FOOD AND DRUG ADMINISTRATION (FDA)
RECALLSALERT NOTICES

1. FDA MEDICAL EQUIPMENT RECALLS AND ALERTS. The following recalls are reported in
accordance with AFMLL 2-95, page CE-4, and should be treated as directed modifications in
accordance with that AFMLL and AFI 41-201, Chapter 2, Section D. If you possess any of these
items and have not received recall notification, you should contact the manufacturer for recall
instructions. Suspension is only required for Class | items. (FOM, Capt David Zemkosky, DSN 343-
4028)

CLASS| RECALLS: None

CLASSI|I RECALLS:

6515NS
MDC 17116 Defibrillators, Automated, External
PRODUCT Heartstart Battery Charger, Catal og #902850, intended to charge the following

batteries:
90 11 00 Heartstart Battery
90 43 00 Heartstart Battery
90 11-90 Heartstart 3000 Training Battery
90 41 00 Heartstart 1000 Training Battery. Recall #7-802-7.
CODE Lot Nos. 97182A, 97212A.
MANUFACTURER  Ault, Inc., Minneapolis, Minnesota (battery supplier/responsible firm).
RECALLED BY Laerdal Medical Corp., Wappingers Falls, New Y ork, by letter dated June 27,
1997. Firm-initiated recall ongoing.
DISTRIBUTION Nationwide.
QUANTITY 301 battery charges are affected.
REASON The two lots of battery chargers were missing a resistor that controls the lights and
charging activity in the battery charger.

[ 1 None Present

[ ] Action Taken

6525NS

MDC 12425 X-Ray Rad Units, Mammographic

PRODUCT Contour Mammography System, Model M-CTR-1 and M-CTR-2 dedicated for
mammographic imaging using X-ray. Recall #2-859/860-7.

CODE Units w/ Serial Numbers in 29000 series are Contour 2 models and all others are
Contour 1
(425 Seria #s):

BMC-27503, BMC-27504, BMC-27505, BMC-27506, BMC-27509, BMC-27510,
BMC-27512, BMC-27513, BMC-27514, BMC-27516, BMC-27520, BMC-27522,
BMC-27523, BMC-27524, BMC-27526, BMC-27527, BMC-27528, BMC-27578,
BMC-27579, BMC-27580, BMC-27581, BMC-27582, BMC-27583, BMC-27584,
BMC-27586, BMC-27587, BMC-27596, BMC-27597, BMC-27598, BMC-27599,
BMC-27600, BMC-27602, BMC-27603, BMC-27604, BMC-27605, BMC-27606,
BMC-27607, BMC-27608, BMC-27609, BMC-27610, BMC-27611, BMC-27612,
BMC-27613, BMC-27614, BMC-27615, BMC-27634, BMC-27635, BMC-27636,
BMC-27637, BMC-27638, BMC-27639, BMC-27641, BMC-27642, BMC-27643,
BMC-27644, BMC-27646, BMC-27647, BMC-27648, BMC-27649, BMC-27650,
BMC-27652, BMC-27654, BMC-27655, BMC-27656, BMC-27658, BMC-27701,
BMC-27702, BMC-27703, BMC-27705, BMC-27706, BMC-27707, BMC-27708,
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BMC-27710, BMC-27711, BMC-27712, BMC-27713, BMC-27714, BMC-27715,
BMC-27716, BMC-27717, BMC-27718, BMC-27719, BMC-27720, BMC-27721,
BMC-27722, BMC-27723, BMC-27724, BMC-27725, BMC-27726, BMC-27727,
BMC-27729, BMC-27730, BMC-27731, BMC-27732, BMC-27733, BMC-27734,
BMC-27735, BMC-27737, BMC-27738, BMC-27739, BMC-27740, BMC-27741,
BMC-27742, BMC-27743, BMC-27745, BMC-27746, BMC-27753, BMC-27754,
BMC-27755, BMC-27756, BMC-27757, BMC-27758, BMC-27759, BMC-27760,
BMC-27761, BMC-27762, BMC-27763, BMC-27764, BMC-27765, BMC-27766,
BMC-27767, BMC-27768, BMC-27770, BMC-27771, BMC-27772, BMC-27773,
BMC-27774, BMC-27775, BMC-27777, BMC-27778, BMC-27779, BMC-27780,
BMC-27780, BMC-27781, BMC-27783, BMC-27784, BMC-27801, BMC-27802,
BMC-27803, BMC-27804, BMC-27805, BMC-27806, BMC-27807, BMC-27808,
BMC-27809, BMC-27812, BMC-27813, BMC-27814, BMC-27815, BMC-27816,
BMC-27817, BMC-27818, BMC-27820, BMC-27821, BMC-27822, BMC-27823,
BMC-27824, BMC-27828, BMC-27829, BMC-27831, BMC-27832, BMC-27833,
BMC-27834, BMC-27835, BMC-27836, BMC-27837, BMC-27838, BMC-27840,
BMC-7841, BMC-27842, BMC-27844, BMC-27845, BMC-27846, BMC-27848,
BMC-27849, BMC-27850, BMC-27851, BMC-27852, BMC-27853, BMC-27855,
BMC-27858, BMC-27859, BMC-27860, BMC-27861, BMC-27865, BMC-27866,
BMC-27867, BMC-27868, BMC-27869, BMC-27870, BMC-27871, BMC-27872,
BMC-27873, BMC-27874, BMC-27875, BMC-27876, BMC-27877, BMC-27888,
BMC-27889, BMC-27890, BMC-27891, BMC-27892, BMC-27893, BMC-27895,
BMC-27896, BMC-27897, BMC-27898, BMC-27900, BMC-27901, BMC-27902,
BMC-27903, BMC-27904, BMC-27905, BMC-27906, BMC-27907, BMC-27908,
BMC-27909, BMC-27910, BMC-27911, BMC-27912, BMC-27913, BMC-27914,
BMC-27915, BMC-27916, BMC-27919, BMC-27920, BMC-27922, BMC-27923,
BMC-27924, BMC-27925, BMC-27926, BMC-27927, BMC-27928, BMC-27929,
BMC-27930, BMC-27931, BMC-27932, BMC-27935, BMC-27936, BMC-27938,
BMC-27939, BMC-27940, BMC-27942, BMC-27943, BMC-27945, BMC-27946,
BMC-27956, BMC-27957, BMC-27959, BMC-27960, BMC-27961, BMC-27962,
BMC-27965, BMC-27966, BMC-27968, BMC-27969, BMC-27971, BMC-27972,
BMC-27973, BMC-27974, BMC-27975, BMC-27976, BMC-27979, BMC-27981,
BMC-27982, BMC-27985, BMC-27986, BMC-27989, BMC-27990, BMC-27993,
BMC-27994, BMC-27995, BMC-27997, BMC-27998, BMC-27999, BMC-28001,
BMC-28002, BMC-28003, BMC-28004, BM C-28005, BMC-28015, BMC-28016,
BMC-28017, BMC-28018, BMC-28019, BMC-28020, BMC-28021, BMC-28022,
BMC-28024, BMC-28025, BMC-28026, BMC-28027, BMC-28032, BMC-28043,
BMC-28044, BMC-28045, BMC-28047, BMC-28048, BMC-28050, BMC-28052,
BMC-28053, BMC-28054, BM C-28056, BMC-28057, BMC-28059, BMC-28061,
BMC-28062, BMC-28063, BMC-28064, BMC-28065, BM C-28066, BM C-28067,
BMC-28069, BMC-28071, BMC-28072, BMC-28074, BMC-28075, BMC-28076,
BMC-28096, BMC-28097, BMC-28098, BMC-28099, BMC-28103, BMC-28104,
BMC-28105, BMC-28109, BMC-28110, BMC-28111, BMC-28112, BMC-28113,
BMC-28114, BMC-28116, BMC-28117, BMC-28118, BMC-28119, BMC-28120,
BMC-28122, BMC-28125, BMC-28126, BMC-28127, BMC-28128, BMC-28129,
BMC-28130, BMC-28133, BMC-28134, BMC-28135, BMC-28136, BMC-28139,
BMC-28140, BMC-28141, BMC-28142, BMC-28143, BMC-28144, BMC-28151,
BMC-28152, BMC-28154, BMC-28155, BMC-28157, BMC-28158, BMC-28167,
BMC-28168, BMC-28171, BMC-28174, BMC-28175, BMC-28176, BMC-28182,
BMC-28183, BMC-28185, BMC-28186, BMC-28187, BMC-28188, BMC-28195,
BMC-28217, BMC-28219, BMC-28223, BMC-28224, BM C-28225, BM C-28230,
BMC-28252, BMC-28253, BMC-28257, BMC-29000, BMC-29001, BMC-29002,
BMC-29003, BMC-29004, BM C-29005, BM C-29006, BM C-29007, BM C-29008,
BMC-29009, BMC-29010, BMC-29014, BMC-29015, BMC-29016, BMC-29017,
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MANUFACTURER
RECALLED BY

DISTRIBUTION
QUANTITY
REASON

6515NS
MDC 17445
PRODUCT

CODE

MANUFACTURER
RECALLED BY
DISTRIBUTION
QUANTITY
REASON

6515NS
MDC 10134
PRODUCT

BMC-29022, BMC-29023, BMC-29024, BMC-29026, BMC-29027, BMC-29028,
BMC-29045, BMC-29046, BMC-29047, BMC-29048, BMC-29049, BMC-29051,
BMC-29052, BMC-29053, BMC-29054, BM C-29055, BM C-29056, BMC-29057,
BMC-29059, BMC-29060, BMC-29061, BMC-29062, BM C-29063, BM C-29066,
BMC-29068, BMC-29069, BMC-29072, BMC-29073 & BMC-29076.

The following serial numbers are for the 58 units which the firm had shipped
retrofit kits between 9/95 and 2/97: (Bennett still needs to verify that these retrofits
were performed by dealers servicemen):

BMC-27830, BMC-29129, BMC-29196, BMC-29081, BMC-28042, BMC-29021,
BMC-27941, BMC-29019, BMC-27856, BMC-29177, BMC-28051, BMC-27616,
BMC-27610, BMC-27944, BMC-27987, BMC-27996, BMC-27517, BMC-29168,
BMC-29067, BMC-27970, BMC-27967, BMC-27769, BMC-28023, BMC-27937,
BMC-27525, BMC-27507, BMC-28172, BMC-27508, BMC-29011, BMC-29013,
BMC-29020, BMC-27827, BMC-27988, BMC-29287, BMC-29018, BM C-28026,
BMC-27847, BMC-29025, BMC-29139, BMC-27843, BMC-29112, BMC-27826,
BMC-27958, BMC-28046, BMC-28156, BMC-29249, BMC-29121, BMC-29003,
BMC-28058, BMC-27744, BMC-27501, BMC-27653, BMC-29012, BMC-27857,
BMC-28121, BMC-27640, BMC-29074 and BMC-27977.

Bennett X-Ray Technologies, subsidiary of Trex Medical Corporation, Copiague,
NY.

Manufacturer, by letter dated March 5, 1997. Firm-initiated field correction
ongoing.

Nationwide and international .

483 units subject to retrofit.

This diagnostic x-ray device was found to be in non-compliance with the Federal
Performance Standard for Diagnostic X-ray Systems and their Major Components.
The 150 watt bulb may cause overheating in the collimator gears.

[ 1 None Present
[ 1 Action Taken

Multiple Medical Gas Monitors, Respired/Anesthetic

Multigas Analyzer, simultaneously monitors gas concentrations and alerts clinical
personnel when the concentration of anesthetic agents, oxygen, carbon dioxide or
nitrous oxide falls outside the defined limits. Recall #Z-862-7.

Serial Number Range 518-000001 through 518-000551 (non inclusive), Software
Versions less than 1.00.26

Spacelabs Medical, Inc., Redmond, Washington.

Manufacturer, by letter on May 15, 1997. Firm-initiated field correction ongoing.
Nationwide and international .

303 devices were distributed.

The multigas analyzer may display an incorrect agent identification.

[ 1 None Present
[ 1 Action Taken

Anesthesia Units
Narkomed Anesthesia Machines, intended to deliver anesthetic gases and oxygen
and may be used to ventilate patients. Recall #Z-863-7.
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CODE Product Manufactured Between December 5, 1996, and March 21, 1997.
MANUFACTURER North American Drager, Telford, Pennsylvania.

RECALLED BY Manufacturer, by letter dated June 6, 1997. Firm-initiated recall ongoing.
DISTRIBUTION Nationwide and international .

QUANTITY 281 units were distributed.

REASON The oxygen flush button on some of these machines may stick in the open position.

[ 1 None Present
[ ] Action Taken

CLASSI|II RECALLS: None

MEDICAL EQUIPMENT SAFETY ALERTS: None

2. DRUG SUPPLY PRODUCT RECALLS AND MEDI CAL | NFORMATI ON.  The Food and
Drug Admnistration (FDA) advises that the drug products |isted bel ow
were recalled by the manufacturers or distributors concerned. The FDA
has classified these recalls as foll ows:

CLASS |I: A situation in which there is a reasonable probability
that the use of, or exposure to, a violative product will cause serious,
adverse heal th consequences or death.

CLASS I 1: A situation in which the use of, or exposure to, a
vi ol ative product may cause tenporary or nedically reversible adverse
heal th consequences or where the probability of serious adverse health
consequences i s renote.

CLASS I1l1: A situation in which the use of, or exposure to, a
violative product is not likely to cause adverse health consequences.
Most of these itenms are nonstandard, and the possibility exists that
medi cal activities may have purchased themlocally. There is also a
possibility that some of these itens have NSNs assi gned and may have
been reported in earlier QA nessages. Activities having quantities of
these itens on hand will imediately suspend the materiel fromissue and
use. CONUS activities will contact the nearest office of the respective
manuf acturer or distributor for disposition instructions. OVERSEAS
activities will report quantities suspended to AFMLOQ FOM P no | ater than
10 OCT 97 for disposition instructions. They should include
nonencl ature; |ot nunber; manufacturer; quantity suspended; strength
size; requisition; and DPSC purchase order nunber, contract nunber, and
stock record account nunmber (SRAN). (FOMP), Bonnie Phillips, DSN (343-
4170)

CLASS | RECALLS: None

CLASS || RECALLS:

NSN 6505 Nonst andard
PRODUCT Sea- 0 ens Wund C eanser, (Sodium Chloride),
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CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT:
CODE:

MANUFACTURER:

RECALLED BY:

DI STRI BUTI ON:

QUANTI TY:
REASON:

NSN
PRODUCT

in 6 fluid ou

nce bottl es.

(Not e:

The product

is |labeled with the conpany nanme of Sween

Cor por at i on,
Recal | #D- 249

N. Mankat o,
-7.

Lot #1G6AB EXP 7/98.

Col opl ast Cor
M nnesot a.
Manuf act ur er,
Firminitiate
Nat i onwi de.

por ati on,

M nnesot a.)

Nort h Mankat o,

by letter on August 12, 1997.

d recall

ongoi ng.

740 cases (6 bottles per case) were

di stri but ed;

firmestimated that

10 percent of

product remai ned on narket at tinme of recall

initiated.

Pseudononas Aer ugi nosa cont am nati on.

[ 1] None Present
[ 1 Action Taken

6505 Nonst and

A i ndanyci n Hydrochl ori de Capsul es Recal | #D- 252- 7.

ard

| ot # 20847, 20848, 28125, 28126, 28127.

EVA Phar maceu
Pennsyl vi ana.
Manuf act ur er,
initiated rec
Nat i onwi de.

ticals USA

on or about July 15, 1997.

al I ongoi ng.

I nc.,

Sellersville,

1,597 X 100 bottles were distributed.

| abel i ng:

[ 1] None Present
[ 1 Action Taken

Incorrect expiration date.

6505 Nonst and
a) Red Bl ood
Leukocytes Re
Cryoprecipita
Recovered Pl a
a) 19037-1569
19035- 9984
19032- 5963
19027- 4568

b) 19031- 7300
c) 19029-0570
d) 19026-8142
19035- 9984

e) 19037-1569
f) 19026-8142
19039- 2788
19027- 4568

ard
Cells;
noved;

b) Red Bl ood Cel Is,
c) Platelets; d)

te; e) Fresh Frozen Plasma; f)

sma. Recal |

#B-1212/ 1217- 7.

19034- 6451 19039-2788
19033-9393 19033-1129
19038-5359 19029- 0570
19029- 5428 19026-8142

19028- 5359

19031- 7300 19039-2788

19031- 7300 19035-9984
19034- 6451 19029-0570
19029- 5428 19033-1129
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MANUFACTURER
RECALLED BY

DI STRI BUTI ON

QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

19032- 5963 19028- 5359.

Uni ted Bl ood Services, Reno, Nevada.

Bl ood Systems Inc., Scottsdale, Arizona, by
letter on February 18, 1997. Firminitiated
recal | ongoi ng.

Al abama, California, Florida, Louisiana, North
Carolina, Nevada, South Dakota, Tennessee,
Texas, Switzerl and.

a) 12 units; b) 1 unit; ¢) 2 units; d) 4
units; e) 1L unit; f) 11 units were

di stri buted.

Bl ood products tested negative for the

anti body to the human i mmunodefi ci ency virus
type 1 (anti-H V-1), but were collected froma
donor who previously tested repeatedly
reactive for anti-H V-1, Western bl ot

negati ve.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Baxt er Gammagard Sol vent/ Det er gent Treat ed

I mmunogl obulin G (I nmmune @ obulin Intravenous
(Human): a) Baxter's Ganmagard S/ D 5G

b) Baxter's Gammagard S/ D 10G

Recal | #B-1225/1226-7.

Lot # 2620MD10AB, 2620MD11AA, 2620MD12AA.
Baxt er Heal t hcare Corporation, Hyland

Di vi sion, G endale, California.

Manuf acturer, by letter dated April 24, 1997.
Firminitiated recall ongoing.

Nati onwi de and international.

10,173 vials were distributed.

Baxter's 13V solvent/detergent vials are

m sbranded in that they incorrectly list the
reconstitution volune as 10 m .

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

a) Red Blood Cells; b) Platelets; c¢) Fresh
Frozen Plasma; d) Recovered Pl asma

Recal | #B-1238/1241-7.

Unit nunbers: a) 12415-9782, 12414-7079,
12412- 7323, 12409- 7504, 12078- 6408,

12408- 2436, 12090- 2683, 12088-9992,

12093- 2339, 12080-5112

b) 12412-7323, 12088-9992, 12090- 2683,
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MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

NSN
PRODUCT

12409- 7504

c) 12078-6408, 12415-9782, 2414-7079

d) 12093-2339, 12408-2436, 12409- 7504,

12412- 7323, 12090- 2683, 12088-9992,
12080-5112.

United Bl ood Services, Al buquerque, New

Mexi co.

Bl ood Systens Inc., Scottsdale, Arizona, by
letters on March 11, 1997, and July 7, 1997.
Firminitiated recall ongoing.

Col orado, North Carolina, New Mexico, Texas,
Swit zerl and.

a) 10 units; b) 4 units; c) 3 units; d) 7
units were distributed.

Bl ood products tested negative for the

anti body to the human i munodeficiency virus
type 1 (anti-H V-1), but were collected froma
donor who previously tested repeatedly
reactive for anti-H V-1, Western bl ot

negati ve.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

SURA KOS Latex Surgical doves, Sterile.
Recal | #Z-754/761-7.

Model Nunbers Lot Numbers

6455 95100001 t hrough 97020001

6460 95100011 t hrough 97030103

6465 95100103 t hrough 97030209

6470 95080726 t hrough 97020508

6475 95081504 t hrough 97031002

6480 95082296 t hrough 97021603

6485 95071653 t hrough 97021805

6490 95071695 t hrough 97021901

Fi me- Dar by Lat ex Products Seranban, Mal aysi a
Johnson & Johnson Medical, Inc., Arlington,
Texas, by letter, July 1, 1997. Firminitiated
recal | ongoi ng.

Nati onwi de and Canada.

417,000 pairs were distributed.

Open seal s were found, thereby conprom sing
288882 the sterility of the nedical devices.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard
Kilit Anpules, are used to nonitor
st eam under-pressure sterilization cycles,
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CODE
MANUFACTURER
RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

MANUFACTURER
RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

| abel ed under the brand names Cotrell Linmted
and SPS Medi cal :

a) Kilit Ampul es, Catal og Nunber 4312018

b) Kilit Anpules, Catal og Nunber 4312019

c) Kilit Ampules, Catalog Number 4399511
(manufactured for Cottrell, Ltd.);

d) Kilit Ampul es, Catal og Nunber 4399155
(manuf actured for SPS Medical).

Recal | #Z-764/767-7.

Al lots of the above Catal og Nunbers are
subject to recall.

Bect on Di cki nson M crobi ol ogy Systens,
Cockeysvill e, Maryl and.

Bect on Di cki nson M crobiol ogy Systens, Sparks,
Maryl and, by letter in May 1997. Firminitiated
recal I ongoi ng.

Nati onw de and international.

Firm estimates none remai ns on the narket.
Devi ces do not neet |abeled D val ues and sone
are outside the label claimfor spore count.
This coul d produce incorrect result when
applied to the standard microbi ol ogical
sterilization cycle.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

El ectric Powered Mist Heating Pad with
nmonentary swtch:

a) Roberts Hydro Thero Pad Mydel 1327-1,
Pro-Tenp MHP Model 1327-1

b) Roberts Hydro Thero pad Mbdel 1313-1.
Recal | #Z-796/797-7.

a) Control nunbers 971247, 971260 t hrough
971324, 971349 through 971362, 971397 through
971431, 971482 through 971561, 970541 t hrough
970660

b) control nunbers 970889 t hrough 970911,
970924 t hrough 971025, 971081 through 971200,
971212, 971144 through 971147.

Roberts Manufacturing Company, Inc.,

Bal ti nore, Maryl and.

Manuf acturer, by tel ephone on May 23, 1997.
Firminitiated recall ongoing.

Nat i onw de.

a) 315 units; b) 246 units were distributed.
During assenbly of the product it was

di scovered that splitting the electric power
cord caused copper wires to beconme exposed.

[ 1] None Present
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NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY
DI STRI BUTI ON
QUANTI TY

REASON

[ 1 Action Taken

6515 Nonst andard

Heartstart Battery Charger, Catal og #902850,
i ntended to charge the followi ng batteries:
90 11 00 Heartstart Battery

90 43 00 Heartstart Battery

90 11-90 Heartstart 3000 Training Battery

90 41 00 Heartstart 1000 Training Battery.
Recal | #Z-802-7.

Lot Nos. 97182A, 97212A.

Ault, Inc., Mnneapolis, Mnnesota (battery
supplier/responsible firm.

Laerdal Medical Corp., Wappingers Falls, New
York, by letter dated June 27, 1997.
Firminitiated recall ongoing.

Nat i onw de.

301 battery charges are affected.

The two lots of battery chargers were m ssing
a resistor that controls the lights and
charging activity in the battery charger.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Oxygen Pressure Regul ator with Constant Flow
a) Regul ator Mddel No. L270-020 for the
follow ng kits: L151JD, L175-010, L175-010D,
L175-010JD, L175-011D, L175-011JD, L175-014,
L175-01R, L175-030, L175-030D, L175-030JD,
L175- 03R, L175-140, L444, L444-010, L515,
L515- 010, L515D, L515JD, L520, L520-010, L521,
L523, L523-100, L524, L525, L526, L541-020,
L541- 040, L542-020, L542-040, L561, L561-010,
L561- 020, L567, L574, L594, L902001, L902002,
L902003, L520-100

b) Regul at or Model No. L270-050 for the
following kits: L228 and L228-030.

Recal | #Z-866/867-7.

Al regulators distributed prior to 4/11/97.
Al'lied Heal thcare Products, Inc., St. Louis,
M ssouri .

Manuf acturer, by letter dated May 20, 1997,
and by tel ephone on May 23, 1997.
Firminitiated recall ongoing.

Nat i onw de.

Approxi mat el y 150, 000 regul ators were

di stri buted.

The device was involved in fires which

ATCH?2 AFMLL 09-97



occurred as a result of contam nation
i ntroduced into the oxygen regul ators during
mai nt enance or use.

[ 1] None Present
[ 1 Action Taken

NSN 6515 Nonst andard

PRCODUCT Consensus Knee Fenoral Conponent, Nonporous
CoCr, Size 5 Right, for joint replacenent.
Recal | #Z-868-7.

CODE Lot No. 230224A.

MANUFACTURER US Medi cal Products, Inc., Austin, Texas.

RECALLED BY Manuf acturer, by tel ephone on May 22, 1997.
Firminitiated recall conplete.

DI STRI BUTI ON Fl ori da.

QUANTI TY 2 units were distributed.

REASON The | abeling stated product was a right knee

conponent, but the conponent in the package
was a |l eft knee conponent.

[ 1] None Present
[ 1 Action Taken

NSN 6550 Nonst andard

PRODUCT Abbott HCV EIA 2.0 Diagnostic Kit, Hepatitis C
Virus Encoded Antigen. Recall #B-1208-7.

CODE Lot Number: 29807MLO0 EXP 29 Cct 97.

MANUFACTURER Abbott Laboratories, D agnostics Division,
Abbott Park, Illinois.

RECALLED BY Manuf acturer, by tel ephone on July 25 and 28,

1997, followed by letter dated July 30, 1997.
Firminitiated recall ongoing.

DI STRI BUTI ON Florida, Illinois, Mchigan, Tennessee, Texas,
Washi ngton state.
QUANTI TY 69 - 5000 test kits of HCV EIA were

distributed; firmestimted that 20% of the
HCV El A kits remained on the market at tine of
recall initiation.

REASON HCV EI A kits may contain a snmall nunber of
ungr ounded coat ed beads.

[ 1] None Present
[ 1 Action Taken

NSN 6550 Nonst andard
PRODUCT Abbott H VAG 1 Monocl onal EIA Diagnostic Kit
Anti body to Human | mmunodefi ci ency Virus Type
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1 (HV-1). Recall #B-1210-7.

CODE Lot Number: 28087M201, EXP 17 Sep 97.
MANUFACTURER Abbott Laboratories, D agnostics Division,
Abbott Park, Illinois.
RECALLED BY Manuf acturer, by tel ephone on July 25 and 28,
1997, followed by letter dated July 30, 1997.
Firminitiated recall ongoing.
DI STRI BUTI ON California, Florida, Illinois, |owa,
Loui si ana, Massachusetts, M chigan, South
Carolina, Tennessee, Texas.
QUANTI TY 269 - 1000 test kits were distributed, with
the firmestimating that 3% of the kits
remai n on the market.
REASON H VAG 1 EIA kits may contain a small nunber of
ungr ounded coat ed beads.
[ 1] None Present
[ 1 Action Taken
NSN 6550 Nonst andard
PRODUCT Epstein-Barr Virus-Viral Capsid Antigen |1gG
Enzyme- | i nked | nmunosor bent Assay, Product No.
2325700 (International), 425700 (Donestic),
Lot No. 2325700-120 (International),
425700- 120 (Donestic), for in-vitro diagnostic
use. Recall #Z-865-7.
CODE Lot #120 EXP 11/ 97.
MANUFACTURER Trinity Biotech (formerly d ark Laboratories),
Janest own, New York.
RECALLED BY Manuf acturer, by letter dated July 25, 1997.
Firminitiated recall ongoing.
DI STRI BUTI ON New Jersey and international.
QUANTI TY 960 kits were distributed.
REASON The absorbance of the kit calibrator has
dropped bel ow the acceptabl e optical density
range of 0.250.
[ 1] None Present
[ 1 Action Taken
CLASS 111 RECALLS:
NSN 6505 Nonst andard
PRODUCT ACTH (Corticotropin for Injection, USP), 40
units, in 10 mM vials. Rx, a preparation of
pituitary adrenocorticotropin hornmone derived
fromthe anterior |lob of hog pituitary.
Recal | #D-248-7.
CODE Lot numbers: 01156P, EXP 8/97; 01256P, EXP
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MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN

PRODUCT:

CODE:
MANUFACTURER
RECALLED BY:

DI STRI BUTI ON:

QUANTI TY:
REASON:
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9/97; and 01356P, EXP 9/97.

\War ner - Lanbert Conpany, Parke-Davis Sterile
Products Division, Rochester, M chigan.

The Par ke-Davis Division of Wrner-Lanbert
Co., Morris Plains, New Jersey, by letter on
July 28, 1997. Firminitiated recall ongoing.
Nat i onw de.

The armount of product shipped was as foll ows:
34,176 units of | ot 01156P between 9/04/96 and
08/01/96. 800 units of | ot 01256P between

7/ 31/96 and 5/07/97. 10,323 units of | ot
01356P between 10/31/96 and 5/07/97.
Variability in assay results (stability).

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Vasosul f Ophthal mi ¢ Sol ution (Sul facetam de
Sodi um 15% phenyl ephri ne Hydrochl ori de
0.125%, 5 mM and 15 m sizes.

Recal | #D-251-7.

Lot nunbers: VE3433 and VE3459.

OVJ Phar maceuticals, San German, Puerto R co.
CIBA Vision Ophthal mics, Duluth, Georgia, by
letter August 8, 1997. Firminitiated recall
ongoi ng.

Nat i onwi de

12,552 units for | ot VE3433; 6,588 fo |ot
VE3459 were distributed.

Labeling error -- Phenyl ephrine HCL content on
insert reads 25 ng/m and carton reads 125
mg/m . The correct amount is 1.25 ng/m,
which is correctly listed on the contai ner and
carton di spl ay panel .

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

| socom Capsul es Recal | #D 256-7.

Lot# 48550A, 48550B, 48663, 48779V, 49132, 48863.
d enwood Pal i sades, Piscataway, New Jersey.
Manfacturer. Firminitiated recall conplete.
Nati onw de.

31,834 bottles were distributed.

Fail ed di ssol ution and/ or assay.

[ 1] None Present
[ 1 Action Taken
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CODE:

MANUFACTURER:

RECALLED BY:

DI STRI BUTI ON:

QUANTI TY:
REASON:

NSN
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DI STRI BUTI ON
QUANTI TY
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MANUFACTURER:
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DI STRI BUTI ON:

QUANTI TY:
REASON:
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6505 Nonst andard

Ni trostat sublingual tablets. Recall #D 253-7.
063N5F.

Par ke- Davi s, Division of Warner Lanbert Co.,
Morris Plains, New Jersey.

Manuf acturer, on June 27, 1997 via certified mail.
Firminitiated recall ongoing.

Nat i onwi de.

48,946 bottles were distributed.

Lot may not neet assay specifications through the
shel f-life of the product.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Dual Lunen 7Fr. Catheter (DLC-7D), Urodynam cs
Cat heterization Trays (TCL-7) that include
DLC- 7D Catheters. Recall #Z-762/763-7.

Lot nunbers: a) 4617701; b) 2617802.

Li fe-Tech, Inc., Houston, Texas.

Manuf acturer, by letter,on or about dated June
30, 1997

Firminitiated recall ongoing.

Nat i onwi de

360/ 30 cartons were distributed.

The catheters were shipped with a partially
occl uded pressure | unen.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Sones B Cardi ovascul ar catheter Recall #Z-869-7.
Lot # O7HGL759.

USCI Division, CR Bard, Inc., Billerica,
Massachusett .

Manuf acturer, by letter on July 28, 1997. Firm
initiated recall ongoing.

California, Flordia, CGeorgia, Illinois, Chio,
M chi gan.

100 units were distributed.

Product m sl abel ed.

[ 1] None Present
[ 1 Action Taken
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PRODUCT:
CODE:

MANUFACTURER:

RECALLED BY:

DI STRI BUTI ON:

QUANTI TY:
REASON:
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6520 Nonst andard

Testoderm wi th Adhesi ve Recal | #D-254-7.

147831, 150889, 1508890, 150891.

Al za Corporation, Vacaville, Calfornia.

Manuf acturer, on July 31, 1997. Firminitiated
recal I ongoi ng.

Nat i onw de.

30 cartons were distributed.

out of specifications for the 4 new rel ease rates.

[ 1] None Present
[ 1 Action Taken
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