MMQC-11-1385 \ IMMEDIATE MSG / BRISTOL-MYERS SQUIBB COMPANY / COUMADIN
TABLETS (WARFARIN SODIUM TABLETS) / FDA CLASS 1 RECALL / DLA 11-177A

FROM
QUAD SERVICE MMQC FT DETRICK MD//USAMMA/AFMLO/NMLC//

***IMMED IATE***MESSAGE RELEASED: 06/01/2011

SUBJ: MMQC-11-1385
IMMEDIATE MSG / BRISTOL-MYERS SQUIBB COMPANY / COUMADIN TABLETS
(WARFARIN SODIUM TABLETS) / FDA CLASS I RECALL / DLA 11-177A

REF: MMQC-11-1340
RECALL TO THE RETAIL LEVEL.

ACTIVITIES MUST ACKNOWLEDGE RECEIPT OF THIS MSG; SEE PARA 10

SUSPENSE: 6/6/2011

01. FDA CLASS 1 RECALL ON FOL MATL. REASON: PRECAUTIONARY MEASURE
BASED ON THE

COMPANY*®"S TESTING OF TABLETS FROM A RETURNED BOTTLE. A SINGLE TABLET
WAS

FOUND TO BE HIGHER IN POTENCY THAN EXPECTED. DISP: COMPLY W/MFR/DIST
INSTRS IF RECD. IMMEDIATELY CEASE DISTRIBUTION OF PRODUCT. RTN PRODUCT
TO

STERICYCLE FOR CREDIT. IF DISTRIBUTED FURTHER, NOTIFY CUSTOMERS
IMMEDIATELY OF RECALL. QUESTIONS, CALL 866-792-5448, 317-275-7547 OR
609-936-1240.

NSN: 6505-00-728-2616 ul: BT

NOM: WARFARIN SODIUM TABLETS USP 2.5MG 100 TABLETS PER BOTTLE
NDC: 00056017670

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):

9J51681C

9J51684B

9K52102A

02. REASON AND DISPOSITION AS ABOVE.
NSN: 6505-01-153-3886 ul: BT

NOM: WARFARIN SODIUM TABLETS USP 7.5MG 100 TABLETS PER BOTTLE
NDC: 00056017370



MFR: BRISTOL-MYERS SQUIBB
LOT/SERIAL NUMBER(S):
9J49837A

9J49839B

03. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-00-482-2725 ul: BT

NOM: WARFARIN SODIUM TABLETS USP 10MG 100 TABLETS PER BOTTLE
NDC: 00056017470

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):

9J53293C

9J53293F

9K50111A

04. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-01-049-1815 ul: PG

NOM:  WARFARIN SODIUM TABLETS USP 10MG ORAL 100S
NDC: 00056017475

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):

9J353293D

05. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-NS1 ul: BT

NOM: WARFARIN SODIUM 2.5 MG TABLET 1000
NDC: 00056017690

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):

9J51678A

9J51686D

06. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-NS2 ul: BT

NOM: WARFARIN SODIUM 4 MG TABLET 1000
NDC: 00056016890

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):

9J54837B

9J54846A

07. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-NS3 ul: BT

NOM: WARFARIN SODIUM 4 MG TABLET 100
NDC: 00056016875

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):



9J54837C
08. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-NS4 ul: BT

NOM: WARFARIN SODIUM 4 MG TABLET 100
NDC: 00056016870

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):

9J54843A

09. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-NS5 ul: BT

NOM: WARFARIN SODIUM 7.5 MG TABLET 100
NDC: 00056017375

MFR: BRISTOL-MYERS SQUIBB

LOT/SERIAL NUMBER(S):

9J49837B

9J49839C

NOTE: MATL DISTRIBUTED FROM DEC 2009 TO MAY 2011.

10. CONUS AND OCONUS ACTIVITIES WILL ACKNOWLEDGE RECEIPT OF THIS

MESSAGE NLT

06 JUNE 2011, VIA USAMMA WEBPAGE AT: HTTP://WWW.USAMMA.ARMY _MIL SELECT

"PRODUCTS," SELECT "DOD MEDICAL MATERIEL QUALITY CONTROL MESSAGES

(MMQC) &

IMAGES,™ THEN SELECT "DOD IMMEDIATE MMQC MESSAGE RECEIPT

ACKNOWLEDGEMENT." THE DIRECT LINK IS

HTTP - //WWW . USAMMA . ARMY .MI L/ASSETS/APPS/NALA_QAWEB/MMQC_ACK_SERVICE .CFM
THE

RESPONDER NEEDS TO SELECT THE APPROPRIATE SERVICE AND FILL IN THE

APPROPRIATE

INFORMATION. UPON SUBMITTING THIS INFORMATION IT IS THEN

ELECTRONICALLY FORWARDED

TO THE APPROPRIATE SERVICE REPRESENTATIVE.

11. PASS MSG TO MEDICAL LOG OFCRS, CMD CHANNELS, MED STAFF, PHARMACY,
CARDIOLOGY, SUPPLY OFCRS, AND SUPPORTED ACTYS/CTRS.

12_. AUTHORITY: DODD 5105.22 AND DODD 6025.13. ADDITIONALLY:

A. ARMY: SEE ARMY REGULATION (AR) 40-61, 28 JANUARY 2005, CHAPTER 4,
AND THE

DEPARTMENT OF THE ARMY SUPPLY BULLETIN (SB 8-75-11) FOR APPLICABLE
POLICIES

AND PROCEDURES.

B. AIR FORCE: AF ACTIVITIES WILL TAKE ACTION AS PRESCRIBED IN AFl 41-
209, MEDICAL



LOGISTICS SUPPORT, CHAPTERS 3 AND 9. FOR MAJCOMS & NGB--THIS MSG HAS
BEEN
TRANSMITTED TO ALL DESIGNATED SUBORDINATE MEDICAL ACTIVITIES.

13. SERVICE SPECIFIC POCS ARE AS FOLS (FAX NOS. ARE AVAILABLE 24 HRS);

ARMY: TELEPHONE COM: 301-619-3242, DSN: 343, FAX: 4468,
E-MAIL: QUADSERVICEMMQC@AMEDD .ARMY .MIL

ARMY MEMBERS MAY SUBSCRIBE TO DOD MMQC MESSAGES AND MANY OTHER TOPICS
AT THE

FOLLOWING WEBSITE:
HTTP://WWW.USAMMA _ARMY .MIL/ASSETS/APPS/NALA_QAWEB/NALA_INDEX.CFM
CLICK ON "SUBSCRIBE TO MMQC MESSAGES HERE."

USAMMC-E: TELEPHONE COM: 011-49-6331-86-7118/7181, DSN: 495-7118, FAX:
6218,
E-MAIL: USAMMCE_QA@AMEDD.ARMY .MIL

AIR FORCE: TELEPHONE COM: 301-619-4170, DSN: 343, FAX: 2557
EMAIL: AFMOA.SGALC@DETRICK.AF._MIL

AIR FORCE MEMBERS MAY SUBSCRIBE TO THE DOD MMQC MESSAGES AND RECEIVE
EMAIL

NOTIFICATIONS DIRECTLY FROM USAMMA WHEN THEY ARE PUBLISHED AT THE FOL
WEBSITE:

HTTPS://MEDLOG.DETRICK.AF.MIL/, GO TO "SITE SETTINGS"™ AND CHECK
""SUBSCRIBE TO MMQC

MESSAGES . "

NAVY: TELEPHONE COM: 301-619-3085, DSN: 343, FAX: 3087,
EMAIL: MMQC2@MED.NAVY _MIL

NAVY MEMBERS MAY SUBSCRIBE TO RECEIVE DODMMQC MESSAGES AT
HTTP://WWW_USAMMA _ARMY .MIL
CLICK ON "SUBSCRIBE TO MMQC MESSAGES."



