1. FDA MEDI CAL EQUI PMENT RECALLS AND ALERTS

FOCD AND DRUG ADM NI STRATI ON ( FDA)
RECALLS/ ALERT NOTI CES

The following recalls are

reported in accordance with AFM.L 2-95
nodi fications in
Chapter 2, Section D
notification, you
i nstructions.

Davi d Zenkosky,

di rected

recal l

CLASS | RECALLS:

page CE-4, and should be treated as
accordance wth that AFML and AFl 41-201
If you possess any of these itens and have not received
should contact the manufacturer for recal
Suspension is only required for Cass | itemns. (FOM  Capt
DSN 343-4028)

None

CLASS || RECALLS:

6530NS
MDC 13739
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON

QUANTI TY
REASON

6530NS

MDC 15757
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

Sterilizers, Dry Heat

Qperator's Manual and Front Panel Decal for the Medtronix M
300 Talc Sterilizer, dry heat sterilizer used to sterilize
talc which is used by hospitals for thoracic surgeries.
Recal | #Z-089-7.

Al'l manuals and units in distribution

Dentroni x, Inc., lvyland, Pennsylvania (spec. devel oper).
Dentroni x, Inc., lvyland, Pennsylvania, by letter dated
Cctober 15, 1996. Firminitiated recall ongoing.

Pennsyl vania, Florida, GChio, Hawaii, California, Tennessee,
Kent ucky, Washi ngton state, Maryland, M chigan, Texas.

14 units were distributed.

The operators manual and the front panel of the device nakes
reference to instrunent sterilization when the maxi mum
tenperature of the sterilizer is not sufficient to sterilize
instrunments.

[ ] None Present
[ ] Action Taken

Lasers, Surgica

Aurora Di ode Laser, used in dental surgery.
Various serial nunbers.

Prem er Laser Systens, Inc., Irvine, California.

Manuf acturer. FDA approved the firm s corrective action plan
on Decenber 12, 1996. Firminitiated field correction

ongoi ng.

Nat i onwi de and i nternati onal

52 units were distributed.

Recal | #Z-186-7.
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REASON

6530NS
MDC 16214
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

6525NS
MDC 17801
PRODUCT

CODE
MANUFACTURER
RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

Nonconpl i ance with performance standards for |aser products in
that the operator's manual |acked calibration procedures.

[ ] None Present
[ ] Action Taken

Weel chairs, Powered

Power ed and manual wheel chairs:

(a) Appl ause Manual Wheel chair, Product No. E20300-5XX;

(b) Ovation Powered Wheel chair, Product No. DE20300-501

(c) Enabl er Manual Wheel chair, Product No. E20000-5XX;

(d) Electro-Lite Powered Wheel chair, Product Nos. DE90003A &
DE9OO0O03A/ L.

Recal | #Z-191/194-7.

Al'l serial nunbers | ower than 303974 shipped prior to Apri
22, 1992.
Danmaco, Inc., Moorpark, California.

Manuf acturer, by letters sent between July 2 and 5, 1996, and
Cctober 23, 1996. Firminitiated recall ongoing.

Nat i onwi de and i nternati onal

2,665 units were distributed; firmestimated that 2,177 units
remained in cormmerce at tinme of recall initiation

The rear wheel axle bolt may break when bendi ng stress exceeds
the carrying capacity.

[ ] None Present
[ ] Action Taken

Collimators, Ganmma Canera

Collimator for Multispect 2 Ganma Camera Systens; designed for
SPECT acqui sitions/imaging studies utilizing Technetium and
Thal I'i um radi onucl i des. Recal | #Z-195-7.

Al units shipped prior to 2/18/96.

Si emens Medi cal Systens, Inc., Nuclear Medicine G oup, Hoffnman
Estates, Illinois.

Manuf acturer, by issuing a Mandatory Next Service Call Field
Modi fication Instruction (FM-00174) on Decenber 11, 1996.
Firminitiated field correction ongoing.

Nati onwi de and i nternational

215 units were distributed.

The collimator latches intermttently fail to latch or unlatch
due to high contact resistance of relays on the CLMD board

i nside the gantry.

[ ] None Present
[ ] Action Taken
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6515NS

MDC 13215 I nf usi on Punps

PRODUCT Sabr at ek Mbdel 6060 Honerun Vol unmetric Infusion Punp, for the
delivery of enteral, epidural, subcutaneous, arterial, and
i ntravenous fluids to the patient. Recall #Z-204-7.

CCDE Al units with software version 2.0.
MANUFACTURER Sabrat ek Corporation, Niles, Illinois.
RECALLED BY Manuf acturer, by tel ephone on Cctober 15, 1996, foll owed by

letter dated October 16 and 18, 1996. Firminitiated field
correction ongoing.

DI STRI BUTI ON [Ilinois, Massachusetts, Chio, Florida, Texas, Mssouri, North
Carol i na, Pennsylvania, Indiana, California, Washington state,
Loui siana, lreland, Brazil, Canada.

QUANTI TY 487 units were distributed.

REASON There is a possibility that the device can bypass the del ay

delivery node when the infusion punp is progranmed in the
Conti nuous, 25 Period, Intermttent or Auto-Ranp profile,
delivering the solution as progranmed w thout the del ayed
delivery.

[ ] None Present
[ ] Action Taken

CLASS |1l RECALLS: None

MEDI CAL EQUI PMENT SAFETY ALERTS: None

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

CLASS | : A situation in which there is a reasonabl e
probability that the use of, or exposure to, a violative product wl|
cause serious, adverse health consequences or death.

CLASS I'l: A situation in which the use of, or exposure to, a
viol ative product may cause tenporary or nedically reversible adverse
heal th consequences or where the probability of serious adverse
heal th consequences is renote.

CLASS I'l1: A situation in which the use of, or exposure to, a
violative product is not likely to cause adverse health consequences.
Most of these itens are nonstandard, and the possibility exists that
medi cal activities may have purchased themlocally. There is also a
possibility that sone of these itens have NSNs assigned and may have
been reported in earlier QA nessages. Activities having quantities
of [AUlJthese itens on hand will imedi ately suspend the materi el
fromissue and use. CONUS activities will contact the nearest office
of the respective manufacturer or distributor for disposition
instructions. OVERSEAS activities will report quantities suspended to
AFMLO FOM P no | ater than 14 MAR 97 for disposition instructions.
They shoul d i ncl ude nonencl ature; |ot nunber; manufacturer; quantity
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suspended;

strength size;

requi sition; and DPSC purchase order

number, contract number, and stock record account numnber (SRAN)

(FOMP), Bonnie Phillips, DSN (343-4170)

CLASS | RECALLS: None

CLASS || RECALLS:

NSN 6505 Nonst andard

PRODUCT Trasylol (aprotinin injection) sterile
solution for intravenous infusion, packaged in
200 m stoppered gl ass vials, used during
coronary artery bypass graft surgery.
Recal | #D-073-7.

CODE Lot 6CCY EXP 11/97, 6FAH EXP 11/97, 6HAG EXP
12/ 97.

MANUFACTURER Bayer A. G Leverkusen, Germany.

RECALLED BY Bayer Corporation, West Haven, Connecticut, by
| etter on Decenber 17 and 23, 1996. Firm
initiated recall ongoing.

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON

QUANTI TY
REASON

Nat i onwi de.

15,442 vials of |lot 6CCY, 7,392 vials of |ot
6FAH, and 9,882 vials of | ot 6HAG were

di stri but ed.

Lack of adequate assurance of sterility.

Al um num skirt hol ding vial may not be
adequately crinped in place.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Acet abul ar Reaner Shell, 54mm Catal og No.
1207-354. Recall #Z-183-7.

Lot Nunmber 00041821.

Li nvat ec Corporation, Division of

Zi mrer/ Bri stol - Squi bb Conpany, Largo, Florida.
Manuf acturer, by letter dated Cctober 18,
1996. Firminitiated recall complete.
Virginia, Texas, Pennsylvania, W sconsin,

M nnesota, North Carolina, Tennessee,
Washi ngton state, California, Maryland,
Ar kansas, New Yor k

19 devices were distributed.
The reaner shell is etched to identify it as a
54mm shell when in fact it may be a 55mm
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[ 1] None Present
[ 1 Action Taken

NSN 6515 Nonst andard

PRODUCT M croSeal Reusabl e Phacoenul sificati on
Needl es, used during ophthal m c surgery:
(a) Catal og #DP8030, 30 Degree M croSea
Needl e; (b) Catal og #DP8045, 45 Degree
M croSeal Needle. Recall #zZ-189/190-7.

CODE (a) Package date code 96085; (b) Package date
code 96086.

MANUFACTURER Storz Instrunment Conpany, St. Louis, Mssouri.

RECALLED BY Manufacturer, by letter dated Cctober 28,
1996, followed by fax on Decenber 9, 1996.
Firminitiated recall ongoing.

DI STRI BUTI ON I nternational.

QUANTI TY (a) 339 boxes (6 units per box); (b) 210 boxes
(6 units per box) were distributed.

REASON The needl es were packaged with the incorrect
instructions for use. "Mcroflow Needle

DP82XX Series Instructions for Use" were
packaged with the products and | acks a warning
statenment instructing the user not to use the
needle if the brown thernoprotective sleeve is
m ssing or detached fromthe needle.

[ 1] None Present
[ 1 Action Taken

NSN 6530 Nonst andard

PRODUCT Power ed and manual wheel chairs:
(a) Appl ause Manual Wheel chair, Product No.
E20300- 5XX;

(b) Ovation Powered \Wheel chair, Product No.
DE20300- 501;

(c) Enabl er Manual Wheel chair, Product No.
E20000- 5XX;

(d) Electro-Lite Powered \Weel chair, Product
Nos. DE90OOO03A & DE900O03A/ L.

Recal | #Z-191/194-7.

CODE All serial nunbers | ower than 303974 shi pped
prior to April 22, 1992.

MANUFACTURER Damaco, Inc., Moorpark, California.

RECALLED BY Manufacturer, by letters sent between July 2
and 5, 1996, and Cctober 23, 1996. Firm
initiated recall ongoing.

DI STRIBUTION  Nationwi de and international.
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QUANTI TY 2,665 units were distributed; firmestimted
that 2,177 units remained in commerce at tine
of recall initiation.

REASON The rear wheel axle bolt may break when
bendi ng stress exceeds the carrying capacity.

[ 1] None Present
[ 1 Action Taken

CLASS |11 RECALLS:
NSN 6505 Nonst andard
PRODUCT Vi ranmune (nevirapine) Tablets, 200 ng,

packaged in bottles of 100, and in unit dose
blisters of 10 cards, 10 tablets per card, R,
used in conbination with other antiretroviral
agents for the treatment of H V-1 infected
adul ts who have experienced clinical and/or
i mmunol ogi ¢ deterioration. Recall #D 061-7.

CODE Lot nunbers: NS816A EXP 12/98, NS816AX EXP
12/ 98, NS852A EXP 1/99, NS852B EXP 7/98.

MANUFACTURER Boehri nger | ngel hei m Pharmaceuticals, Inc.,
Ri dgefi el d, Connecti cut.

RECALLED BY Roxane Laboratories, Inc., Colunbus, OChio
(distributor), by letter on Novenber 22, 1996.
Firminitiated recall conplete.

DI STRI BUTI ON  Nati onw de.

QUANTI TY 13, 043 bottles of 100 tablets and 380 cartons
of 10x10 blister packs were distributed; firm
estimted that 50 percent of product remained

on market at time of recall initiation.
REASON Di ssolution failure (average of 74% SPEC is
NLT 759 .

[ 1] None Present
[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT Oxygen, Conpressed USP, transfilled into D or
E compressed nedi cal gas cylinders.
Recal | #D-062-7.

-2-

CODE The following | ot nunbers were transfilled
during the period of 1/4/96 through 10/ 16/ 96:
3376004 33760046 3376036 3376061
6526031 3376050 33753555 3376067
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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

3376073 3376095 6525285 65253204
3376088 3376073 3376116 3376138
3376113 3372599 3376131 3376158
3376179 0546151 0546172 6525320
3376201 3376205 0546219 3376240
3376233 3376249 3376264 3376270.
Hanmmer Medi cal Supply, Inc., Cive, |owa.
Hammer Medi cal Supply, Inc., Des Mdines, |owa,
by visit beginning on or about Cctober 24,
1996. Firminitiated recall ongoing.

| owa.

Approxi mately 400 cylinders were in the field
at time of recall initiation.

Lack of conplete and accurate | abe
information (e.g. incorrect |ot nunber).

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

PanM st S, CGuai fenesin Orange-Fl avored Syrup,
produced by Sage Laboratories, Inc. from
Decenber, 1995 through April, 1996, and

packaged under the Pan American Laboratories
Label .

Recal | #D-063-7.

Lot nunbers: SL410SU, SL411SU, SL412SU, S5002,
S5106, S6015, S6031, SL413SU, S5001, S5113.
Sage Pharmaceuticals, Inc., Shreveport,
Loui si ana.
Manuf act ur er,
foll owed by letter sent

by fax on Novenber 22, 1996,
on Novenber 25, 1996.

Firminitiated recall ongoing.
Loui si ana.
Lot Nunber Packagi ng Size Nunmber Bottl es
SL410SU Pint Bottles 1536
SL411SU Pint Bottles 1512
SL412SU Pint Bottles 1505
S5002 Pint Bottles 1554
S5106 Pint Bottles 1260
S6015 Pint Bottles 1560
S6031 Pint Bottles 1560
10487 TOTAL
SL413SU 15 m Sanple Bottles 42552
S5001 15 m Sanple Bottles 50544
S5113 15 m Sanple Bottles 46368

139464 TOTAL.
Guai fenesin may precipitate.
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NSN
PRODUCT

CODE

MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

NSN
PRODUCT

CODE

MANUFACTURER

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Intal Inhalers, cronmolyn sodium 200 netered
dose size and 112 nmetered dose size, Rx, used
for managenent of bronchial asthma.

Recal | #D-064-7.

DT6G EXP 5/97 (200 netered size); CKOG EXP

5/ 97 EXP 5/97, CK10G EXP 6/97 (112 netered

si ze).

3M Heal th Care (Riker
Engl and.

Rhone Poul enc Rorer, Collegeville,

Pennsyl vania, by letter foll owed by

Labs), Loughborough,

tel ephone. Firminitiated recall conplete.
Nati onwi de and international.

197,835 units were distributed.

Product failed | eakage rate test at the 12-

month stability testpoint
di aphragmin val ve.

due to faulty stem

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Rhone- Poul enc Rorer's (a) Regroton Tablets
(Chl orthalidone, 50 ng and Reserpine, 0.25
nmg); Dem - Regroton Tablets (Chlorthalidone 25
mg and Reserpine 0.125 ng), used for the

managenment of hypertension.

Recal | #D- 065/ 066- 7.

Lot nunbers EXP Date

(a) N 1399 6/ 30/ 00
IMN 0845 4/ 30/ 99
MN 0653 11/ 30/ 98
IMN 0489 6/ 30/ 98
MN 0179 3/ 31/ 97
MN 0178 3/ 31/ 97
MN 0084 3/ 31/ 97
MN 1611 6/ 30/ 97

(b) N 1286 3/ 31/ 00
MN 0654 6/ 30/ 98
IMN 0490 6/ 30/ 98
MN 0249 2/ 28/ 97
IMN 0082 2/ 28/ 97.

Rhone Poul enc Rorer Pharnmaceutical, |nc.,
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RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

Manati, Puerto Rico.

Rhone Poul enc Rorer Pharnmaceuticals, |Inc.,
Col I egevill e, Pennsylvania., by letter,

foll owed by tel ephone. Firminitiated recal
ongoi ng.

Nat i onwi de.

192,932 bottles were distributed.

Reserpine is from an unapproved supplier.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Cinetidine Tablets, USP, 800 ng, an oral Rx
drug used in the short-termtreatnent of
active duodenal ulcers or active benign
gastric ulcers, maintenance therapy for
duodenal wul cer patients at reduced dosage
after healing of active ulcers, erosive

gast roesophageal reflux disease, and the
treatment of pathol ogi cal hypersecretory
condi ti ons, packaged under the foll ow ng

| abel s and package si zes:

i) Novopharm in 100, 500, and 1000 tabl et
bottl es;

ii) Warrick Pharmaceuticals, in 100, 500, and
1000 tablet bottles. Recall #D- 067-7.

Lot #101981 EXP 7/98 (Note: the | ot nunber has
various suffixes, dependent on the bottle

si ze).
Novopharm Ltd., Scarborough, Ontario, Canada.
Novopharm USA, Inc., Schaumburg, Illinois, by

| etter dated Novenber 22, 1996. Firm
initiated recall ongoing.

Nat i onwi de.

5,549 bottles of 100 tablets, 519 bottl es of
500 tablets and 91 bottles of 1000 tablets
were distributed; firmestimted that very
little, if any product renmained on market at
time of recall initiation.

Product fails dissolution at the 3-npbnth
stability tinmepoint.

[ 1] None Present
[ 1 Action Taken
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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

NSN
PRODUCT

10

6505 Nonst andard

Cytovene (Ganciclovir) Capsules, 250 nmg, in
180 count bottles, used for managenent
treatnment of cytonegal ovirus virus.

Recal | #D-068-7.

Lot #B0088 (packaged | ot B0418).

Syntex Puerto Rico, Inc., Humacao, Puerto
Ri co.

Hof f mann- La Roche, Inc., Nutley, New Jersey,
by tel ephone on July 29, 1996, followed by
| etter August 1996, and tel ephone. Firm
initiated recall complete.

Nat i onwi de.

8,000 bottles were distributed;
none remai ns on the market.
Product fails dissolution at the 6-npbnth
stability tinmepoint (64% SPEC is NLT 70%.

firmesti mates

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

0. 15% Pot assi um Chl oride in 5% Dextrose and
0. 45% Sodi um Chl oride Injection, USP, in 1000
m i nfusion bags, used for the prevention or
treatment of potassium depl etion.

Recal | #D-069-7.

J6D410 and J6D414 EXP dates 10/98

McGaw, Inc., Irvine, California.

Manuf acturer, by letter dated June 18, 1996.
Firminitiated recall ongoing.

Nat i onwi de.

44,364 units were distributed.

Cont ai ner | abel may not bear the foll ow ng
red- boxed informati on which highlights the
concentration of potassium "20 nEq K+/liter".

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Zestoretic (Lisinopri
12.5 ng Tabl ets,
hypert ensi on.

& Hydr ochl or ot hi azi de)
used for the nmanagenment of
Recal | #D-070-7.
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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

11

3657W EXP 11/1/97, 3604W EXP 11/1/97, 4135 EXP
5/1/98, 4136W EXP 11/1/98.

| PR Phar maceuticals, Carolina, Puerto R co.
Zeneca Pharmaceuticals, WI m ngton, Del awar e,
by letter. Firminitiated recall ongoing.

Nati onwi de and Puerto Ri co.
Firmestimated that 3,200 cases (307, 200

blisters) remained on market at tinme of recal
initiation.
The rear blister pack |abel incorrectly states

t he hydrochl orot hi azi de potency as 25 ng. The
correct potency of 12.5 ng is also stated in
several other spots on the |abel.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Ni trostat Sublingual Tablets (N troglycerin
Tabl ets USP), Rx, indicated for the acute
relief of an attack or prophyl axis of angi na
pectoris due to coronary artery disease: (a)
0.4 ng bottles of 25; (b) 0.3 ng bottles of
100. Recall #D-071/072-7.

Lot nunbers: 00645F EXP 3/97 (bottles of 25);
10325F EXP 1/97 (bottles of 100).

War ner Lanbert Conpany, Fajardo, Puerto Rico.
Par ke- Davi s, Division of Warner Lanbert
Conpany, Morris Plains, New Jersey, letter
dat ed Decenber 6, 1996. Firminitiated recal
ongoi ng.

Nat i onwi de.

23,369 bottles of 25 tablets and 22,413
bottles of 100 tablets were distributed.

Lot 00645F failed content assay at the 18-
month stability timepoint. Lot 10325F nay not
meet assay specifications through its shelf-
life.

[ 1] None Present
[ 1 Action Taken
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NSN 6520 Nonst andard

PRODUCT Extrude Putty Pol yvinyl sil oxant Denta
| npression Material, sold under the foll ow ng
three configurations and part nunbers:
Extrude Putty Refill, Part No.# 18919: Putty
packed i n cardboard, package Contains: 1-Jar
Putty Base 280 ml 1-Jar Putty Catal yst 28 ni
**"- Extrude Deluxe Introductory Kit, Part
No. # 20229: Each kit contains one set of
Extrude Putty Refill Part No. 18919. The
introductory kit comes in a cardboard box
| abeled in part: "Extrude KERR Deluxe-Intro
Kit **"; Case Extrude Putty Package, Part No.#
25079: This box contains 12 sets of Extrude

Putty Refill Part No. 18919.
Recal | #Z-187-7.
CODE All ot nunbers with an expiration date of

9/96 through 7/97. This recall covers any
Extrude Putty made within the past twelve
mont hs. The | ot nunber and expiration date can
be found printed on the bar code | abel affixed
to the outer package.

MANUFACTURER KERR Cor porati on, Romnul us, M chi gan.

RECALLED BY Sybron Dental Specialties, Orange, California
(responsible firm, by letter dated July 1,
1996. Firminitiated recall ongoing.

DI STRIBUTION  Nationw de and international.

QUANTI TY 16, 950 sets were distributed; firmestimted
that 1,200 sets remai ned on market at tine of
recall initiation.

REASON The device fails to set wwthin the specified

time frane.

[ 1] None Present
[ 1 Action Taken

NSN 6550 Nonst andard

PRODUCT Seprafil m Bi or esor babl e Menbrane, Part #4301-
03, indicated for use in patients undergoi ng
abdom nal or pelvic | aparotony as an adj unct
to reduce incidence of post-operative
adhesions. Recall #Z-025-7.

CODE Lot #N5043B.

MANUFACTURER  Genzyne Corporation, Fram ngham
Massachusetts.
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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

13

Genzyme Cor poration, Canbridge, Massachusetts,

by letter on August 21, 1996. Firminitiated
recall conplete.
CGeorgia, Florida, Pennsylvani a.

4 boxes (10 units per box) were distributed.
Product was distributed w thout approved
| abeling for marketing in the United States.

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard

Vitros DT NH3 Slides, for use with Vitros DT
Chem stry Systenms to quantitatively neasure

amoni a on the Ektachem (Vitros) DT60/DT60I I

anal yzer. NOTE: The NH3 slides are also used
in conjunction with Ektachem DT slides for
CREATI NI NE where NH3 slides serve only as
a blank. Recall #z-197-7.

Catal og #153 2589; Lot nunbers:
1051-0123-2067; 1051-0123-3756;
1051-0123-5162; 1051-0123-5163;
1051-0124-2065; 1051-0124-3055;
1051-0124- 3855; 1051-0167-1911;
1051-0167-3672; 1051-0167-6801;
1051-0167-6802; 1051-0168-1723.
Johnson & Johnson Cinical Diagnostics,

Rochest er, New York
Manuf acturer, by letter dated Cctober 15,
1996. Firminitiated recall ongoing.

Nat i onwi de and i nternational.

37,092 boxes were distributed; firmestimted
that 4, 000 boxes remai ned on market at tine of
recall initiation.

The DT NH3 results were biased up to 40%

hi gher than the reference nethod.

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard
St aphyt ect - OD Lat ex Staphyl ococcus Aureus
Test, for in-vitro diagnostic use,

St ock #50050. Recal |l #Z-196-7.

Lot #103006 EXP 8/31/97.

Uni path Limted, Basingstoke,
Orion Diagnostica, Inc.,

Hant s, Engl and.
Sonerset, New Jersey,
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by tel ephone from Cctober 18-22, 1996. Firm
initiated recall ongoing.

DI STRI BUTI ON Illinois, Indiana, Mssouri, Maryland, New
Yor k, Pennsyl vani a, Texas, Washi ngton state,
W sconsi n.

QUANTI TY 48 kits were distributed.

REASON The reagents in the kit are deteriorating,

| eading to fal se positive reactions with
St aphyl ococcus epiderm dis, ATC 12228 and sone
aut o- aggl uti nati on.

[ 1] None Present
[ 1 Action Taken

NSN 6550 Nonst andard

PRODUCT Vitros Lipase Slides, for use with Vitros
Chem stry Systenms to quantitatively neasure
| i pase activity in serumand plasm, for in-
vitro diagnostic use. Recall #Z-198-7.

CODE Cat al og #1668409, | ot numbers: 5919-0082-6895
t hr ough 6897.

MANUFACTURER Johnson & Johnson Cinical Diagnhostics, Inc.,
Rochest er, New York

RECALLED BY Manufacturer, by letter dated Novenber 15,
1996. Firminitiated recall ongoing.

DI STRI BUTI ON  Nati onw de.

QUANTI TY 4,355 cartridges (15 slides each) were
distributed; firmestimted that 3,500
cartridges remni ned on market at tine of
recall initiation.

REASON Some cartridges within affected |ots may
contain slides that exhibit significant biases
in |lipase results.

[ 1] None Present
[ 1 Action Taken

TYPE | SUSPENSI ON

SUBJ Q A. MESSAGE 7028-0002

TYPE | SUSPENSI ON OF MEDI CAL MATERI EL

DELI VER | MVEDI ATELY TO DI RECTOR OF MEDI CAL LOd STI CS

| MVEDI ATE ACTION IS REQUI RED TO REMOVE SUSPENDED MATERI EL FROM
USI NG ACTI VI TI ES (WARDS, PHARMACI ES, CLINICS, EMERGENCY ROOVS,
ETC.) AND SERVI CEABLE | NVENTORI ES | N MEDI CAL LOd STICS.  SEE
AFMAN 23-110, VOL 5, CHAP 19, PARA 19.7.3 FOR REQUI RED ACTI ONS
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1. A TYPE | MEDI CAL MATERI EL COVPLAI NT WAS RECEI VED ON THE
FOLLOW NG MATERI EL:
NSN: 6515-01-337- 8987
PRODUCT: BAND, TUBAL LI TlI GATION, DI SP, PLASTIC, STERILE
MANUFACTURER: Cl RCON CABOT, LANGHORN, PA
PART NUMBER: 000719-250
LOT NUMBER: 1305004
REASON: A TYPE | COWPLAI NT REPORTS REFERENCED BAND BROKE
DURI NG PLACEMENT ON LEFT FALLOPI AN TUBE, CAUSI NG
AN EXPANDI NG HEMATOVA. THE BLEEDI NG WAS NOT
CONTRCLLED W TH APPLI CATI ON OF AN ADDI TI ONAL FALOPE
RI NG AND REQUI RED EXCI SI ON OF THE LEFT TUBE AND
OVARY TO COVPLETELY CONTROL THE BLEEDI NG,  SEVERAL
OTHER FALOPE RI NGS FROM REF., LOT NUMBER 1305004
HAD SMALL CRACKS I N THEM
2. PLEASE EXAM NE YOUR | NVENTORI ES OF THE TUBAL LI TI GATI ON BAND,
6515-01- 337-8987, MFG Cl RCON CABOT, LANGHORN, PA,
P/ N 000719- 250, LOT NUMBER 1305004 AND SUSPEND | MMVEDI ATELY.
3. SUSPENDED QUANTI TI ES ARE TO BE REPORTED TO DPSC, ATTN:
DPSC- MSCBA, J. JOHANSON, DSN 444-7224, COM 215-737-7224, FAX
DSN 444-2058, COM 215-737-2058. SUSPENSE DATE |S 30 DAYS ( CONUS)
AND 45 DAYS (OCONUS) AFTER RECEI PT OF THI S MESSAGE.
4. DI SPCSI TION AND CREDI T W LL BE COORDI NATED W TH THE
MANUFACTURER. THERE ARE NO DEPOT STOCKS.
5. TH' S | NFORVATI ON W LL BE PUBLI SHED I N AFMLL 02- 97.
6. POC AT AFMLO FOMP IS BONNI E PHI LLI'S, DSN 343-4170.
7. FOR MAJCOMS & NGB: THI'S MESSAGE HAS BEEN TRANSM TTED TO ALL
DESI GNATED SUBORDI NATE MEDI CAL ACTI VI TI ES | AW AFMAN 23-110,
VOL 5, CHAPTER 109.

[ 1] None Present
[ 1 Action Taken

FDA PUBLI C HEALTH ADVI SORY/ SAFETY ALERT:

SuBJ Q A MESSAGE 7021-0001
FDA PUBLI C HEALTH ADVI SORY/ MEDI CAL SAFETY ALERT FOR NON- STERI LE,
POANDER- FREE, CHLORI NATED, LATEX PATI ENT EXAM NATI ON GLOVES
DELI VER | MVEDI ATELY TO THE DI RECTOR OF MEDI CAL LOG STI CS.
1. PLEASE BE ADVI SED OF THE FOLLOW NG FDA PUBLI C HEALTH
ADVI SORY/ SAFETY ALERT:

NSN:  6515NS **ALSO MAY BE LI STED UNDER NUMEROUS

STOCK NUMBERS
PRODUCT: GLOVE, LATEX PATI ENT EXAM NON- STERI LE,
POANDER- FREE, CHLORI NATED

MFR:  ALL

LOT/ SERIAL NO ALL
2. THE REASON | S THAT THERE ARE CONCERNS OF SPONTANEQUS
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COVBUSTI ON CAUSED BY HI GH TEMPERATURE STORAGE. REQUEST THAT YQU
I NSPECT YOUR STOCK FOR THI'S MATERI EL. | F FOUND FOLLOW DI RECTI ONS
ON BOX TO STORE GLOVES IN A COOL, DRY PLACE. LARGE QUANTI TI ES
(ONE PALLET OR MORE) OF GLOVES ARE MORE SUSCEPTI BLE TO HAVE
CHEM CAL REACTI ON CAUSI NG SPONTANEQUS COMBUSTI ON RESULTI NG I N A FI RE.
3. THE FDA RECOWENDS THE FOLLOW NG PRECAUTI ONS:
A, AVO D LARCGE | NVENTORY OF PONDER- FREE LATEX GLOVES.
B. REMOVE SHRI NK- WRAP FROM PALLETS OF STACKED CARTONS.
C. BREAK THE STACKED CARTONS ON EACH PALLET APART AND
RESTACK OR RECONFI GURE CARTON TO FACI LI TATE COOLI NG
VENTI LATI ON.
D. CHECK PONDER- FREE LATEX GLOVES FOR CHARACTERI STI CS
SUGGESTI NG DETERI ORATI ON, SUCH AS BRI TTLENESS,
TACKI NESS, OR AN ACRI D CHEM CAL CODOR OR STENCH.
E. ROTATE YOUR PONDER- FREE LATEX GLOVE STOCK USI NG
"FI RST- 1 N- FI RST- QUT" PRACTI CES.
4. |F GLOVES EXHI BI T ANY CHARACTERI STI CS SUGGESTI NG
DETERI ORATI ON, THEY SHOULD NOT BE USED. I T IS DOUBTFUL THEY W LL
PROVI DE ADEQUATE PROTECTI VE BARRI ER.  SHOULD THESE
CHARACTERI STI CS BE NOTED, OR | F EVI DENCE OF COVBUSTION I S
OBSERVED PLEASE DO THE FOLLOW NG
A. | MMEDI ATELY BREAK APART THE STACKS TO DI SSI PATE HEAT
B. I DENTIFY GLOVES AS HAZARDOUS AND QUARANTI NE OR REMOVE
C. CONTACT YOUR DI STRI CT FDA OFFI CE OR CALL FDA EMERGENCY
OPERATI ONS AT (301)443-1240 AND/ OR CONTACT YOUR
Bl OENVI RONVENTAL SECTI ON REGARDI NG THE PROPER DI SPCSI TI ON
OF HAZARDOUS MATERI ELS.
5. TH' S | NFORVATI ON W LL BE PUBLI SHED I N AFM_L 2-97.
6. POC AT AFMLO FOMP IS BONNI E PHI LLI PS, DSN 343-4170.
7. FOR MAJCOMS & NGB: THI'S MESSAGE HAS BEEN TRANSM TTED TO ALL
DESI GNATED SUBORDI NATE MEDI CAL ACTI VI TI ES | AW AFMAN 23-110,
VOL 5, CHAPTER 109.
8. THE LAST Q A. MESSAGE FOR CALENDAR YEAR 1996 WAS 6353-0034.

[ 1] None Present
[ 1 Action Taken
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