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Medical Specialties Distributors, LLC

May 10, 2011

B. Braun Medical

MOOG MEDICAL DEVICE GROUP ISSUES URGENT
MEDICAL DEVICE RECALL EXPANSION NOTIFICATION

Dear Customer,

Please read the enclosed letter form B. Braun regarding the expansion
of the Medical Device Recall of listed Moog Curlin Sets. Please review all
stock on hand for affected lots and remove them form your inventory.
Please Do Not Destroy any Affected product.

If you have any full or partial cases of these affected products and associated
lot numbers in your possession, please call B. Braun Customer Support
Department at (800) 227-2862 to arrange for shipping and replacement
product. A Customer Support Representative will provide you with
instructions for handling the affected product and we will arrange for all
products to be B. Braun Medical Inc. Should you have any questions or
concerns regarding the attached information, please contact B. Braun
Customer Support Department at (800) 227-2862 or Moog Medical Devices
Group at (800) 970-2337, prompt #7.

CORPORATE OFFICE of MEDICAL SPECIALTIES DISTRIBUTORS, LLC
800 Technology Center Drive, Stoughton, Massachusetts 02072-4708, (781) 344-6000, Main Fax (781) 344-7244
Customer Service Fax (781) 344-8320 — Accounting Fax (781) 344-7415 — Biomed Services Fax (781) 344-8125

Delivering Healthcare Products & Biomed Services ... for Life




B. Braun Medical Inc.

B ’ BRAUN ' 901 Marcon Blvd.

Allentown, PA 18109

Telephone:  (800)227-2862

Fax: (610) 849-1197
May 4, 2011

MOOG MEDICAL DEVICE GROUP ISSUES
URGENT MEDICAL DEVICE RECALY, EXPANSION NOTIFICATION

Dear Distributor:

On May 3, 2011, B. Braun Medical Inc, was notified by Moog Medical Devices Group of an expansion to
their original medical device recall, which was initiated on January 24, 2011 due to potential false air-in-
line alarm that may occur when using the ambulatory administration set. This expansion applies to specific
lot numbers of the Curlin model ambulatory infusion administration sets. Please review the attached notice
from Moog Medical Devices Group, which provides the necessary information, list of all affected lots, and
actions required.

Our records indicate that you have received one or more of these lots, Further distribution of the affected
product should be discontinned immediately. Please contact your customers that have received these
lots and inform them of this recall expansion. Please determine the inventory with your customers and
have them return the affected product to B. Braun Medical Inc, to ensure proper credit of returned product.
Please do not destroy any affected product. Utilizing the attached “Product Removal Acknowledgement
Form” récord the number of individual units in your current inventory. If you have no inventory, please
enter zero on the “Product Removal Acknowledgment Form.” Please return the completed form in the self-
addressed envelope provided and fax the completed form to (610) 849-1197 within two weeks of receipt.

Please note that the lot numbers provided on the B, Braun “Product Removal Acknowledgment Form” are
the internal lot numbers that B. Braun Medical Inc. utilizes for device identification and traceability. The
prefix on some of these lot numbers are indicated as “CF”. The attached list of all affected Moog lots
(Moog Curlin Infusion Set Recall Notification Attachment A) and the product packaging identifies some
Moog lot number with the prefix of “CRE.” The “R” is an internal indicator for Moog relating to the
manufacturing site. Although the “R” is not utilized by B. Braun as part of ‘our internal lot number
provided on the B, Braun “Product Removal Acknowledgement”, the lot number provided on attached list
of all affected Moog lots is the same manufactured lot. For example, B, Braun lot number CF10125003 is
Moog lot number CRF10125003. '

To meet regulatory requirements, the attached “Product Removal Acknowledgment Form” must be
completed and returned to B. Braun Medical Inc. Quality Assurance Group via the self-addressed
envelope provided or fax even if the total inventory in your possession is zero,

If you have any full or partial cases of these affected products and associated lot numbers in your
possession, please call our Custorer Support Department at (800) 227-2862 to arrange for shipping and
replacement product. A Customer Support Representative will provide you with instructions for handling
the affected product and we will arrange for all products to be returned to B. Braun Medical Inc. Should
you have any questions or concerns regarding the attached information, please contact our Customer
Support Department at (800) 227-2862 or Moog Medical Devices Group at (800) 970-2337, prompt #7. -

Singerely,

i

Kimberly ®Paris
Director of Quality, PA
B. Braun Medical, Inc.

Enclosures
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Moog KMedical Devices Group

. 4314 Zovax Park Lane
May 2, 2011 Salt Lake Cily, Utah 84125
ph 804 264.1001
RE:  Expansion of MoogfCutlin Ambulatory Pump Administration Set Recall 9 %’254';32;

. . 970

LN

Dear Customer,

YANLMOO0G. comimedical

Moog is issuing this notification to provide you important information regarding an expansion of
the medical device recall for specific lot numbers of Curtin model ambulatory infusion
administration sets. The affected administration sets are used with the Moog Curlin Ambulatory
Pumps, which includes the 4000 CMS Ambulatory Pump, the 6000 CMS Ambulatory Pump, ard
the PainSman® 0D Ambulatory Pump. The decision to expand the original recall dated January
24", 2011 is due to a potential false airin-line atarm that may oceur when using an ambulatory

administration set.

Issue Explanation:

A defect with the resin used in tubing received from a supplier has been discovered, This has
resulted in a rough texture on the inner and outer diameter of the tubing segment insented into the
pump. This could lead to the pump sensor ragisteting an air bubble, causing an un-resolvabils
false air-in-line alarm, even i no air bubble is present.

Patient Impact:

There have been no reported adverse patient events as of the date of this notification.

Necessary Customer Actions:

Moog records indicate you have received ambulatory administration sets thal may lead to the
false air-in-line alarm. Identification of potentially affected praduct codes and lot numbers are
listed in Attachment A. )f you have praduct from these lot numbers, please follow the process as

outlined below:

Product Purchased from a Distributor:

R criiedAL

Acticn

Required Information

1. Remove suspect product code from
inventory

Sea Attachment A to determine lots that are
stspect

2. Contact your Distributor to arrange
replacement product

Provide lot numbers, quantities of product
needing 10 be returned and a shipping address
for replacement product

3. Hequest a shipping return label as per the
distributor’s process and ship back 1o their

iocation.

Box up all suspect product and refurn via
shipping iabel

Product Purchased Directly from Moog

Action

Required Information

1. Remove suspect product code from
inventory.

See Attachment A 10 dstermine which lots are
suspect

2. Contact Moog Customer Service at
1-800-970-2337, prompt #7.

Provide lot numbers, quantiies of product
needing to be returned and provide a shipping
address for replacement product

3. Moog Customer Service will provide a call

tag for convenient produoct return.

Box up all suspect product and return via the
calltag

Page 1 of2




Temporary Clinical Option for Using Pumps:;
Untll replacement administration sets are shipped, we realize you may need an alternate way in
which to provide patient therapy. Fallowing is a suggesied tempotary solution:

+ Clinicians can elect to use the Moog Curlin Ambulatory pump(s) by tuming
the pump air sensor, located in the options meny, to the “OFF” status.
{Refarence Attachment B for instructions, or refer to the Curlin Ambhutatory
Purap Users Manual)

* Use of an administration set with an air-eliminating filter whenever the Air-In-
Line Sensor is set to OFF. {See Attachment C for available produst codes
with an air-eliminating filter.)

* It you do not cutrently use sets with "in-line air eliminating filters", contaat
your account manager to assist you with determining aftermative optians.

Moog is committed to quickly resolving this issue. We have notified the necessary regulatory
bodies of our intent to expand this field action. We apologize for any inconvenience.

Sincerely,

Jmmd{b U&MM

Larry D, Walker
Regulatory Affairs Manager
Moog Medical Davices Group

Altachments for Support;

A) Product codes and lot numbers

B) Instructions for air sensor “off* moda

C) Administration set with fifter product codes
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CURLIN®
INFUSION

Januvary 24, 2011

ATTACHMENT B
USING THE *QPTIONS" FUNCTION TO TURN OFF THE AIR-IN-LINE SENSOR ALARM

Step

Instructions

Visual

Step 1

Pragram and verify the therapy.

Step 2

Upon completion of programming the
therapy, select the OPTIONS function,
A password will be required if the pump
has a set lock level.

Step 3

Once the Options menu is selecled,
scroll down {via the arrow or YES key)}
until AIR SENS is reached, The AIR
SENS may show a default of 0.5 mL. .
Select NO until the OFF made is on the
screen (the pump will offer options of .5
mL, 2mL, and 01.mL}. By salecting the
NO key, this can be changed to OFF,
Selecl YES to verify your choice.

Step 4

Select the RUN key to begin the
therapy, Answer YES when asked “AIR
Sensor OFF, Using an IN Line Filter?”
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