursuant to G.S. 1180 of this Article limiting the quantity of substance, and the use or intended
use of such substance conforms to the terms prescribed by such regulation. While such regulations reldting to suc
substance are in effect, a food, drug, or cosmetic shall not, by reason of bearing or containing such substance in
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accordance with the regulations be considered adulterated within the meaning of GL39(@1 % 106133(1) and

106-136(1).

§ 106133. Drugs deemed to be adulterated.
A drug or device shall be deemed to be adulterated:

(1)

()

®3)
(4)

a. If it consists in whole or in part of any filthy, putrid or decomposed substance; or

b. If it has been produced, prepared, packed, or held under insanitary canditiereby
it may have been contaminated with filth, or whereby it may have been rendered
injurious to health; or

C. If it is a drug and its container is composed, in whole or in part, of any poisonous or
deleterious substance which may render the conigatous to health; or

d. If

1. It is a drug and it bears or contains, for purposes of coloring only, a color
additive which is unsafe within the meaning of G.S.-168, or
2. Ifitis a color additive, the intended use of which in or on drugs is fagses
of coloring only, and is unsafe within the meaning of G.S-188;
e. If it is a drug and the methods used in, or the facilities or controls used for, its

manufacture, processing, packing, or holding do not conform to or are not operated or
adminisered in conformity with current good manufacturing practice to assure that
such drug meets the requirements of this Article as to safety and has the identity and
strength, and meets the quality and purity characteristics, which it purports or is
representg to possess.
If it purports to be or is represented as a drug the name of which is recognized in an official
compendium, and its strength differs from, or its quality or purity falls below, the standard set
forth in such compendium. Such determinatisnto strength, quality, or purity shall be made
in accordance with the tests or methods of assay set forth in such compendium, or in the absence
of or inadequacy of such tests or methods of assay, those so prescribed under authority of the
federal act. M drug defined in an official compendium shall be deemed to be adulterated under
this subdivision because it differs from the standard of strength, quality, or purity therefor set
forth in such compendium, if its difference in strength, quality, or péndiyn such standard is
plainly stated on its label. Whenever a drug is recognized in both the United States
Pharmacopoeia and the Homeopathic Pharmacopoeia of the United States it shall be subject to
the requirements of the United States Pharmacopoeisstihiesabeled and offered foale as
a homeopathic drug, in which case it shall be subject to the provisions of the Homeopathic
Pharmacopoeia of the United States and not to those of the United States Pharmacopoeia.
If it is not subject to the prosions of subdivision (2) of this section and its strength differs
from, or its purity or quality falls below, that which it purports or is represented to possess.
If it is a drug and any substance has been
a. Mixed or packed therewith so as to redusejuality or strength; or
b. Substitded wholly or in part therefor.

§ 106134. Drugs deemed misbranded.
A drug or device shall be deemed to be misbranded:

1)
()

®3)

If its labeling is false or misleading in any particular, or if its labeling or packdgitgyto

conform with the requirements of G.S. 1089 or 106139.1 of this Article.

If in package form unless it bears a label containing

a. The name and place of business of the manufacturer, packer, or distributor; and

b. An accurate statement ofelyjuantity of the contents in terms of weight, measure, or
numerical count, which statement shall be separately and accurately stated in a
uniform location upon the principal display panel of the label, except as exempted with
respect to this clause by G.$06121(2a)c of this Article; provided, that under
paragraph b of this subdivision reasonable variations shall be permitted, and
exemptions as to small packages shall be established, by regulations prescribed by the
Board of Agriculture.

If any word, statement, or other information required by or under authority of this Article to

appear on the label or labeling is not prominently placed thereon with such conspicuousness (as
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compared with other words, statements, designs or devices, in the labeting)such terms
as to render it likely to be read and understood by the ordinary individual under customary
conditions of purchase and use.

(4) If it is for use by man and contains any quantity of the narcotic or hypnotic substance
alphaeucaine, barbiteracid, betaeucaine, bromal, cannabis, carbromal, chloral, coca, cocaine,
codeine, heroin, marijuana, morphine, opium, paraldehyde, peyote, or sulphonmethane; or any
chemical derivative of such substances, which derivative has been by the Board after
invegigation, found to be, and by regulations under this Article, designated as, habit forming;
unless its label bears the name and quantity or proportion of such substance or derivative and
in juxtaposition therewith the statement "Warninlay be habit forring."

(5) a. If it is a drug, unless:

1. Its label bears, to the exclusion of any other nonproprietary name (except the
applicable systematic chemical name or the chemical formula),
l. The established name (as defined in paragraph b of this subdivision)
of the drug, if such there be, and
I. In case it is fabricated from two or more ingredients the established
name and quantity of each active ingredient, including the kind and
quantity or proportion of any alcohol and also including, whether
active or notthe established name and quantity or proportion of any
bromides, ether, chloroform, acetanilid, acetphenetidin,
amidopyrine, antipyrine, atropine, hyoscine, hyoscyamine, arsenic,
digitalis, digitalis glucosides, mercury, ouabain, strophanthin,
strychnine,thyroid, or any derivative or preparation of any such
substances, contained therein: Provided, that the requirement for
stating the quantity of the active ingredients, other than the quantity
of those specifically named in this subdivision, shall apply oml
prescription drugs; and
2. For any prescription drug the established hame of such drug or ingredient, as
the case may be, on such label (and on any labeling on which a name for such
drug or ingredient is used) is printed prominently and in type at hedf as
large as that used thereon for any proprietary hame or designation for such
drug or ingredient; and provided, that to the extent that compliance with the
requirements of 1 Il or 2 of this subdivision is impracticable, exemptions shall
be allowedunder regulations promulgated by the Board.
b. As used in this subdivision (5), the term "established name," with respect to a drug or
ingredient thereof, means:
1. The applicable official name designated pursuant to section 508 of the federal
act, or
2. If there is no such name and such drug, or such ingredient, is an article
recognized in an official compendium, then the official title thereof, in such
compendium, or
3. If neither 1 nor 2 of this paragraph applies, then the common or usual name,
if any, of such drug or of such ingredient:
Provided further, that where 2 of this ssitbdivision applies to an article recognized
in the United States Pharmacopoeia and in the Homeopathic Pharmacopoeia under
different official titles, the official title used ithe United States Pharmacopoeia shall
apply unless it is labeled and offered for sale as a homeopathic drug, in which case the
official title used in the Homeopathic Pharmacopoeia shall apply.

(6) Unless its labeling bears
a. Adequate directions for usena
b. Such adequate warnings against use in those pathological conditions or by children

where its use may be dangerous to health, or against unsafe dosage or methods or
duration of administration or application, in such manner and form, as are necessary
for the protection of users: Provided, that where any requirement of paragraph a of this
subdivision, as applied to any drug or device, is not necessary for the protection of the
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(7)

(8)

©)
(10)
(13)

(14)

(15)

(16)

public health, the Board of Agriculture shall promulgate regulations exengiiciy

drug or device from such requirements.
If it purports to be a drug the name of which is recognized in an official compendium, unless it
is packaged and labeled as prescribed therein: Provided, that the method of packing may be
modified with the onsent of the Board of Agriculture. Whenever a drug is recognized in both
the United States Pharmacopoeia and the Homeopathic Pharmacopoeia of the United States, it
shall be subject to the requirements of the United States Pharmacopoeia with respect to
padkaging and labeling unless it is labeled and offered for sale as a homeopathic drug, in which
case it shall be subject to the provisions of the Homeopathic Pharmacopoeia of the United States
and not to those of the United States Pharmacopoeia.
If it has been found by the Department of Agriculture and Consumer Services to be a drug liable
to deterioration, unless it is packaged in such form and manner, and its label bears a statement
of such precautions, as the Board of Agriculture shall by regulate&ansre as necessary for
the protection of public health. No such regulation shall be established for any drug recognized
in an official compendium until the Commissioner of Agriculture shall have informed the
appropriate body charged with the revisionwflscompendium of the need for such packaging
or labeling requirements and such body shall have failed within a reasonable time to prescribe
such requirements.

a. If it is a drug and its container is so made, formed, or filled as to be misleading; or
b. If it is an imitation of another drug; or
C. If it is offered for sale under the name of another drug.

If it is dangerous to health when used in the dosage, or with the frequency or duration
prescribed, recommended, or suggested in the labtblangof.

Ifitis, or purports to be, or is represented as a drug composed wholly or partly of insulin, unless:

a. Itis from a batch with respect to which a certificate or release has been issued pursuant
to section 506 of the federal act, and
b. Such certificate or release is in effect with respect to such drug.

If it is, or purports to be, or is represented as a drug composed wholly or partly of any kind of
penicillin, streptomycin, chlortetracycline, chloramphenicol, bacitracin, or trer antibiotic
drug, or any derivative thereof, unless

a. Itis from a batch with respect to which a certificate or release has been issued pursuant
to section 507 of the federal act, and
b. Such certificate or release is in effect with respect to suad dr

Provided, that this subsection shall not apply to any drug or class of drugs exempted by
regulations promulgated under section 507(c) or (d) of the federal act. For the purpose of this
subsection the term "antibiotic drug" means any drug intendedséby man containing any
guantity of any chemical substance which is produced by microorganisms and which has the
capacity to inhibit or destroy microorganisms in dilute solution (including the chemically
synthesized equivalent of any such substance).

If it is a color additive, the intended use of which in or on drugs is for the purpose of coloring
only, unless its packaging and labeling are in conformity with such packaging and labeling
requirements applicable to such color additive, prescribed timelerovisions of G.S. 10632

of this Article.

In the case of any prescription drug distributed or offered for sale in this State, unless the
manufacturer, packer, or distributor thereof includes in all advertisements and other descriptive
printed méter issued or caused to be issued by the manufacturer, packer, or distributor with
respect to that drug a true statement of

a. The established name, as defined in G.S.-I®F5)b of this Article, printed
prominently and in type at least half as largé¢has used for any trade or brand name
thereof,

b. The formula showing quantitatively each ingredient of such drug to the extent required
for labels under section 502(e) of the federal act, and

C. Such other information in brief summary relating to sideaf, contraindications,

and effectiveness as shall be required in regulations issued under the federal act.
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a7) If a trademark, trade name or other identifying mark, imprint or device of another or any
likeness of the foregoing has been placed thereapanm its container with intent to defraud.

(18) If it is a drug and its packaging or labeling is in violation of an applicable regulation issued
pursuant to section 3 or 4 of the Federal Poisewdhtion Packaging Act of 1970.

§ 106134.1. Prescriptiors required; label requirements; removal of certain drugs from requirements of this
section.
€) A drug intended for use by man which:
(1) Is a habitforming drug to which G.S. 10634(4) applies; or
(2) Because of its toxicity or other potentiality for hdul effect, or the method of its use, or the
collateral measures necessary to its use, is not safe for use except under the supervision of a
practitioner licensed by law to administer such drug in the course of his normal practice; or

3) Is limited by anapproved application under section 505 of the federal act to use under the
professional supervision of a practitioner licensed by law to administer such drug; or

(4) Is a drug the label of which bears the statement "Caution: Federal law prohibits digpensi
without a prescription,” shall be dispensed only
a. Upon a written prescription of a practitioner licensed by law to administer such drug,

or authorized to issue orders pursuant to G.S88H@3)(a), provided that the written
prescription must bear th@inted or stamped name, address, telephone number and
DEA number of the prescriber in addition to his legal signature, or

b. Upon an oral prescription of such practitioner which is reduced promptly to writing
and filed by the pharmacist, or
C. By refilling any such written or oral prescription if such refilling is authorized by the

prescriber either in the original prescription or by oral order which is reduced promptly
to writing and filed by the pharmacist. If any prescription for such drug does
indicate the times it may be refilled, if any, such prescription may not be refilled unless
the pharmacist is subsequently authorized to do so by the practitioner.

The act of dispensing a drug contrary to the provisions of this subdivision shakinedi¢o

be an act which results in a drug being misbranded while held for sale.

(b) Any drug dispensed by filling or refilling a written or oral prescription of a practitioner licensed by law
to administer such drug shall be exempt from the requireme@sf106134, except subsections (1), (9)b and c,

(13) and (14), and the packaging requirements of subsections (7) and (8), if the drug bears an affixed label containing
the name of the patient, the name and address of the pharmacy, the phrase "Filled by " or
"Dispensed by ," with the name of the practitioner who dispenses the prescription appearing in
the blank, the serial number and date of the prescription or of its filling, the name of the prescriber, the directions fo
use, and unless otherwise directed by the prescriber of such drug, the name and strength of such drug. This exemption
shall not apply to any drugs dispensed in the course of the conduct of a business of dispensing drugs pursuant to
diagnosis by mail, oo a drug dispensed in violation of subsection (a) of this section.

Any tranquilizer or sedative dispensed by filling or refilling a written or oral prescription of a practitioner licensed
by law to administer such drug shall be labelled by the pharmidtiet, prescriber so directs on the prescription, with
a warning that: "The consumption of alcoholic beverages while on this medication can be harmful to your health."”

(© The Board may, by regulation, remove drugs subject to G.S138@!) and G.S. 10635 from the
requirements of subsection (a) of this section when such requirements are not necessary for the protection of the public
health. Drugs removed from the prescription requirements of the federal act by regulations issued thereunder shall
also, ly regulations issued by the Board, be removed from the requirement of subsection (a).

(d) A drug which is subject to subsection (a) of this section shall be deemed to be misbranded if at any time
prior to dispensing its label fails to bear the statemergution: Federal Law Prohibits Dispensing Without
Prescription." A drug to which subsection (a) of this section does not apply shall be deemed to be misbranded if at
any time prior to dispensing its label bears the caution statement quoted in the preeptiinge.

(e) Nothing in this section shall be construed to relieve any person from any requirement prescribed by or
under authority of law with respect to drugs now included or which may hereafter be included within the classification
of "controlled substnces” as this term is defined in applicable federal s Sontrolled substance acts.

§ 106135. Regulations for sale of new drugs.
€)) No person shall sell, deliver, offer for sale, hold for sale or give away any new drug unless:
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(1) An applicationwith respect theeto has been approved and sajproval has not been
withdrawn under section 505 of the federal act, or

(2) When not subject to the federal act, by virtue of not being a drug in interstate commerce, unless
such drug has been tested andlteen found to be safe for use and effective in use under the
conditions prescribed, recommended, or suggested in the labeling thereof, and prior to selling
or offering for sale such drug, there has been filed with the Commissioner an application setting

forth

a. Full reports of investigations which have been made to show whether or not such drug
is safe for use and whether such drug is effective in use;

b. A full list of the articles used as components of such drug;

C. A full statement of the compositiori such drug;

d. A full description of the methods used in, and the facilities and controls used for, the
manufacture, processing, and packing of such drug;

e. Such samples of such drug and of the articles used as components thereof as the
Commissioner mayequire; and

f. Specimens of the labeling proposed to be used for such drug.

(b) An application provided for in subdivision (a)(2) of this section shall become effective on the one

hundred eightieth day after the filing thereof, except that if the Cononissfinds, after due notice to the applicant
and giving him an opportunity for hearing,

(1) That the drug is not safe or not effective for use under the conditions prescribed, recommended
or suggested in the proposed labeling thereof; or

(2) The methods sed in, and the facilities and controls used for, the manufacture, processing and
packing of such drug is inadequate to preserve its identity, strength, quality, and purity; or

3) Based on a fair evaluation of all material facts, such labeling is falsgisteading in any

particular; he shall, prior to the effective date of the application, issue an order refusing to permit
the application to become effective.

(© An order refusing to permit an application under this section to become effective maghezrby the
Commissioner.
(d) The Commissioner shall promulgate regulations for exempting from the operation of the foregoing

subsections and subdivisions of this section drugs intended solely for investigational use by experts qualified by
scientific traning and experience to investigate the safety and effectiveness of drugs. Such regulations may, within
the discretion of the Commissioner among other conditions relating to the protection of the public health, provide for
conditioning such exemption upon

Q) The submission to the Commissioner, before any clinical testing of a new drug is undertaken,
of reports, by the manufacturer or the sponsor of the investigation of such drug, of preclinical
tests (including tests on animals) of such drug adequatetify e proposed clinical testing;

(2 The manufacturer or the sponsor of the investigation of a new drug proposed to be distributed
to investigators for clinical testing obtaining a signed agreement from each of such investigators
that patients to whonhée drug is administered will be under his personal supervision, or under
the supervision of investigators responsible to him, and that he will not supply such drug to any
other investigator, or to clinics, for administration to human beings; and

€)) The establishment and maintenance of such records, and the making of such reports to the
Commissioner, by the manufacturer or the sponsor of the investigation of such drug, of data
(including but not limited to analytical reports by investigators) obtaingdeasesult of such
investigational use of such drug, as the Commissioner finds will enable him to evaluate the
safety and effectiveness of such drug in the event of the filing of an application pursuant to
subsection (b).

Such regulations shall provide thsuch exemption shall be conditioned upon the manufacturer, or the sponsor of the
investigation, requiring that experts using such drugs for investigational purposes certify to such manufacturer or
sponsor that they will inform any human beings to whorhgdrugs, or any controls used in connection therewith,

are being administered, or their representatives, that such drugs are being used for investigational purposes and will
obtain the consent of such human beings or their representatives, except eheleeth it not feasible, or, in their
professional judgment, contrary to the best interests of such human beings. Nothing in this subsection shall be
construed to require any clinical investigator to submit directly to the Commissioner reports on tigeitimesl use

of drugs; provided, that regulations adopted under section 505(i) of the federal act may be adopted by the
Commissioner as the regulations in this State.
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(e) Q) In the case of any drug for which an approval of an application filed purgutii section is
in effect, the applicant shall establish and maintain such records, and make such reports to the
Commissioner, of data relating to clinical experience and other data or information, received or
otherwise obtained by such applicant wigspect to such drug, as the Commissioner may by
general regulation, or by order with respect to such application, prescribe: Provided, however,
that regulations and orders issued under this subsection and under subsection (d) shall have due
regard for theprofessional ethics of the medical profession and the interests of patients and
shall provide, where the Commissioner deems it to be appropriate, for the examination, upon
request, by the persons to whom such regulations or orders are applicable, af simila
information received or otherwise obtained by the Commissioner.

(2) Every person required under this section to maintain records, and every person in charge or
custody thereof, shall, upon request of an officer or employee designated by the Commissioner,
permit such officer or employee at all reasonable times to have access to and copy and certify
such records.

) The Commissioner may, after affording an opportunity for public hearing, revoke an application
approved pursuant to this section if he finolsttthe drug, based on evidence acquired after such approval, may not be
safe or effective for its intended use, or that the facilities or controls used in the manufacture, processing, or labeling
of such drug may present a hazard to the public health.

(9) This section shall not apply:

(1) To a drug sold in this State or introduced into interstate commerce at any time prior to the
enactment of the federal act, if its labeling contained the same representations concerning the
conditions of its use; or

(2) To any drug which is licensed under the Public Health Service Act of July 1, 1944 (58 Stat.
682, as amended; 42 U.S.C. 201 et seq.) or under the AnimaiSérusaToxin Act of March
4,1913 (13 Stat. 832; 21 U.S.C. 151 et seq.); or

3) To any drug which isubject to G.S. 16634 (14) of this Article.

* Kk k k%
8§ 106138. False advertising.
(a) An advertisement of a food, drug, device or cosmetic shall be deemed to be false if it is false or
misleading in any particular.
(b) For the purpose of this Artie the advertisement of a drug or device representing it to have any effect in

albuminuria, appendicitis, arteriosclerosis, blood poison, bone disease, Bright's disease, cancer, carbuncles,
cholecystitis, diabetes, diphtheria, dropsy, erysipelas, gallstdmart and vascular diseases, high blood pressure,
mastoiditis, measles, meningitis, mumps, nephritis, otitis, media, paralysis, pneumonia, poliomyelitis, (infantile
paralysis), prostate gland disorders, pyelitis, scarlet fever, sexual impotencenfgotisri, smallpox, tuberculosis,

tumors, typhoid, uremia, or venereal diseases, shall also be deemed to be false; except that no advertisement not in
violation of subsection (a) shall be deemed to be false under this subsection if it is disseminatedentpers of

the medical, dental, pharmaceutical, or veterinary professions, or appears only in the scientific periodicals of these
professions, or is disseminated only for the purpose of public health education by persons not commercially interested,
directly or indirectly, in the sale of such drugs or devices: Provided, that whenever the Department of Agriculture and
Consumer Services determines that an advance in medical science has made any typedits¢ibn safe as to any

of the diseases namebtlave, the Board shall by regulation authorize the advertisement of drugs having curative or
therapeutic effect for such disease, subject to such conditions and restrictions as the Board may deem necessary in the
interest of public health: Provided, thatstlsubsection shall not be construed as indicating thatreslfcation for

diseases other than those narhetkin is safe or efficacious.

§ 106139. Regulations by Board of Agriculture.

(a) The authority to promulgate regulations for the efficient esdorent of this Article is hereby vested in
the Board of Agriculture, except the Commissioner of Agriculture is hereby authorized to promulgate regulations
under G.S. 10431 and 106135. The Board and Commissioner are hereby authorized to make the osgulati
promulgated under this Article conform, insofar as practicable, with those promulgated for foods, drugs, devices,
cosmetics and consumer commodities under the federal act, including but not limited to pesticide chemical residues
on or in foods, food atitives, color additives, special dietary foods, labeling of margarine for retail sale or distribution,
nutritional labeling of foods, the fair packaging and labeling of consumer commodities and new drug clearance.
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Notwithstanding the provisions of subsgeant (e) of this section, a federal regulation adopted by the Board or
Commissioner pursuant to this Article shall take effect in this State on the date it becomes effective as a federal
regulation.

(b) The Board may promulgate regulations exempting from affirmative labeling requirement of this
Article consumer commodities which are, in accordance with the practice of the trade, to be processed, labeled or
repacked in substantial quantities at establishments other than those where originally processt@doron
condition that such consumer commodities are not adulterated or misbranded under the provisions of this Article upon
removal from such processing, labeling or repacking establishment. The Board may additionally promulgate
regulations exemptinffom any labeling requirement of this Article foods packaged or dispensed at the direction of
the retail purchaser at the time of sale, whether or not for immediate consumption by the purchaser on the premises of
the seller.

(c) Whenever the Board determeimithat regulations containing prohibitions or requirements other than those
prescribed by G.S. 10639.1(a) are necessary to prevent the deception of consumers or to facilitate value comparisons
as to any consumer commodity, the Board shall promulgakeregpect to that commodity regulations effective to:

Q) Establish and define standards for the characterization of the size of a package enclosing any
consumer commaodity, which may be used to supplement the label statement of net quantity of
contents opackages containing such commodity, but this paragraph shall not be construed as
authorizing any limitation of the size, shape, weight, dimensions, or number of packages which
may be used to enclose any commodity;

(2) Regulate the placement upon any paekegntaining any commaodity or upon any label affixed
to such commodity, of any printed matter stating or representing by implication that such
commodity is offered for retail sale at a price lower than the ordinary and customary retail sale
price or that aetail sale price advantage is accorded to purchasers thereof by reason of the size
of thatpackage or the quantity of ikentents;

3) Require that the label on each package of a consumer commaodity bear
a. The common or usual name of such consurnenmodity, if any, and
b. In case such consumer commaodity consists of two or more ingredients, the common

or usual name of each such ingredient listed in order of decreasing predominance, but
nothing in this paragraph shall be deemed to require thataohy $ecret be divulged,;
or
4) Prevent the nonfunctional sladik of packages containing consumer commodities.
For the purposes of subdivision (4) of this subsection, a package shall be deemed to be
nonfunctionally slacKilled if it is filled of substantially less than its capacity for reasons other

than
a. Protection of the contents of such package, or
b. The requirements of machines used for enclosing the contents in such package;

provided, the Board may adopt any regulations promulgated pursudiné teederal Fair
Packaging and Labeling Act which shall have the force and effect of law in this State.
(d) Hearings authorized or required by G.S. I3 or G.S. 10435 shall be conducted in accordance with
Chapter 150B of the General Statutes.

§106-139.1. Declaration of net quantity of contents.

€) All labels of consumer commodities, as defined by this Article, shall conform with the requirement for
the declaration of net quantity of contents of section 4 of the Federal Fair Packaging aimd) Ladie(15 U.S.C.

1451, et seq.) and the regulations promulgated pursuant thereto: Provided, that consumer commodities exempted from
such requirements of section 4 of the Federal Fair Packaging and Labeling Act shall also be exempt from this
subsection.

(b) The label of any package of a consumer commodity which bears a representation as to the number of
servings of such commodity contained in such package shall bear a statement of the net quantity (in terms of weight,
measure, or numerical count) of eatlth serving.

(c) No person shall distribute or cause to be distributed in commerce any packaged consumer commodity if
any qualifying words or phrases appear in conjunction with the separate statement of the net quantity of contents
required by subsectiof@) of this section, but nothing in this section shall prohibit supplemental statements, at other
places on the package, describing in nondeceptive terms the net quantity of contents: Provided, that such supplemental
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statements of net quantity of conteat&ll not include any term qualifying a unit of weight, measure, or count that
tends to exaggerate the amount of the coudity contained in the package.

§ 106140. Further powers of Commissioner of Agriculture for enforcement of Article; report by inspetor to
owner of establishment.

€) For purposes of enforcement of this Article, the Commissioner or any of his authorized agents, are
authorized upon presenting appropriate credentials and a written notice to the owner, operator or agent in charge,
Q) To enter at reasonable times any factory, warehouse or establishment in which food, drugs,

devices or cosmetics are manufactured, processed, or packed or held for introduction into
commerce or after such introduction or to enter any vehicle being usedgpdrgor hold such
food, drugs, devices or cosmetics in commerce; and

(2) To inspect at reasonable times and in a reasonable manner such factory, warehouse,
establishment or vehicle and all pertinent equipment, finished or unfinished materials,
containersand labeling therein, and to obtain samples necessary to the endorsement of this
Article. In the case of any factory, warehouse, establishment, or consulting laboratory in which
any food, drug, device or cosmetic is manufactured, processed, analyzest] patield, the
inspection shall extend to all things therein (including records, files, papers, processes, controls
and facilities) bearing on whether any food, drug, device or cosmetic which is adulterated or
misbranded within the meaning of this Artide which may not be manufactured, introduced
into commerce or sold or offered for sale by reason of any provision of this Article, has been
or is being manufactured, processed, packed, transported or held in any such place or otherwise
bearing on violatio of this Article. No inspection authorized by the preceding sentence shall

extend to

a. Financial data,

b. Sales data other than shipment data,

C. Personnel data (other than data as to qualifications of technical and professional
personnel performing futions subject to this Article),

d. Pricing data, and

e. Research data (other than data relating to new drugs and antibiotic drugs, subject to

reporting and inspection under lawful regulations issued pursuant to section 505(i) or

() or section 507 (d) ory) of the federal act, and data, relating to other drugs, which

in the case of a new drug would be subject to reporting or inspection under lawful

regulations issued pursuant to section 505(j) of the federal act).
Such inspection shall be commenced andnmleted with reasonable promptness. The
provisions of the second sentence of this subsection shall not apply to such classes of persons
as the Board may by regulation exempt from the application of this section upon a finding that
inspection as applied such classes of persons in accordance with this section is not necessary
for the protection of the public health.

€)) To have access to and to copy all records of carriers in commerce showing the movement in

commerce of any food, drug, device, or cosmeticthe holding thereof during or after such
movement, and the quantity, shipper and consignee thereof: Provided, that evidence obtained
under this subsection shall not be used in a criminal prosecution of the person from whom
obtained; and provided fumth, that carriers shall not be subject to the other provisions of this
Article by reason of their receipt, carriage, holding, or delivery of food, drugs, devices or
cosmetics in the usual course of business as carriers.

(b) Upon completion of any suchnspection of a factory, warehouse, consulting laboratory or other
establishment and prior to leaving the premises, the authorized agent making the inspection shall give to the owner,
operator, or agefih-charge a report in writing setting forth any cdiatis or practices observed by him which in his
judgment indicate that any food, drug, device or cosmetic in such establishment:

(1) Consists in whole or in part of any filthy, putrid, or decomposed substance; or
(2) Has been prepared, packed or held umdsanitary conditions whereby it may have become
contaminated with filth or whereby it may have been rendered injurious to health.
(c) If the authorized agent making any such inspection of a factory, warehouse or other establishment has

obtained any saldb product samples in the course of the inspection, upon completion of the inspection and prior to
leaving the premises he shall offer reasonable payment for any such product samples.
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(d) It shall be the duty of the Commissioner of Agriculture to makeaoise to be made examination of
samples secured under the provisions of this section to determine whether or not any provision of this Article is being
violated

§ 106140.1. Registration of producers of prescription drugs and devices.

€) On or before Deember 31 of each year, every person doing business in North Carolina and operating as
a wholesaler, manufacturer, outsourcing facility, or repackager, as those terms are defined in subsection (j) of this
section, shall register with the Commissioner kima and business location(s) in North Carolina. If said person has
no business locations in North Carolina, he shall register his name and location of his corporate offices.

(b) Every person, upon first operating as a wholesaler, manufacturer, outsdaaiiityy or repackager in
North Carolina shall immediately register with the Commissioner his name, place of business, and such establishment.
If said person has no business locations in North Carolina, he shall register his name and location ofraie corpo
offices.

(c) Every person duly registered in accordance with subsections (a) and (b) of this section shall register with
the Commissioner any additional establishment that he owns or operates in the State of North Carolina prior to doing
business as manufacturer, wholesaler, outsourcing facility, or repackager.

(d) The Commissioner may assign a registration number to any person or any establishment registered in
accordance with this section.
(e) The Commissioner shall make available for inspecticangoperson so requesting any registration filed
pursuant to this section.
() The following classes of people are exempt from the registration requirements of this section:
() Pharmacists as defined in G.S:88.3(q) holding a valid permit as defineddnS. 9085.3(m).
(2) Practitioners licensed or registered by law to prescribe or administer drugs and who

manufacture, prepare, compound, or process drugs or devices solely for use in the course of
their professional practice.

3) Persons who manufacturprepare, compound, or process drugs solely for use in research,
teaching, or chemical analysis and not for sale.
4) Other classes of persons the Commissioner may by rule exempt from the application of this

section upon a finding that registration by thedasses of persons in accordance with this
section is not necessary for the protection of the public health.
(5) Wholesale distributors of prescription drugs licensed under G.$1498.

(9) Every establishment in the State of North Carolina registerttdthe Commissioner pursuant to this
section shall be subject to inspection pursuant to G.S1406
(h) The Commissioner shall adopt rules to implement the registration requirements of this section. These

rules shall provide for an annual registratif@®@ of one thousand dollars ($1,000) for companies operating as
manufacturers, outsourcing facilities, or repackagers and seven hundred dollars ($700.00) for companies operating as
wholesalers. The Department of Agriculture and Consumer Services shidlbasegunds for the implementation of

the North Carolina Food, Drug and Cosmetic Act.

® For the purposes of this act, name means the name of the partnership if a partnership and the name of
the corporation if a corporation.
()] As used in this section:
Q) The term "manufacturer" means a person who prepares, derives, or produces a prescription

drug. Pharmacists are specifically excluded from this definition if they are acting in the course
of their professional practice as defined in Chapter 90 andadtgsted pursuant to it.

(1a)  The term "outsourcing facility" means a manufacturer at a single geographic location or address
that is engaged in the compounding of sterile drugs, has elected to register as an outsourcing
facility with the Food and Drug Adimistration, and complies with the requirements as provided
in 21 U.S.C. § 353h. Exemptions provided by 21 U.S.C. § 353b(a) with respect to labeling, new
drug registration, and distribution supply chain requirements shall also apply to compounded
drugs digributed in North Carolina by an outsourcing facility.

(2) The term "prescription drug" means a drug that under federal law is required, prior to being
dispensed or delivered, to be labeled with the following statement: "Caution: Federal law
prohibits disgnsing without a prescription.”

3) The term "repackager" means a person who repacks, relabels, or manipulates a prescription
drug which was in a unit packaged and sealed by a manufacturer. Pharmacists are specifically
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exempted from this definition if thegre acting in the course of their professional practice as
defined in Chapter 90 and rules adopted pursuant to it.

(4) The term "wholesaler" means a person acting as a jobber, wholesale merchant, salvager, or
broker, or agent thereof, who sells or disités for resale a prescription drug. Pharmacists are
specifically exempted from this definition if they are acting in the course of their professional
practice as defined in Chapter 9@anles adopted pursuant to it.

§ 106141. Examinations andnvestigations.

(b) The Commissioner of Agriculture is authorized to conduct the examinations and investigations for the
purposes of this Article through officers and employees of the Department or through any health, food or drug officer
or employeeof the State, or any political subdivision thereof: Provided, that when examinations and investigations
are to be conducted through any officer or employee of any agency other than the Department of Agriculture and
Consumer Services the arrangementsdchexaminations and investigations shall be approved by the directing head
of such agency.

(c) The Commissioner of Agriculture is authorized to delegate embargo authority concerning food and drink
pursuant to G.S. 105625 to the Secretary of Health andrilan Services and to loda¢alth directors.

* k k% %

§ 106142. Publication of reports of judgments, decrees, etc.

€) The Commissioner of Agriculture may cause to be published from time to time reports summarizing all
judgments, decrees, and courtenslwhich have been rendered under this Article, including the nature of the charge
and the disposition thereof.

(b) The Commissioner of Agriculture may also cause to be disseminated such information regarding food,
drugs, devices, and cosmetics as he desguessary in the interest of public health and the protection of the consumer
against fraud. Nothing in this section shall be construed to prohibit the Commissioner of Agriculture from collecting,
reporting, and illustrating the results of thgastigaions of the Department.

* k% % %

Article 12A.
Wholesale Prescription Drug Distributors.

§ 106145.1. Purpose and interpretation of Article.

This Article establishes a State licensing program for wholesale distributors to enable wholesale didtributors
comply with federal law. This Article shall be construed to do only that required for compliance with 21 U.S.C. §
353(e) and 21 C.F.R. Part 205. This Article shall be interpreted to be consistent with 21 C.F.R. Part 205, Guidelines
for State Licensingf Wholesale Prescription Drug Distributors. In the event of a conflict, the federal law controls.

8 106145.2. Definitions.
The following definitions apply in this Article:

(1) Blood. — Whole blood collected from a single donor and processed dghéransfusion or
further manufacturing.

(2) Blood component- That part of blood separated by physical or mechanical means.

) Commissioner-- The Commissioner of Agriculture.

(4) Common control-The power to direct or cause the direction of the rgament and policies
of a person, whether by ownership of stock, by voting rights, by contract, or otherwise.

(5) Department=- The Department of Agriculture and Consumer Services.

(6) Drug sample= A unit of a prescription drug that is not intended tcsbkl and is intended to
promote the sale of the drug.

(7 Manufacturer.— A person who is engaged in manufacturing, preparing, propagating,
compounding, processing, packaging, repackaging, or labeling a prescription drug.

(8) Person— An individual, a coporation, a partnership, or any other entity.

9) Prescription drug= A human drug required by federal law or regulation to be dispensed only

by a prescription, including finished dosage forms and active ingredients subject to 21 U.S.C.
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§ 353(b). Only forthe purposes of the provisions of this Article, the term "prescription drug"
shall include pseudoephedrine products as defined in G:$1361 that may be dispensed
without a prescription.

(10)  Wholesale distribution= Distribution of a prescription dg to a person who is not a consumer

or patient, other than any of the following types of distributions:

a. Intracompany sales. An intracompany sale is a transaction or transfer between any
divisions, subsidiary and parent companies, or affiliated compamder common
control of the same corporate entity.

b. The purchase or other acquisition of a prescription drug by a hospital or other health
care entity that is a member of a group purchasing organization for its own use from
the group purchasing orgaaimn or from other hospitals or other health care entities
that are members of these organizations.

C. The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, or trade
a prescription drug by a charitable organization describesgétion 501(c)(3) of the
Internal Revenue Code to a nonprofit affiliate of the organization to the extent
otherwise permitted by law.

d. The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, or trade
a prescription drug amonmpspitals or other health care entities that are under common
control.

e. The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, or trade

a prescription drug for emergency medical reasons. Emergency medical reasons
include trasfers of prescription drugs by a retail pharmacy to another retail pharmacy
to alleviate a temporary shortage when the gross dollar value of the transfers does not
exceed five percent (5%) of the total prescription drug sales revenue of either the
transfeor or transferee pharmacy during anyctthsecutivemonth period.

f. The sale, purchase, or trade of a prescription drug; an offer to sell, purchase, or trade
a prescription drug; or the dispensing of a prescription drug pursuant to a prescription.

g. Thedistribution of drug samples by a representative of a manufacturer or a wholesale
distributor.

h. The sale, purchase, or trade of blood and blood components intended for transfusion.

(11) Wholesale distributor- A person who is engaged in the wholesaggrdiution of prescription
drugs. The term includes manufacturers, repackers,-lawai distributors, privatéabel
distributors, jobbers, brokers, warehouses, independent wholesale drug traders, and retalil
pharmacies that conduct wholesale distributioffse term does not include a person who
acquires prescription drugs commingled with other goods as part of a recovery operation and
who disposes of such drugs under the supervision of the Department. A warehouse includes a
warehouse of a manufacturer or wégale distributor, a chain drug warehouse, and a wholesale
drug warehouse.

§ 106145.3. Wholesale distributor must have license.

€)) Requirements- Every wholesale distributor engaged in the wholesale distribution of prescription drugs
in interstate commerce in this State shall obtain a license from the Commissioner for each location from which
prescription drugs are distributed and shall renew each license annually. A license may cover multiple buildings and
multiple operations at a single locationtta wholesale distributor's discretion. A license expires on December 31
of the year in which it is issued. A wholesale distributor licensed under this section is not required to register under
G.S. 106140.1. In lieu of licensing under this sectiomwlolesale distributor who has no facilities in this State may
register under G.S. 10B40.1 if the wholesale distributor possesses a valid license granted by another state that has
requirements substantially similar to this Article.

(b) Reciprocity.— The Commissioner may license an aftState wholesale distributor on the basis of
reciprocity with another state when the following conditions apply:
(1) The outof-State wholesale distributor possesses a valid license granted by another state
pursuant to rguirements substantially equivalent to the license requirements of this State.
(2) The other state extends reciprocal treatment under its own laws to wholesale distributors

licensed in this State.
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§ 106145.4. Application and fee for license.

(a) Application.— An application for a wholesale distributor license or for renewal of a wholesale distributor
license shall be on a form prescribed by the Commissioner and shall include the following information:
Q) The name, full business address, andoted@me number of the applicant.
(2) All trade or business names used by the applicant.
3) Addresses, telephone numbers, and names of contact persons for all facilities used by the
applicant for the storage, handling, and distribution of prescription drugs.
(4) The type of ownership or operation of the applicant, such as a partnership, a corporation, or a
sole proprietorship.
(5) The name of each owner and operator of the applicant, including:
a. If the applicant is an individual, the individual's name.
b. If the applicant is a partnership, the name of each partner and the name of the
partnership.
C. If the applicant is a corporation, the name and title of each corporate officer and
director, the corporate name of the corporation, and the state of incasporati
d. If the applicant is a sole proprietorship, the full name of the sole proprietor and the
name of the business entity.
(6) Any other information required by the Commissioner to determine if the applicant is qualified

to receive a license.
When a changoccurs in any information listed in this subsection after a license is issued, the license holder shall
report the change to the Commissioner within 90 days after the change.
(b) Fee.— An application for an initial license or a renewed license as aesald distributor shall be
accompanied by a nonrefundable fee of one thousand dollars ($1,000) for a manufacturer or seven hundred dollars
($700.00) for any other person.

§ 106145.5. Review of application and qualifications of applicant.

The Commissiorneshall determine whether to issue or deny a wholesale distributor license within 90 days after
an applicant files an application for a license with the Commissioner. In reviewing an application, the Commissioner
shall consider the factors listed in tBigbsection. In the case of a partnership or corporation, the Commissioner shall
consider the factors as applied to each individual whose name is required to be included in the license application.

The factors to be considered are:

(1) Any convictions of lhe applicant under any federal, state, or local law relating to drug samples,
wholesale or retail drug distribution, or distribution of controlled substances.

(2) Any felony convictions of the applicant under federal, state, or local law.

) The applicanis past experience in the manufacture or distribution of controlled substances and
other prescription drugs.

4) Whether the applicant has previously given any false or fraudulent information in an application
made in connection with drug manufacturingdatribution.

(5) Suspension or revocation by the federal government or a state or local government of any

license currently or previously held by the applicant for the manufacture or distribution of any
controlled substances or other prescription drugs.

(6) Compliance with the licensing requirements under any previously granted license.

(7) Compliance with the requirements to maintain or make available to the Commissioner or to a
federal, state, or local law enforcement official those records required Gri6le106145.8.

(8) Whether the applicant requires employees of the applicant who are involved in any prescription

drug wholesale distribution activity to have education, training, experience, or any combination
of these factors sufficient to enable #mployee to perform assigned functions in a manner
that ensures that prescription drug quality, safety, and security will be maintained at all times
as required by law.
(9 Any other factors or qualifications the Commissioner considers relevant to ansteoinsith

the public health and safety.

The Commissioner shall inspect the facility of an applicant at which prescription drugs will be stored, handled,

or distributed before issuing the applicant a license.
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§ 106145.6. Denial, revocation, and suspsion of license; penalties for violations.

(a) Adverse Action—The Commissioner may deny a license to an applicant if the Commissioner determines
that granting the applicant a license would not be in the public interest. Public interest considdraliibeslisited
to factors and qualifications that are directly related to the protection of public health and safety. The Commissioner
may deny, suspend, or revoke a license for substantial or repeated violations of this Article or for conviction of a
violation of any other federal, state, or local prescription drug law or regulation. Chapter 150B of the General Statutes
governs the denial, suspension, or revocation of a license under this Article.

(b) Criminal Sanctions- It is unlawful to engage in whesale distribution in this State without a wholesale
distributor license or to violate any other provision of this Article. A person who violates this Article commits a Class
H felony. A fine imposed for a violation of this Article may not exceed two redifty thousand dollars ($250,000).

(c) Civil Penalty.— The Commissioner may assess a civil penalty of not more than ten thousand dollars
($10,000) against a person who violates any provision of this Article. In determining the amount of a civil penalt
the Commissioner shall consider the degree and extent of harm caused by the violation. Chapter 150B of the General
Statutes governs the assessment of a civil penalty under this subsection. If a civil penalty is not paid within 30 days
after the completin of judicial review of a final agency decision by the Commissioner, the penalty may be collected
in any manner by which a debt may be collected. The clear proceeds of civil penalties assessed pursuant to this section
shall be remitted to the Civil Penakind Forfeiture Fund in accordance with G.S. 1-45C.2.

§ 106145.7. Storage, handling, and records of prescription drugs.

(a) Facilities.— All facilities at which prescription drugs are stored, warehoused, handled, held, offered,
marketed, or displaad for wholesale distribution shall meet the following requirements:
() Be of suitable size and construction to facilitate cleaning, maintenance, and proper operations.
(2) Have storage areas designed to provide adequate lighting, ventilation, tempeeatitation,
humidity, space, equipment, and security conditions.
3) Have a quarantine area for the storage of prescription drugs that are outdated, damaged,

deteriorated, misbranded, or adulterated, or that are in immediate or sealed secondarysontainer
that have been opened.

4) Be maintained in a clean and orderly condition.
(5) Be free from infestation by insects, rodents, birds, or vermin of any kind.
(b) Security.— All facilities used for wholesale distribution shall be secure from unauthorized éccess

from outside the premises shall be kept to a minimum and becomiolled. The outside perimeter of the premises
shall be weHlighted. Entry into areas where prescription drugs are held shall be limited to authorized personnel. The
facilities shall be equipped with the following:

(1) An alarm system to detect entry after hours.

(2) A security system that will provide suitable protection against theft and diversion. When
appropriate, the security system shall provide protection agairfstathéliversion that is
facilitated or hidden by tampering with computers or electronic records.

(© Storage~— All prescription drugs for wholesale distribution shall be stored at appropriate temperatures
and under appropriate conditions in accordanck arity requirements stated in the labeling of the prescription drugs
or with requirements in the current edition of an official compendium, such as the United States
Pharmacopeia/National Formulary (USP/NF). If the labeling of a prescription drug or aratimp do not establish
storage requirements for a prescription drug, the drug may be held at "controlled" room temperature, as defined in an
official compendium, to help ensure that its identity, strength, quality, and purity are not adversely affected.

(d) Examination of Materials— A wholesale distributor shall visually examine each outside shipping
container upon receipt for identity and to prevent the acceptance of contaminated prescription drugs or prescription
drugs that are otherwise unfit for dibution. The examination shall be adequate to reveal container damage that
would suggest possible contamination or other damage to the contents. A wholesale distributor shall carefully inspect
each outgoing shipment for identity of the prescription draigd to ensure that no prescription drugs that have been
damaged in storage or held under improper conditions are delivered.

(e) Returned, Damaged, and Outdated Prescription Drugswholesale distributor shall quarantine and
physically separate presgtion drugs that are outdated, damaged, deteriorated, misbranded, or adulterated from other
prescription drugs until their destruction or their return to their supplier. A prescription drug whose immediate or
sealed outer or sealed secondary containebé&as opened or used shall be identified as having been opened or used
and shall be treated in the same manner as outdated prescription drugs.

If the conditions under which a prescription drug has been returned to a wholesale distributor cast doubt on the
drug's safety, identity, strength, quality, or purity, then the drug shall be destroyed or returned to its supplier unless
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examination, testing, or other investigation proves that the drug meets appropriate standards of safety, identity,
strength, qualityand purity. In determining whether the conditions under which a prescription drug has been returned
cast doubt on the drug's safety, identity, strength, quality, or purity, the wholesale distributor shall consider, among
other things, the conditions urrdehich the drug has been held, stored, or shipped before or during its return and the
condition of the drug and its container, carton, or labeling as a result of storage or shipping.

§ 106145.8. Records of prescription drugs.
€) Records— A wholesaldistributor shall establish and maintain inventories and records of all transactions
regarding the receipt and distribution or other disposition of prescription drugs, including all stored prescription drugs,
all incoming and outgoing prescription drugsd all outdated, damaged, deteriorated, misbranded, or adulterated
prescription drugs. A wholesale distributor is not required, however, to keep a record of the lot number or expiration
date of a prescription drug disposed of or distributed by theluigbri.
A record of a prescription drug shall include all of the following information:
(1) The source of the prescription drug, including the name and principal address of the seller or
transferor and the address of the location from which the drug waseshi
(2) The identity and quantity of the prescription drug received and distributed or disposed of
through another method.

3) The date the wholesale distributor received the prescription drug and the date the wholesale
distributor distributed or otherag disposed of the drug.

4) Documentation of the proper storage of prescription drugs. Documentation may be by manual,
electromechanical, or electronic temperature and humidity recording equipment, devices, or
logs.

A wholesale distributor shall keep ecord of a prescription drug for two years after its disposition.
(b) Inspection— A wholesale distributor shall make inventories and records of prescription drugs available

for inspection and photocopying by representatives of the Department or awthiedzzal, State, or local law
enforcement officials. A wholesale drug distributor shall permit the Department or an authorized federal, State, or
local law enforcement official to enter and inspect the distributor's premises and delivery vehiclesuatidthe a
distributor's records and written operating procedures at reasonable times and in a reasonable manner.

A record that is kept at the inspection site or is immediately retrievable by computer or other electronic means
shall be readily available fauthorized inspection during the twear retention period. A record kept at a central
location apart from the inspection site and not electronically retrievable shall be made available for inspection within
two working days of a request by an authorigéfttial of a federal, State, or local law enforcement agency.

§ 106145.9. Written procedures concerning prescription drugs and lists of responsible persons.

(a) Procedures- A wholesale distributor shall establish, maintain, and adhere to writteadunas for the
receipt, security, storage, inventory, and distribution of prescription drugs. These shall include all of the following:
Q) A procedure for identifying, recording, and reporting a loss or theft of a prescription drug.
(2) A procedure for arrecting all errors and inaccuracies in inventories of prescription drugs.
€)) A procedure whereby the oldest approved stock of a prescription drug is distributed first. The

procedure may permit deviation from this requirement, if the deviation is tanypand
appropriate.

4) A procedure for handling recalls and withdrawals of prescription drugs that adequately
addresses recalls and withdrawals due to any of the following:
a. An action initiated at the request of the Food and Drug Administration arfetheral,
State, or local law enforcement or other governmental agency, including the
Department.
b. Any voluntary action by the manufacturer to remove defective or potentially defective
prescription drugs from the market.
C. Any action undertaken to praste public health and safety by replacing existing
prescription drugs with an improved product or new package design.
(5) A procedure to ensure that the wholesale distributor prepares for, protects against, and handles

any crisis that affects security gperation of any facility in the event of a strike, a fire, flood,
or other natural disaster, or another emergency.

(6) A procedure to ensure that any outdated prescription drugs are segregated from other
prescription drugs and either returned to the mantufar or destroyed.
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(b) Responsible Persons.A wholesale distributor shall establish and maintain lists of officers, directors,
managers, and other persons in charge of the distribution, storage, or handling of prescription drugs. The lists shall
include a description of the duties of those on the list and a summary of their qualifications.

§ 106145.10. Application of other laws.

A wholesale drug distributor shall comply with applicable federal, State, and local laws and regulations. A
wholesale disibutor that deals in controlled substances shall register with the federal Drug Enforcement
Administration (DEA) and shall comply with all applicable federal, State, and local laws and regulations. A wholesale
drug distributor is subject to any appliteliederal, State, or local laws or regulations that relate to prescription drug
salvaging or reprocessing.

§ 106145.11. Wholesale Distributor Advisory Committee.

(a) Organization— The Wholesale Distributor Advisory Committee is created inDepartment. The
Committee shall consist of five members appointed by the Commissioner as follows:
Q) Two members shall be representatives of wholesale distributors.
(2) One member shall be a representative of a manufacturer.
3) One member shall be a regentative of practicing pharmacists.
4) One member shall be a representative of the consuming public not included in the three

categories above.

The Committee shall elect a chair and other officers it finds necessary. The committee shall meell aif the ca
the chair or upon written notice to all Committee members signed by at least three members. A majority of the
Committee is a quorum for the purpose of conducting business. The Department shall provide administrative and
clerical support services tbe Committee. Members shall be entitled to per diem and reimbursement of expenses as
provided in Chapter 138 of the General Statutes.

(b) Duties.— The Committee shall do the following:
(1) Review all rules to implement this Article that are propose@ddmption by the Commissioner.
(2) Advise the Commissioner on the implementation and enforcement of this Article.

§ 106145.12. Enforcement and implementation of Article.

The Commissioner shall enforce this Article by using employees of the DepartiemtCommissioner may
enter into agreements with federal, State, or local agencies to facilitate enforcement of this Article. The Commissioner
may adopt rules to implement this Article.
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CHAPTER 115C
ELEMENTARY AND SECONDARY EDUCATION

SELECTED PROVISIONS

Article 14A.
Charter Schools.

Selected Provisions

* k k kK

§ 115G218.75. General operating requirements.

(a) Health and Safety StandardsA charter school shall meet the same health and safety requirements
required of a local schoaldministrative unit. The Department of Public Instruction shall ensure that charter schools
provide parents and guardians with information about meningococcal meningitis and influenza and their vaccines at
the beginning of every school year. This informatshall include the causes, symptoms, and how meningococcal
meningitis and influenza are spread and the places where parents and guardians may obtain additional information
and vaccinations for their children.

The Department of Public Instruction shak@lensure that charter schools provide parents and guardians with
information about cervical cancer, cervical dysplasia, human papillomavirus, and the vaccines available to prevent
these diseases. This information shall be provided at the beginningsufiba year to parents of children entering
grades five through 12. This information shall include the causes and symptoms of these diseases, how they are
transmitted, how they may be prevented by vaccination, including the benefits and possible s&def efiecination,
and the places where parents and guardians may obtain additional information and vaccinations for their children.

The Department of Public Instruction shall also ensure that charter schools provide students in grades seven
through 12 wih information annually on the preventable risks for preterm birth in subsequent pregnancies, including
induced abortion, smoking, alcohol consumption, the use of illicit drugs, and inadequate prenatal care.

The Department of Public Instruction shall alssére that charter schools provide students in grades nine through
12 with information annually on the manner in which a parent may lawfully abandon a newborn baby with a
responsible person, in accordance with G.S50B.

The Department of Public Instrimh shall also ensure that the guidelines for individual diabetes care plans
adopted by the State Board of Education under G.S.-1P%&1) are implemented in charter schools in which students
with diabetes are enrolled and that charter schools otheraisply with the provisions of G.S. 115875.3.

The Department of Public Instruction shall ensure that charter schools comply with G.S878L88. The board
of directors of a charter school shall provide the school with a supply of emergency epineptwimgectors
necessary to carry out the provisions of G.S. 1336.2A.

* k k kK

Article 16.
Optional Programs.

Selected Provisions

* k k kK

§ 115G238.66. Board of directors; powers and duties.
The board of directors shall have fioowing powers and duties:

(7 Health and safety- The board of directors shall require that the regional school meet the same
health and safety standards required of a local school administrative unit.
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The Department of Public Instruction shalhsure that regional schools comply with
G.S.115G375.2A. The board of directors of a regional school shall provide the school with a
supply of emergency epinephrine ainfectors necessary to carry out the provisions of
G.S.115G375.2A.

* k% % %

Article 25A.
Special Medical Needs of Students.

Selected Provisions

§ 115G375.1. To provide some medical care to students.

It is within the scope of duty of teachers, including substitute teachers, teacher assistants, student teachers, or any
other publicschool employee when authorized by the board of education or its designee, (i) to administer any drugs
or medication prescribed by a doctor upon written request of the parents, (ii) to give emergency health care when
reasonably apparent circumstancesdaté that any delay would seriously worsen the physical condition or endanger
the life of the pupil, and (iii) to perform any other first aid or lifesaving techniques in which the employee has been
trained in a program approved by the State Board of Eiduc®o employee, however, shall be required to administer
drugs or medication or attend lifesaving techniques programs.

Any public school employee, authorized by the board of education or its designee to act under (i), (i), or (iii)
above, shall not bedble in civil damages for any authorized act or for any omission relating to that act unless the act
or omission amounts to gross negligence, wanton conduct, or intentional wrongdoing. Any person, serving in a
voluntary position at the request of or witle permission or consent of the board of education or its designee, who
has been given the authority by the board of education or its designee to act under (ii) above shall not be liable in civil
damages for any authorized act or for any omission relaédirige act unless the act amounts to gross negligence,
wanton conduct, or intentional wrongdoing.

At the commencement of each school year, but before the beginning of classes, and thereafter as circumstances
require, the principal of each school shalledetine which persons will participate in the medical care program.

§ 115G375.2. Possession and sa@iministration of asthma medication by students with asthma or students
subject to anaphylactic reactions, or both.

€) Local boards of education shalliopt a policy authorizing a student with asthma or a student subject to
anaphylactic reactions, or both, to possess anédetinister asthma medication on school property during the school
day, at schoesponsored activities, or while in transit to corh school or schoedponsored events. As used in this
section, "asthma medication" means a medicine prescribed for the treatment of asthma or anaphylactic reactions and
includes a prescribed asthma inhaler or epinephrineinjgtctor. The policy shall iclude a requirement that the
student's parent or guardian provide to the school:

Q) Written authorization from the student's parent or guardian for the student to possess and
selfadminister asthma medication.
(2) A written statement from the student'salie care practitioner verifying that the student has

asthma or an allergy that could result in an anaphylactic reaction, or both, and that the health
care practitioner prescribed medication for use on school property during the school day, at
schootsponsred activities, or while in transit to or from school or sckepnsored events.

) A written statement from the student's health care practitioner who prescribed the asthma
medication that the student understands, has been instructeddad mitistraion of the asthma
medication, and has demonstrated the skill level necessary to use the asthma medication and
any device that is necessary to administer the asthma medication.

4) A written treatment plan and written emergency protocol formulated by ehéthhcare
practitioner who prescribed the medicine for managing the student's asthma or anaphylaxis
episodes and for medication use by the student.

(5) A statement provided by the school and signed by the student's parent or guardian
acknowledging that #hlocal school administrative unit and its employees and agents are not
liable for an injury arising from a student's possession andadaiinistration of asthma
medication.

(6) Other requirements necessary to comply with State and federal laws.

North Carolina Pharmacy LawEffective December 2018 144



(b) The dudent must demonstrate to the school nurse, or the nurse's designee, the skill level necessary to
use the asthma medication and any device that is necessary to administer the medication.

(c) The student's parent or guardian shall provide to the schdalfppasthma medication that shall be kept
at the student's school in a location to which the student has immediate access in the event of an asthma or anaphylaxis
emergency.

(d) Information provided to the school by the student's parent or guardian skeyitan file at the student's
school in a location easily accessible in the event of an asthma or anaphylaxis emergency.

(e) If a student uses asthma medication prescribed for the student in a manner other than as prescribed, a
school may impose on theustent disciplinary action according to the school's disciplinary policy. A school may not
impose disciplinary action that limits or restricts the student's immediate access to the asthma medication.

)] The requirement that permission granted for a stugmbssess and sedfiminister asthma medication
shall be effective only for the same school and for 365 calendar days and must be renewed annually.
(9) No local board of education, nor its members, employees, designees, agents, or volunteersasthall be li

in civil damages to any party for any act authorized by this section, or for any omission relating to that act, unless that
act or omission amounts to gross negligence, wanton conduct, or intentional wrongdoing.

§ 115G375.2A. School supply of epinghrine auto-injectors.

€) A local board of education shall provide for a supply of emergency epinephrinmpgaators on school
property for use by trained school personnel to provide emergency medical aid to persons suffering from an
anaphylactic reamin during the school day and at schepbnsored events on school property. Each school shall
store in a secure but unlocked and easily accessible location a minimum of two epinephringctots. For
purposes of this section, "school property" doatsimclude transportation to or from school.

(b) For the purposes of this section and G.S. 1338.2, "epinephrine auiimjector" means a disposable
drug delivery system with a spriragtivated, concealed needle that is designed for emergency admonisthti
epinephrine to provide rapid, convenient first aid for persons suffering a potentially fatal reaction to anaphylaxis.

(© The principal shall designate one or more school personnel, as part of the medical care program under
G.S. 115E375.1, to receiw initial training and annual retraining from a school nurse or qualified representative of
the local health department regarding the storage and emergency use of an epinephrjeetutdNotwithstanding
any other provision of law to the contrary, t&hool nurse or other designated school personnel who has received
training under this subsection shall obtain a-patient specific prescription for epinephrine aimj@ctors from a
physician, physician assistant, or nurse practitioner of the lochihfisgoartment serving the area in which the local
school administrative unit is located.

(d) The principal shall collaborate with appropriate school personnel to develop an emergency action plan
for the use of epinephrine atitgectors in an emergencyh& plan shall include at least the following components:
() Standards and procedures for the storage and emergency use of epinephiimedats by
trained school personnel.
(2) Training of school personnel in recognizing symptoms of anaphylaxis.
€)) Emergency followup procedures, including calling emergency services and contacting a
student's parent and physician.
4) Instruction and certification in cardiopulmonary resuscitation.
(e) A supply of emergency epinephrine aiitfectors provided in accdance with this section shall not be

used as the sole medication supply for students known to have a medical condition requiring the availability or use of
an epinephrine autimjector. Those students may be authorized to possess aratiggifister theimedication on
school property under G.S. 11825.2.

® A local board of education, its members, employees, designees, agents, or volunteers, and a physician,
physician assistant, or nurse practitioner of the local health department shall not be tisfildamages to any party
for any act authorized by this section or for any omission relating to that act unless that act or omission amounts to
gross negligence, wanton conduct, or intentional wrongdoing.

* k k kK
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CHAPTER 130A
PUBLIC HEALTH

SELECTED PROVISIONS

§ 130A2. Definitions.
The following definitions shall apply throughout this Chapter unless otherwise specified:

(1a) "Commission" means the Commission for Public Health.

(5) "Local health department" means a district ttedkepartment or a public health authority or a
county health department.
(6) "Local health director" means the administrative head of a local health department appointed

pursuant to this Chapter.

@) "Person” means an individual, corporation, conypassociation, partnership, unit of local
government or other legal entity.

* k% % %

8 130A-30. Commission for Public Healthi Members; selection; quorum; compensation.

(a) The Commission for Public Health shall consist of 13 members, fowhoim shall be elected by the
North Carolina Medical Society and nine of whom shall be appointed by the Governor.
(b) One of the members appointed by the Governor shall be a licensed pharmacist, one a registered engineer

experienced in sanitary engineerioga soil scientist, one a licensed veterinarian, one a licensed optometrist, one a
licensed dentist, and one a registered nurse. The initial members of the Commission shall be the members of the State
Board of Health who shall serve for a period equétéaremainder of their current terms on the State Board of Health,

three of whose appointments expire May 1, 1973, and two of whose appointments expire May 1, 1975. At the end of
the respective terms of office of initial members of the Commission, thaiessiors shall be appointed for terms of

four years and until their successors are appointed and qualify. Any appointment to fill a vacancy on the Commission
created by the resignation, dismissal, death, or disability of a member shall be for the Halamcmexpired term.

(c) The North Carolina Medical Society shall have the right to remove any member elected by it for
misfeasance, malfeasance, or nonfeasance, and the Governor shall have the right to remove any member appointed by
him for misfeasancamalfeasance, or nonfeasance in accordance with the provisions of G.S13.488cancies on
said Commission among the membership elected by the North Carolina Medical Society shall be filled by the
executive committee of the Medical Society until the megeting of the Medical Society, when the Medical Society
shall fill the vacancy for the unexpired term. Vacancies on said Commission among the membership appointed by the
Governor shall be filled by the Governor for the unexpired term.

(d) A majority of the members of the Commission shall constitute a quorum for the transaction of business.

(e) The members of the Commission shall receive per diem and necessary traveling and subsistence
expenses in accordance with the provisions of G.55138

* k k * %

8§ 130A-33.60. Maternal Mortality Review Committee; membership, compensation.

(a) The Maternal Mortality Review Committee is established in the Department. The purpose of the
committee is to reduce maternal mortality in this State by conducting multidisaiplmaternal death reviews and
developing recommendations for the prevention of future maternal deaths.

(b) The Secretary shall appoint a multidisciplinary committee comprised of nine members who represent
several academic disciplines and professionatiapieations essential to reviewing cases of mortality due to
complications from pregnancy or childbirth. Committee members shall serve without compensation, but may receive
travel reimbursement from funds available to the Department.

(c) The duties of theommittee shall include:
(1) Identifying maternal death cases.
(2) Reviewing medical records and other relevant data.
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3) Contacting family members and other affected or involved persons to collect additional relevant

data.

(4) Consulting with relevant guerts to evaluate relevant data.

(5) Making nonindividual determinations with no legal meaning regarding the preventability of
maternal deaths.

(6) Making recommendations for the prevention of maternal deaths.

@) Disseminating findings and recommendatiémgolicy makers, health care providers, health

care facilities, and the general public. Reports shall include only aggregated, nonindividually
identifiable data.

(d) Licensed health care providers, health care facilities, and pharmacies shall prosithabézaccess to
the committee to all relevant medical records associated with a case under review by the committee. A health care
provider, health care facility, or pharmacy providing access to medical records pursuant to this Part shall not be held
liable for civil damages or be subject to any criminal or disciplinary action for good faith efforts to provide such
records.

(e) Except as provided in subsection (h) of this section, information, records, reports, statements, notes,
memoranda, or other datallected pursuant to this Part shall not be admissible as evidence in any action of any kind
in any court or before any other tribunal, board, agency, or person, nor shall they be exhibited nor their contents
disclosed in any way, in whole or in part, byyaofficer or representative of the Department or any other person,
except as may be necessary for the purpose of furthering the committee's review of the case to which they relate. No
person participating in such review shall disclose, in any mannernfinenation so obtained except in strict
conformity with the review process.

()] All information, records of interviews, written reports, statements, memoranda, or other data obtained
by the Department, the committee, and other persons, agencies, oratigariso authorized by the Department
pursuant to this Part shall be confidential.

(9) All proceedings and activities of the committee pursuant to this Part, opinions of committee members
formed as a result of such proceedings and activities, and remimtaleed, created, or maintained pursuant to this
Part, including records of interviews, written reports, and statements procured by the Department or any other person,
agency, or organization acting jointly or under contract with the Department in tiomneth the requirements of
this Part, shall be confidential and shall not be subject to statutes relating to open meetings and open records, or subject
to subpoena, discovery, or introduction into evidence in any civil or criminal proceeding.

(h) Nothing in this Part shall be construed to limit or restrict the right to discover or use in any civil or
criminal proceeding anything that is available from another source.
0] Members of the committee shall not be questioned in any civil or criminal proceedjagling the

information presented or opinions formed as a result of a meeting or communication of the committee; provided,
however, that nothing in this Part shall be construed to prevent a member of the committee from testifying to
information obtainedndependently of the committee or which is public information.

* k k k%

Article 2.
Local Administration.

Selected Provisions

* k k % %

§ 130A35. County board of health; appointment; terms.

€) A county board of health shall be the polimaking,rule-making and adjudicatory body for a county
health department.

(b) The members of a county board of health shall be appointed by the county board of commissioners. The
board shall be composed of 11 members. The composition of the board shall reasdieablire population makeup
of the county and shall include: one physician licensed to practice medicine in this State, one licensed dentist, one
licensed optometrist, one licensed veterinarian, one registered nurse, one licensed pharmacist, one county
commissioner, one professional engineer, and three representatives of the general public. Except as otherwise provided
in this section, all members shall be residents of the county. If there is not a licensed physician, a licensed dentist, a
licensed vetenarian, a registered nurse, a licensed pharmacist, or a professional engineer available for appointment,
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an additional representative of the general public shall be appointed. If however, one of the designated professions has
only one person residing ingltounty, the county commissioners shall have the option of appointing that person or a
member of the general public. In the event a licensed optometrist who is a resident of the county is not available for
appointment, then the county commissioners gialk the option of appointing either a licensed optometrist who is
a resident of another county or a member of the general public.

(c) Except as provided in this subsection, members of a county board of health shall seryeahteans.
No member may see more than three consecutive thyear terms unless the member is the only person residing in
the county who represents one of the professions designated in subsection (b) of this section. The county commissioner
member shall serve only as long asrtiember is a county commissioner. When a representative of the general public
is appointed due to the unavailability of a licensed physician, a licensed dentist, a resident licensed optometrist or a
nonresident licensed optometrist as authorized by subsddt) of this section, a licensed veterinarian, a registered
nurse, a licensed pharmacist, or a professional engineer, that member shall serve only until a licensed physician, a
licensed dentist, a licensed resident or nonresident optometrist, a lieetegdarian, a registered nurse, a licensed
pharmacist, or a professional engineer becomes available for appointment. In order to establish a uniform staggered
term structure for the board, a member may be appointed for less than-ypetréerm.

(d) Vacancies shall be filled for any unexpired portion of a term.
(e) A chairperson shall be elected annually by a county board of health. The local health director shall serve
as secretary to the board.
® A majority of the members shall constitute a quorum.
(9) A member may be removed from office by the county board of commissioners for:
(1) Commission of a felony or other crime involving moral turpitude;
(2) Violation of a State law governing conflict of interest;
3) Violation of a written policy adopted kijie county board of commissioners;
4) Habitual failure to attend meetings;
(5) Conduct that tends to bring the office into disrepute; or
(6) Failure to maintain qualifications for appointment required under subsection (b) of this section.

A board membemay be removed only after the member has been given written notice of the basis for removal
and has had the opportunity to respond.

(h) A member may receive a per diem in an amount established by the county board of commissioners.
Reimbursement for subsisice and travel shall be in accordance with a policy set by the county board of
commissioners.

0] The board shall meet at least quarterly. The chairperson or three of the members may call a special
meeting.

* k k % %

§ 130A37. District board of health

€)) A district board of health shall be the polimaking, rulemaking and adjudicatory body for a district
health department and shall be composed of 15 members; provided, a district board of health may be increased up to
a maximum number of 18 membdngagreement of the boards of county commissioners in all counties that comprise
the district. The agreement shall be evidenced by concurrent resolutions adopted by the affected boards of county
commissioners.

(b) The county board of commissioners of eaahinty in the district shall appoint one county commissioner
to the district board of health. The county commissioner members of the district board of health shall appoint the other
members of the board, including at least one physician licensed to pmaetiticine in this State, one licensed dentist,
one licensed optometrist, one licensed veterinarian, one registered nurse, one licensed pharmacist, and one
professional engineer. The composition of the board shall reasonably reflect the population rhdakeupntre
district and provide equitable distriatide representation. All members shall be residents of the district. If there is not
a licensed physician, a licensed dentist, a licensed optometrist, a licensed veterinarian, a registered niged, a licen
pharmacist, or a professional engineer available for appointment, an additional representative of the general public
shall be appointed. If however, one of the designated professions has only one person residing in the district, the
county commissionemembers shall have the option of appointing that person or a member of the general public.

(c) Except as provided in this subsection, members of a district board of health shall serve terms of three
years. Two of the original members shall serve ternenefyear and two of the original members shall serve terms
of two years. No member shall serve more than three consecutiveyiaeterms unless the member is the only
person residing in the district who represents one of the professions designatseédtien (b) of this section. County
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commissioner members shall serve only as long as the member is a county commissioner. When a representative of
the general public is appointed due to the unavailability of a licensed physician, a licensed dentsised lic
optometrist, a licensed veterinarian, a registered nurse, a licensed pharmacist, or a professional engineer that member
shall serve only until a licensed physician, a licensed dentist, a licensed optometrist, a licensed veterinarian, a
registered nwge, a licensed pharmacist, or a professional engineer becomes available for appointment. The county
commissioner members may appoint a member for less than ayda@eterm to achieve a staggered term structure.

(d) Whenever a county shall join or withdvdrom an existing district health department, the district board
of health shall be dissolved and a new board shall be appointed as provided in subsection (c).
(e) Vacancies shall be filled for any unexpired portion of a term.
()] A chairperson shall bdexted annually by a district board of health. The local health director shall serve
as secretary to the board.
(9) A majority of the members shall constitute a quorum.
(h) A member may be removed from office by the district board of health for:
(1) Commission of a felony or other crime involving moral turpitude;
(2) Violation of a State law governing conflict of interest;
3) Violation of a written policy adopted by the county board of commissioners of each county in
the district;
4) Habitual failure to tiend meetings;
(5) Conduct that tends to bring the office into disrepute; or
(6) Failure to maintain qualifications for appointment required under subsection (b) of this section.

A board member may be removed only after the member has been given vaiitenof the basis for removal
and has had the opportunity to respond.

0] A member may receive a per diem in an amount established by the county commissioner members of
the district board of health. Reimbursement for subsistence and travel shall berdaace with a policy set by the
county commissioner members of the district board of health.

)] The board shall meet at least quarterly. The chairperson or three of the members may call a special
meeting.
(K) A district board of health is authorized pioovide liability insurance for the members of the board and

the employees of the district health department. A district board of health is also authorized to contract for the services
of an attorney to represent the board, the district health departnteits @mployees, as appropriate. The purchase

of liability insurance pursuant to this subsection waives both the district board of health's and the district health
department's governmental immunity, to the extent of insurance coverage, for any acsioroogcurring in the
exercise of a governmental function. By entering into a liability insurance contract with the district board of health,
an insurer waives any defense based upon the governmental immunity of the district board of health or the distric
health department.

* k k * %

Article 6.
Communicable Diseases.

Part 2. Immunization.
Selected Provisions

§ 130A152. Immunization required.

€) Every child present in this State shall be immunized against diphtheria, tetanus, whooping cough,
poliomyelitis, red measles (rubeola) and rubella. In addition, every child present in this State shall be immunized
against any other disease upon a determination by the Commission that the immunization is in the interest of the public
health. Every parenguardian, person in loco parentis and person or agency, whether governmental or private, with
legal custody of a child shall have the responsibility to ensure that the child has received the required immunization
at the age required by the Commissiora Ehild has not received the required immunizations by the specified age,
the responsible person shall obtain the required immunization for the child as soon as possible after the lack of the
required immunization is determined.
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(c) The Commissiontsall adopt and the Department shall enforce rules concerning the implementation of
the immunization program. The rules shall provide for:

Q) The child's age at administration of each vaccine;

(2) The number of doses of each vaccine;

3) Exemptions from th immunization requirements where medical practice suggests that
immunization would not be in the best health interests of a specific category of children;

(4) The procedures and practices for administering the vaccine; and

(5) Redistribution of vaccinesrpvided to local health departments.

(c1) The Commission for Public Health shall, pursuant to G.S. 1BBAand G.S. 130433, adopt rules
establishing reasonable fees for the administration of vaccines and rules limiting the requirements that cah be place
on children, their parents, guardians, or custodians as a condition for receiving vaccines provided by the State. These
rules shall become effective January 1, 1994.

(d) Only vaccine preparations which meet the standards of the United States FoodgAdmmistration
or its successor in licensing vaccines and are approved for use by the Commission may be used.
(e) When the Commission requires immunization against a disease not listed in paragraph (a) of this section,

or requires an additional dose ofaccine, the Commission is authorized to exempt from the new requirement children
who are or who have been enrolled in schoell@ on or before the effective date of the new requirement.

§ 130A153. Obtaining immunization; reporting by local health departments; access to immunization
information in patient records; immunization of minors.

€) The required immunization may be obtained from a physician licensed to practice medicine, from a local
health department, or in the case of a person at leastat8 gf age, from an immunizing pharmacist. Local health
departments shall administer required and Stapplied immunizations at no cost to uninsured or underinsured
patients with family incomes below two hundred percent (200%) of the federal povesty Aevocal health
department may redistribute these vaccines only in accordance with the rules of the Commission.

(b) Local health departments shall file monthly immunization reports with the Department. The report shall
be filed on forms prepared by tiepartment and shall state, at a minimum, each patient's age and the number of
doses of each type of vaccine administered.

(© Immunization certificates and information concerning immunizations contained in medical or other
records shall, upon request, $feared with the Department, local health departments, an immunizing pharmacist, and
the patient's attending physician. In addition, an insurance institution, agent, or insurance support organization, as
those terms are defined in G.S:3815, may sharemmunization information with the Department. The Commission
may, for the purpose of assisting the Department in enforcing this Part, provide by rule that other persons may have
access to immunization information, in whole or in part.

(d) A physician or loal health department may immunize a minor with the consent of a parent, guardian, or
person standing in loco parentis to the minor. A physician or local health department may also immunize a minor who
is presented for immunization by an adult who signsemient that he or she is authorized by a parent, guardian, or
person standing in loco parentis to the minor to obtain the immunization for the minor.

* k k kK

8 130A156. Medical exemption.

The Commission for Public Health shall adopt by rule mediontraindications to immunizations required by
G.S. 130A152. If a physician licensed to practice medicine in this State certifies that a required immunization is or
may be detrimental to a person's health due to the presence of one of the conitaiadidapted by the Commission,
the person is not required to receive the specified immunization as long as the contraindication persists. The State
Health Director may, upon request by a physician licensed to practice medicine in this State, grasi @xeeaition
to a required immunization for a contraindication not on the list adopted by the Commission.

8§ 130A157. Religious exemption.

If the bona fide religious beliefs of an adult or the parent, guardian or person in loco parentis of a chilolaaye co
to the immunization requirements contained in this Chapter, the adult or the child shall be exempt from the
requirements. Upon submission of a written statement of the bona fide religious beliefs and opposition to the
immunization requirements, thgerson may attend the college, university, school or facility without presenting a
certificate of immunization.
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8 130A158. Restitution required when vaccine spoiled due to provider negligence.

Immunization program providers shall be liable for restitutio the State for the cost of replacement vaccine
when vaccine in the provider's inventory has become spoiled or unstable due to the provider's negligence and
unreasonable failure to properly handle or store the vaccine.

* k% % %
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CHAPTER 131E
HEALTH CARE FACILITIES AND SERVICES

SELECTED PROVISIONS

Article 5.
Hospital Licensure Act.

Selected Provisions

* k k kK

8§ 131E76. Definitions.
As used in this article, unless otherwise specified:

3) "Hospital" means any facility which has arganized medical staff and which is designed, used,
and operated to provide health care, diagnostic and therapeutic services, and continuous nursing
care primarily to inpatients where such care and services are rendered under the supervision
and directiorof physicians licensed under Chapter 90 of the General Statutes, Article 1, to two
or more persons over a period in excess of 24 hours. The term includes facilities for the
diagnosis and treatment of disorders within the scope of specific health spsciBité term
does not include private mental facilities licensed under Article 2 of Chapter 122C of the
General Statutes, nursing homes licensed under G.S-1®,ERAdult care homes licensed under
Part 1 of Article 1 of Chapter 131D of the General Statuéed any outpatient department
including a portion of a hospital operated as an outpatient department, on or off of the hospital's
main campus, that is operated under the hospital's control or ownership and is classified as
Business Occupancy by the Ligafety Code of the National Fire Protection Association as
referenced under 42 C.F.R. § 482.41. Provided, however, if the Business Occupancy outpatient
location is to be operated within 30 feet of any hospital facility, or any portion thereof, which
is classified as Health Care Occupancy or Ambulatory Health Care Occupancy under the Life
Safety Code of the National Fire Protection Association, the hospital shall provide plans and
specifications to the Department for review and approval as required fatahasmstruction
or renovations in a manner described by the Department.

* k k * %

§ 131E79.1. Counseling patients regarding prescriptions.
€)) Any hospital or other health care facility licensed pursuant to this Chapter or Chapter 122Gasfethad
Statutes, health maintenance organization, local health department, community health center, medical office, or
facility operated by a health care provider licensed under Chapter 90 of the General Statutes, providing patient
counseling by a physian, a registered nurse, or any other appropriately trained health care professional shall be
deemed in compliance with the rules adopted by the North Carolina Board of Pharmacy regarding patient counseling.
(b) As used in this section, "patient counselimgdans the effective communication of information to the
patient or representative in order to improve therapeutic outcomes by maximizing proper use of prescription
medications and devices.

* k k % %
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Article 6.
Health Care Facility Licensure Act.

Part 2. Nursing Home Patients' Bill of Rights.
Selected Provisions

* k% % %

8§ 131E116. Definitions.
As used in this Part, unless otherwise specified:

(1) "Administrator" means an administrator of a facility.
(1a) "Commission" means the North Carolina diteal Care Commission.
(2) "Facility" means a nursing home and a home for the aged or disabled licensed pursuant to G.S.

131E102, and also means a nursing home operated by a hospital which is licensed under Article
5 of G.S. Chapter 131E.

3) "Patient” mans a person who has been admitted to a facility.

4) "Representative payee" means a person certified by the federal government to receive and
disburse benefits for a recipient of governmental assistance.

* k k * %

§ 131E128.1. Nursing home medicatiomanagement advisory committee.

€) Definitions.— As used in this section, unless the context requires otherwise, the term:
(1) "Advisory committee” means a medication management committee established under this
section to advise the quality assuranoenmittee.
(2) "Medicationrelated error" means any preventable medicatitated event that adversely

affects a patient in a nursing home and that is related to professional practice, or health care
products, procedures, and systems, including presgripmescription order communications,
product labeling, packaging and nomenclature, compounding, dispensing, distribution,
administration, education, monitoring, and use.

) "Nursing home" means a nursing home licensed under this Chapter and includef aara
home operated as part of a nursing home.
4) "Potential medicatiomelated error" means a medicaticriated error that has not yet adversely

affected a patient in a nursing home, but that has the potential to if not anticipated or prevented
or if left unnoticed.

(5) "Quality assurance committee" means a committee established in a nursing home in accordance
with federal and State regulations to identify circumstances requiring quality assessment and
assurance activities and to develop and implénagpropriate plans of action to correct
deficiencies in quality of care.

(b) Purpose= It is the purpose of the General Assembly to enhance compliance with this Part through the
establishment of medication management advisory committees in nursing fitmn@sirpose of these committees is
to assist nursing homes to identify medicatietated errors, evaluate the causes of those errors, and take appropriate
actions to ensure the safe prescribing, dispensing, and administration of medications to norsipgtlents.

(c) Advisory Committee Established; MembershipEvery nursing home shall establish a medication
management advisory committee to advise the quality assurance committee on quality of care issues related to
pharmaceutical and medication manmagat and use in the nursing home. The nursing home shall maintain the
advisory committee as part of its administrative duties. The advisory committee shall be interdisciplinary and consist
of the nursing home administrator and at least the following menaipgrointed by the nursing home administrator:

(1) The director of nursing.
(2) The consultant pharmacist.
3) A physician designated by the nursing home administrator.
4) At least three other members of the nursing home staff.
(d) Meetings.— The advisoy committee shall meet as needed but not less frequently than quarterly. The

Director of Nursing or Staff Development Coordinator shall chair the advisory committee. The nursing home
administrator shall ensure that a record is maintained of each meeting.
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(e) Confidentiality.— The meetings or proceedings of the advisory committee, the records and materials it
produces, and the materials it considers, including analyses and reports pertaining to mediatgtbarror reporting
under G.S. 131H28.2 and parmacy reports on drug defects and adverse reactions under G.SL284Eshall be
confidential and not be considered public records within the meaning of G-%. TB2 meetings or proceedings and
records and materials also shall not be subject t@disg or introduction into evidence in any civil action against a
nursing home or a provider of professional health services resulting from matters that are the subject of evaluation and
review by the committee. No person who was in attendance at a mekthreggcommittee shall testify in any civil
action as to any evidence or other matters produced or presented during the meetings or proceedings of the committee
or as to any findings, recommendations, evaluations, opinions, or other actions of the eeromits members.
Notwithstanding the foregoing:

(1) Information, documents, or records otherwise available, including any deficiencies found in the
course of an inspection conducted under G.S. 1B1E shall not be immune from discovery
or use in a ciViaction merely because they were presented during meetings or proceedings of
the advisory committee. A member of the advisory committee or a person who testifies before
the committee may testify in a civil action but cannot be asked about that perstmerig
before the committee or any opinion formed as a result of the committee meetings or
proceedings.

(2) Information that is confidential and not subject to discovery or use in civil actions under this
subsection may be released to a professional atdsdeview organization that performs any
accreditation or certification function. Information released to the professional standards review
organization shall be limited to information reasonably necessary and relevant to the standards
review organizatin's determination to grant or continue accreditation or certification.
Information released to the standards review organization retains its confidentiality and is not
subject to discovery or use in any civil action as provided under this subsectiomariderds
review organization shall keep the information confidential subject to this subsection.

3) Information that is confidential and not subject to discovery or use in civil actions under this
subsection may be released to the Department of Healthlamén Services pursuant to its
investigative authority under G.S. 131B5. Information released to the Department shall be
limited to information reasonably necessary and relevant to the Department's investigation of
compliance with Part 1 of Article 6f ahis Chapter. Information released to the Department
retains its confidentiality and is not subject to discovery or use in any civil action as provided
in this subsection. The Department shall keep the information confidential subject to this
subsection.

4) Information that is confidential and is not subject to discovery or use in civil actions under this
subsection may be released to an occupational licensing board having jurisdiction over the
license of an individual involved in an incident that is eindeview or investigation by the
advisory committee. Information released to the occupational licensing board shall be limited
to information reasonably necessary and relevant to an investigation being conducted by the
licensing board pertaining to thedimidual's involvement in the incident under review by the
advisory committee. Information released to an occupational licensing board retains its
confidentiality and is not subject to discovery or use in any civil action as provided in this
subsection. Té occupational licensing board shall keep the information confidential subject to
this subsection.

® Duties.— The advisory committee shall do the following:

Q) Assess the nursing home's pharmaceutical management system, including its prescribing,
distribution, administration policies, procedures, and practices and identify areas at high risk
for medicationrelated errors.

(2) Review the nursing home's pharmaceutical management goals and respond accordingly to
ensure that these goals are being met.
3) Review, investigate, and respond to nursing home incident reports, deficiencies cited by

licensing or credentialing agencies, and resident grievances that involve actual or potential
medicationrelated errors.

4) Identify goals and recommendations to inmpént best practices and procedures, including risk
reduction technology, to improve patient safety by reducing the risk of medicataiad
errors.
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(5) Develop recommendations to establish a mandatory, nonpunitive, confidential reporting system
within the nursing home of actual and potential medicatiated errors.

(6) Develop specifications for drug dispensing and administration documentation procedures to
ensure compliance with federal and State law, including the North Carolina Nursing Practice
Act.

@) Develop specifications for sedfdministration of drugs by qualified patients in accordance with

law, including recommendations for assessment procedures that identify patients who may be
qualified to seHadminister their medications.
(9) Penalty— The Department may take adverse action against the license of a nursing home upon a finding
that the nursing home has failed to comply with this section, G.S-128.2, 131E128.3, or 131FEL28.4.

8§ 131E128.2. Nursing home quality assurance committeeuties related to medication error prevention.

Every nursing home administrator shall ensure that the nursing home quality assurance committee develops and
implements appropriate measures to minimize the risk of actual and potential medielatied errcs, including the
measures listed in this section. The design and implementation of the measures shall be based upon recommendations
of the medication management advisory committee and shall:

(1) Increase awareness and education of the patient and faemtypens about all medications that
the patient is using, both prescription and etercounter, including dietary supplements.

(2) Increase prescription legibility.

3) Minimize confusion in prescription drug labeling and packaging, including unit dose
padkaging.

(4) Develop a confidential and nonpunitive process for internal reporting of actual and potential
medicationrelated errors.

(5) To the extent practicable, implement proven medication safety practices, including the use of
automated drug orderingnd dispensing systems.

(6) Educate facility staff engaged in medication administration activities on sisailarding drug
names.

(7 Implement a system to accurately identify recipients before any drug is administered.

(8) Implement policies and procedsrdesigned to improve accuracy in medication administration

and in documentation by properly authorized individuals, in accordance with prescribed orders
and stop order policies.

9) Implement policies and procedures for patient-adtinistration of mediation.

(20) Investigate and analyze the frequency and root causes of general categories and specific types
of actual or potential medicatieelated errors.

(11) Develop recommendations for plans of action to correct identified deficiencies in theg'&acilit
pharmaceutical management practices.

§ 131E128.3. Staff orientation on medication error prevention.

The nursing home administrator shall ensure that the nursing home provide a minimum of one hour of education
and training in the prevention of actual potential medicationelated errors. This training shall be provided upon
orientation and annually thereafter to all nonphysician personnel involved in direct patient care. The content of the
training shall include at least the following:

(1) General mformation relevant to the administration of medications including terminology,
procedures, routes of medication administration, potential side effects, and adverse reactions.

(2 Additional instruction on categories of medication pertaining to the speeifids of the patient
receiving the medication.

3) The facility's policy and procedures regarding its medication administration system.

(4) How to assist patients with safe and accurate-agbfiinistration of medication, where
appropriate.

(5) Identifying and reporting actual and potential medicatielated errors.

§ 131E128.4. Nursing home pharmacy reports; duties of consultant pharmacist.

(a) The consultant pharmacist for a nursing home shall conduct a drug regimen review for actual and
potential dug therapy problems in the nursing home and make remedial or preventive clinical recommendations into
the medical record of every patient receiving medication. The consultant pharmacist shall conduct the review at least
monthly in accordance with the nurgihome's policies and procedures.
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(b) The consultant pharmacist shall report and document any drug irregularities and clinical
recommendations promptly to the attending physician or finrsbarge and the nursing home administrator. The
reports shall inede problems identified and recommendations concerning:

Q) Drug therapy that may be affected by biological agents, laboratory tests, special dietary
requirements, and foods used or administered concomitantly with other medication to the same

recipient.

(2) Monitoring for potential adverse effects.

3) Allergies.

4) Drug interactions, including interactions between prescription drugs andtheveounter
drugs, drugs and disease, and interactions between drugs and nutrients.

(5) Contraindications andrecautions.

(6) Potential therapeutic duplication.

(7 Overextended length of treatment of certain drugs typically prescribed for a short period of
time.

(8) Beer's listed drugs that are potentially inappropriate for use by elderly persons.

(9) Undertreatent or medical conditions that are suboptimally treated or not treated at all that

warrant additional drug therapy to ensure quality of care.
(20) Other identified problems and recommendations.

(© The consultant pharmacist shall report drug product tefawd adverse drug reactions in accordance
with the ASHSPUSPFDA Drug Product Defect Reporting System and the USP Adverse Drug Reaction Reporting
System. The term "ASHSBSPFDA" means American Society of Health System Pharmabistted States
PharmacopeiaFood and Drug Administration. Information released to the ASHSPFDA retains its
confidentiality and is not subject to discovery or use in any civil action as provided under G.8.2B31E

(d) The consultant pharmacist shall ensure that all knalemgies and adverse effects are documented in
plain view in the patient's medical record, including the medication administration records, and communicated to the
dispensing pharmacy. The specific medications and the type of allergy or adverse wdadtibe specified in the
documentation.

(e) The consultant pharmacist shall ensure that drugs that are not specifically limited as to duration of use
or number of doses shall be controlled by automatic stop orders. The consultant pharmacist shahfutbehat
the prescribing provider is notified of the automatic stop order prior to the dispensing of the last dose so that the
provider may decide whether to continue to use the drug.

® The consultant pharmacist shall, on a quarterly basis, submnibiaary of the reports submitted under
subsections (a) and (b) of this section to the medication management advisory committee established under G.S.
131E128.1. The summary shall not include any information that would identify a patient, a family meméer, o
employee of the nursing home. The purpose of the summary shall be to facilitate the identification and analysis of
weaknesses in the nursing home's pharmaceutical care system that have an adverse impact on patient safety.

* k k k%
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CHAPTER 143B
EXECUTIVE ORGANIZATION ACT OF 1973

SELECTED PROVISIONS

§ 143B216.60. The JustudVarren Heart Disease and Stroke Prevention Task Force.

€) The JustudVarren Heart Disease and Stroke Prevention Task Force is created in the Department of
Health and HumaServices.

(b) The Task Force shall have 27 members. The Governor shall appoint the Chair, and-(Bkaifichall
be elected by the Task Force. The Director of the Department of Health and Human Services, the Director of the
Division of Medical Assistarein the Department of Health and Human Services, and the Director of the Division of
Aging in the Department of Health and Human Services, or their designees, shall be members of the Task Force.
Appointments to the Task Force shall be made as follows:

(1) By the General Assembly upon the recommendation of the President Pro Tempore of the
Senate, as follows:
Three members of the Senate;
A heart attack survivor;
A local health director;
A certified health educator;
A hospital administrator; ah
A representative of the North Carolina Association of Area Agencies on Aging.
(2) By the General Assembly upon the recommendation of the Speaker of the House of
Representatives, as follows:

OIS T S

a. Three members of the House of Representatives;
b. A strokesurvivor;
C. A county commissioner;
d. A licensed dietitian/nutritionist;
e. A pharmacist; and
f. A registered nurse.
3) By the Governor, as follows:
a. A practicing family physician, pediatrician, or internist;
b. A president or chief executive officef a business upon recommendation of a North
Carolina wellness council which is a member of the Wellness Councils of America;
C. A news director of a newspaper or television or radio station;
d. A volunteer of the North Carolina Affiliate of the Americae&it Association;
e. A representative from the North Carolina Cooperative Extension Service;
f. A representative of the Governor's Council on Physical Fithess and Health; and
g. Two members at large.
(© Each appointing authority shall assure insofar asipte that its appointees to the Task Force reflect the
composition of the North Carolina population with regard to ethnic, racial, age, gender, and religious composition.
(d) The General Assembly and the Governor shall make their appointments to tHeol@skot later than

30 days after the adjournment of the 1995 General Assembly, Regular Session 1995. A vacancy on the Task Force
shall be filled by the original appointing authority, using the criteria set out in this section for the original apgointmen

(e) The Task Force shall meet not more than twice annually at the call of the Chair.

(9) Members of the Task Force shall receive per diem and necessary travel and subsistence expenses in
accordance with G.S. 1201, 1385 and 1385, as applicable

(h) A majority of the Task Force shall constitute a quorum for the transaction of its business.

0] The Task Force may use funds allocated to it to establish two positions and for other expenditures needed
to assist the Task Force in carrying outitgies.

)] The Task Force has the following duties:

(1) To undertake a statistical and qualitative examination of the incidence of and causes of heart

disease and stroke deaths and risks, including identification of subpopulations at highest risk
for devdoping heart disease and stroke, and establish a profile of the heart disease and stroke
burden in North Carolina.
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(2)
3)
(4)

(%)

(6)

(7)

(8)

9

(10)

To publicize the profile of the heart disease and stroke burden and its preventability in North
Carolina.

To identify priority stratgies which are effective in preventing and controlling risks for heart
disease and stroke.

To identify, examine limitations of, and recommend to the Governor and the General Assembly
changes to existing laws, regulations, programs, services, anegpdticznhance heart disease

and stroke prevention by and for the people of North Carolina.

To determine and recommend to the Governor and the General Assembly the funding and
strategies needed to enact new or to modify existing laws, regulationgampmgervices, and
policies to enhance heart disease and stroke prevention by and for the people of North Carolina.
To adopt and promote a statewide comprehensive Heart Disease and Stroke Prevention Plan to
the general public, State and local electftials, various public and private organizations

and associations, businesses and industries, agencies, potential funders, and other community
resources.

To identify and facilitate specific commitments to help implement the Plan from the entities
listed in subdivision (6) above.

To facilitate coordination of and communication among State and local agencies and
organizations regarding current or future involvement in achieving the aims of the Heart
Disease and Stroke Prevention Plan.

To receiveand consider reports and testimony from individuals, local health departments,
communitybased organizations, voluntary health organizations, and other public and private
organizations statewide, to learn more about their contributions to heart disdaseokn
prevention, and their ideas for improving heart disease and stroke prevention in North Carolina.
Establish and maintain a Stroke Advisory Council, which shall advise the Task Force regarding
the development of a statewide system of stroke &t shall include, among other items, a
system for identifying and disseminating information about the location of primary stroke
centers.

(K) Notwithstanding Section 11.57 of S.L. 19997, the Task Force shall submit a final report to the
Governor andhe General Assembly by June 30, 2003, and a report to each subsequent regular legislative session
within one week of its convening.
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CHAPTER 153A
COUNTIES

SELECTED PROVISIONS

* k% % %

§ 153A77. Authority of boards of commissioners over commissionboards, agencies, etc.

(a) In the exercise of its jurisdiction over commissions, boards and agencies, the board of county
commissioners may assume direct control of any activities theretofore conducted by or through any commission, board
or agency by thadoption of a resolution assuming and conferring upon the board of county commissioners all powers,
responsibilities and duties of any such commission, board or agency. This section shall apply to the board of health,
the social services board, area mehgalth, developmental disabilities, and substance abuse area board or any other
commission, board or agency appointed by the board of county commissioners or acting under and pursuant to
authority of the board of county commissioners of said county éasgmovided in G.S. 153A6. A board of county
commissioners exercising the power and authority under this subsection may, notwithstanding G25, E3érce
public health rules adopted by the board through the imposition of civil penalties. Ifia lpeddth rule adopted by a
board of county commissioners imposes a civil penalty, the provisions of G.S:2B3@#aking its violation a
misdemeanor shall not be applicable to that public health rule unless the rule states that a violation of the rule is a
misdemeanor. The board of county commissioners may exercise the power and authority herein conferred only after
a public hearing held by said board pursuant to 30 days' notice of said public hearing given in a newspaper having
general circulation in saicbunty.

The board of county commissioners may also appoint advisory boards, committees, councils and agencies
composed of qualified and interested county residents to study, interpret and develop community support and
cooperation in activities conducted byunder the authority of the board of county commissioners of said county.

A board of county commissioners that has assumed direct control of a local health board after January 1, 2012,
and that does not delegate the powers and duties of that boardriscdidated health service board shall appoint an
advisory committee consistent with the membership described in G.S-38B0A

(b) In the exercise of its jurisdiction over commissions, boards, and agencies, the board of county
commissioners of a countyViag a county manager pursuant to G.S. 153Amay:
(1) Consolidate certain provisions of human services in the county under the direct control of a

human services director appointed and supervised by the county manager in accordance with
subsection (e) ahis section;

(2 Create a consolidated human services board having the powers conferred by subsection (c) of
this section;
) Create a consolidated county human services agency having the authority to carry out the

functions of any combination of comrsisns, boards, or agencies appointed by the board of
county commissioners or acting under and pursuant to authority of the board of county
commissioners, including the local health department, the county department of social services,
or the area mental hkh, developmental disabilities, and substance abuse services authority;
and

4) Assign other county human services functions to be performed by the consolidated human
services agency under the direction of the human services director, with-maliéyg
authority granted to the consolidated human services board as determined by the board of
county commissioners.

(c) A consolidated human services board appointed by the board of county commissioners shall serve as the
policy-making, rulemaking, and adminigative board of the consolidated human services agency. The consolidated
human services board shall be composed of no more than 25 members. The composition of the board shall reasonably
reflect the population makeup of the county and shall include:

(1) Eight persons who are consumers of human services, public advocates, or family members of
clients of the consolidated human services agency, including: one person with mental illness,
one person with a developmental disability, one person in recovery filmstasae abuse, one
family member of a person with mental illness, one family member of a person with a
developmental disability, one family member of a person with a substance abuse problem, and
two consumers of other human services.
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(1a) Notwithstanding gbdivision (1) of this subsection, a consolidated human services board not
exercising powers and duties of an area mental health, developmental disabilities, and substance
abuse services board shall include four persons who are consumers of human services.

(2) Eight persons who are professionals, each with qualifications in one of these categories: one
psychologist, one pharmacist, one engineer, one dentist, one optometrist, one veterinarian, one
social worker, and one registered nurse.

3) Two physiciansitensed to practice medicine in this State, one of whom shall be a psychiatrist.
(4) One member of the board of county commissioners.
(5) Other persons, including members of the general public representing various occupations.

The board of county commissiers may elect to appoint a member of the consolidated human services board to
fill concurrently more than one category of membership if the member has the qualifications or attributes of more than
one category of membership.

All members of the consolidatdhuman services board shall be residents of the county. The members of the board
shall serve fouyear terms. No member may serve more than two consecutiveydaurterms. The county
commissioner member shall serve only as long as the member is a conmiyssioner.

The initial board shall be appointed by the board of county commissioners upon the recommendation of a
nominating committee comprised of members of the preconsolidation board of health, social services board, and area
mental health, developmtal disabilities, and substance abuse services board. In order to establish a uniform staggered
term structure for the board, a member may be appointed for less thanyedouerm. After the subsequent
establishment of the board, its board shall beoayped by the board of county commissioners from nominees
presented by the human services board. Vacancies shall be filled for any unexpired portion of a term.

A chairperson shall be elected annually by the members of the consolidated human servicésrbajarity of
the members shall constitute a quorum. A member may be removed from office by the county board of commissioners
for (i) commission of a felony or other crime involving moral turpitude; (ii) violation of a State law governing conflict
of interest; (iii) violation of a written policy adopted by the county board of commissioners; (iv) habitual failure to
attend meetings; (v) conduct that tends to bring the office into disrepute; or (vi) failure to maintain qualifications for
appointment requirednder this subsection. A board member may be removed only after the member has been given
written notice of the basis for removal and has had the opportunity to respond.

A member may receive a per diem in an amount established by the county board ofssioners.
Reimbursement for subsistence and travel shall be in accordance with a policy set by the county board of
commissioners. The board shall meet at least quarterly. The chairperson or three of the members may call a special
meeting.

(d) The consolideed human services board shall have authority to:

(1) Set fees for departmental services based upon recommendations of the human services director.
Fees set under this subdivision are subject to the same restrictions on amount and scope that
would apply ifthe fees were set by a county board of health, a county board of social services,
or a mental health, developmental disabilities, and substance abuse area authority.

(2) Assure compliance with laws related to State and federal programs.

€)) Recommend cré@n of local human services programs.

4) Adopt local health regulations and participate in enforcement appeals of local regulations.

(5) Perform regulatory health functions required by State law.

(6) Act as coordinator or agent of the State to the extantired by State or federal law.

(7) Plan and recommend a consolidated human services budget.

(8) Conduct audits and reviews of human services programs, including quality assurance activities,
as required by State and federal law or as may otherwisedessary periodically.

9) Advise local officials through the county manager.

(10) Perform public relations and advocacy functions.

(11) Protect the public health to the extent required by law.

(12) Perform comprehensive mental health services plannithg i€ounty is exercising the powers
and duties of an area mental health, developmental disabilities, and substance abuse services
board under the consolidated human services board.

(13) Develop dispute resolution procedures for human services contrantbdients and public
advocates, subject to applicable State and federal dispute resolution procedures for human
services programs, when applicable.
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Except as otherwise provided, the consolidated human services board shall have the powers and duéiés confer
by law upon a board of health, a social services board, and an area mental health, developmental disabilities, and
substance abuse services board.

Local employees who serve as staff of a consolidated county human services agency are subject to county
personnel policies and ordinances only and are not subject to the provisions of the North Carolina Human Resources
Act, unless the county board of commissioners elects to subject the local employees to the provisions of that Act. All
consolidated county huam services agencies shall comply with all applicable federal laws, rules, and regulations
requiring the establishment of merit personnel systems.

(e) The human services director of a consolidated county human services agency shall be appointed and
dismis&d by the county manager with the advice and consent of the consolidated human services board. The human
services director shall report directly to the county manager. The human services director shall:

(1) Appoint staff of the consolidated human serviagency with the county manager's approval.

(2) Administer State human services programs.

3) Administer human services programs of the local board of county commissioners.

(4) Act as secretary and staff to the consolidated human services board undezdfiendof the
county manager.

(5) Plan the budget of the consolidated human services agency.

(6) Advise the board of county commissioners through the county manager.

(7 Perform regulatory functions of investigation and enforcement of State and locdl heal
regulations, as required by State law.

(8) Act as an agent of and liaison to the State, to the extent required by law.

9) Appoint, with the county manager's approval, an individual that meets the requirements of G.S.
130A-40(a).

Except as otherwise primled by law, the human services director or the director's designee shall have the same
powers and duties as a social services director, a local health director, or a director of an area mental health,
developmental disabilities, and substance abusecssrauthority.

* k% % %

North Carolina Pharmacy LawEffective December 2018 161



