May 8, 2018

North Carolina Department of Health and Human Services
Division of Medical Assistance

Contracts and Procurement

801 Ruggles Drive

2501 Mail Service Center

Raleigh, North Carolina 27699-2501

Attn: Gregory Sligh, Senior Contract Analyst

Re: - Notice of Urgent Medical Device Correction

Dear Mr. Sligh,

The purpose of this letter is to provide notic ' i jon |
accordance with Section 3.1(i) of ContractW
between Roche Diabetes Care, Inc. (RDCI) and the North Carolina Department of Health
and Human Services, Division of Medical Assistance, as amended.

The attached letter includes details regarding the Urgent Medical Device Correction.
Please note that no action is required on your part. It is RDCl’s responsibility to send
copies of the attached letter to impacted parties.

If you have any questions, please contact John Uhrig, National Account Manager, at 317-
502-6494.

Sincerely,

ekt

Niclas Scher
Vice President Finance & Customer Solutions
Roche Diabetes Care, Inc.

Enclosure

Roche Diabetes Care, Inc. 9115 Hague Road Tel. +1-800-428-5074
PO Box 50457 accu-chek.com
Indianapolis, IN 46250-0457
USA
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Urgent Medical Device Correction

18-002 May 07, 2018

Important information on select lots of Accu-Chek® Aviva Plus test strips potentially
showing an increased number of strip errors, strips not detected, or inaccurate results.

Issue:
As part of our ongoing quality monitoring and marketing surveillance processes, Roche has
identified four test strip lots that are out of specification. Affected test strips show an increased

potential for:

e strip errors prior to applying a blood sample, or

e strips not detected once inserted, or

e in a very limited number of cases, an inaccurate result may occur, which may not be
detectable.

It was found that the affected strips had cracked reagent, which may lead to the issues
described above.

Affected Product:
The following product lots are affected. The lot number is printed on the top flap of the box

and on the label of each test strip vial.

Product Catalog Number Lot Number Expiration Date
IAccu-Chek Aviva Plus Strips 06908217001 496947 10/31/2018
IAccu-Chek Aviva Plus Strips 06908268001 497291 04/30/2019
Accu-Chek Aviva Plus Health 06908349001 497296 04/30/2019
Network Strips
IAccu-Chek Aviva Plus Strips 06908217001 497325 05/31/2019

Clinical Significance: If a defective strip is used for blood glucose testing and produces
an inaccurate result, incorrect action could be taken by the user.

Actions Required: Check the lot numbers of your test strip supply against the lot
numbers above. You can find the lot number on the top flap of the vial packaging as well
as on the label of each test strip vial as shown in the example below.

LOT irhamation can be und here.
frptestried et vy i s ek,

[Lo1] 490366
LotNo.: 490366

LOT ricerraton can b foud héve,
FEpEIENIed £ Wy 3 shiwm b

[61] 490366
LotNo.: 490366
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Urgent Medical Device Correction
18-002 May 07, 2018

Actions Required Continued:

¢ Immediately discontinue using test strip lots 496947, 497291, 497296, and
497325. Affected test strips must be discarded.
e To get replacement test strips, use one of the following options:

o For fastest replacement of your product, please submit your request at
https://notices.accu-chek.com

o Email Accu-Chek Customer Care at accu-chek.care@roche.com and include
the following information: your name, full mailing address, phone number,
test strip lot number and number of affected test strip vials.

o For questions regarding this letter, contact our Accu-Chek Customer Care
line at 1-800-358-4866 Monday through Friday between the hours of 8:00 am
and 8:00 pm Eastern Standard Time.

e Please keep this notification for future reference.

This notification is being made with the knowledge of the Food and Drug Administration (FDA).You
may also report adverse events or quality problems experienced with the use of this product to the
FDA’'s MedWatch Adverse Events Reporting Program online at
www.fda.gov/Safety/MedWatch/HowToReport/default.htm (form available to fax or mail),

or call the FDA 1-800-FDA-1088.

Roche Diabetes Care, Inc.
ACCU-CHEK AVIVA is a trademark of Roche.
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