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

1. FDA MEDI CAL EQUI PMENT RECALLS AND ALERTS. The following recalls are
reported in accordance with AFM.L 2-95, page CE-4, and should be treated as
directed nodifications in accordance wth that AFMLL and AFl 41-201,

Chapter 2, Section D. If you possess any of these itens and have not received
recal | notification, you should contact the manufacturer for recall
i nstructions. Suspension is only required for Cass | itemns. (FOM Capt

Davi d Zemkosky, DSN 343-4028)

CLASS | RECALLS: None

CLASS || RECALLS:

6530NS

MDC 12113 I ncubat ors, Infant (Non-Transport)

PRODUCT Servo O2 Oxygen Control System used to provide precise
control of oxygen concentration for infants in the Care Pl us
I ncubat or or under oxygen hoods. Recall #Z-134-7.

CCDE Part #6600-0236-901. All serial nunbers.

MANUFACTURER BPR Medi cal Systens, Mansfield, Notts, United Ki ngdom

RECALLED BY Chneda, Specialty Products Division, Colunbia, Mryland, by

letter dated October 14, 1996. Firminitiated recall ongoing.

DI STRI BUTI ON Tennessee, California.

QUANTI TY 33 units were distributed.

REASON The | ow battery audi ble alarm may not sound prior to battery
depl eti on and subsequent device shutdown, and the nom nal tine
of operation remaining after activation of the visual |ow
battery alarmis seven m nutes rather than the specified
nom nal value of ten m nutes.

[ ] None Present
[ ] Action Taken

CLASS |1l RECALLS: None

MEDI CAL EQUI PMENT SAFETY ALERTS: None
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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 nmanufacturers 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 [AUl]these 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 FOCO no | ater than 24 JAN 97 for disposition instructions.
They shoul d i ncl ude nonencl ature; |ot nunber; manufacturer; quantity
suspended; strength size; requisition; and DPSC purchase order
number, contract number, and stock record account numnber (SRAN)
(FOMP), Bonnie Phillips, DSN (343-7445)

CLASS | RECALLS: None

CLASS || RECALLS:

NSN 6505 Nonst andard

PRODUCT Pseudoephedri ne HCl, adrenergic bul k
phar maceuti cal, non-Rx, under the foll ow ng
| abel s:  China Meheco Zhuhai Inport & Export
Conpany, Buckton Scott Limted, and H Reisman
Corporation. Recall #D 035-7.

CODE Lot nunbers: 940501 (Buckton Scott), PSE-
02501 (H. Reisman).

MANUFACTURER  Chi na Meheco Zhuhai | nport & Export Conpany,
Chi na (bul k manufacturer).
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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

H. Rei sman Corporation, O ange, New Jersey

(immporter), by tel ephone May 24, 1995 foll owed
by letter via fax. Firminitiated recal
compl et e.

M chi gan, Texas.

145 kg were distributed; firmestimted that
10 percent of product remai ned on market at
time of recall initiation.

Pseudoephedrine HCl was m stakenly mxed with
Ephedri ne HO .

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard
Nat ure's Fornul a Herbal Espresso, in 1 fluid
ounce/ 30 m plastic bottles, dietary

suppl ement. Recall #D- 036-7.

All lots distributed prior to August 30, 1996.
EFS- Her bal Drops, San Diego, California.
Manufacturer, by letter sent Septenber 18-20,
1996. Firminitiated recall complete.

Ari zona, Arkansas, California, Florida,
Loui si ana, M nnesota, M ssissippi, Nevada,

Okl ahoma, Tennessee, Texas, Utah, Washington
state, Wsconsin, Canada.

Approximately 3,609 bottles were distributed.
Unapproved new drug; product |abeled for use
as a bronchodil ator.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

UDL Laboratories brand Amant adi ne HC

Capsul es, USP, 100 ng, unit dose packaged in
blister pack strips of 10, Rx indicated in the
treatnment of idiopathic Parkinson's disease.
Recal | #D-037-7.

Lot #5Vv850 EXP 6/ 97.

Banner Pharmacaps formerly known as Chase
Laboratories, Inc., Newark, New Jersey
(responsible firm.
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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

DI STRI BUTI ON
QUANTI TY

UDL Laboratories, Inc., Rockford, Illinois
(repacker), by letter dated October 30, 1996.

Firminitiated recall ongoing.

Nat i onwi de.

2,093 unit cartons were distributed; firm
estimted that 20 percent of product remained
on market at time of recall initiation.

Di ssolution failure at
ti mepoint.

9-nmonth stability

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

M nocycl i ne Hydrochl ori de Capsul es, USP, 50
mg, in bottles of 100. Recal | #D-038-7.

Lot #11415L EXP 1/97.

War ner - Lanbert Conpany, Lititz, Pennsyl vania

(responsible firm.

Warner Chilcott, Inc., Mrris Plains, New
Jersey, by letter dated October 18, 1996.
Firminitiated recall ongoing.

Nat i onwi de.

4,767 bottles were distributed.

Lot failed content uniformty test (one

capsul e was |l ess than 67%.S, RSD of 10 is
13%.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Cl anmpi ng Adapt or, GammaMed 121 Hi gh Dose Rate
Afterl|l oader, used with a bronchial catheter.
Recal | #Z-059-7.

Part #931012.

| sot open- Technic Dr. Sauerwein GVBH, Haan

Cer many.

Frank Bar ker Associates, Inc.,
Jersey, by letter dated August
Firminitiated recall conplete.
Nat i onwi de and Canada.

62 units were distributed.

Towaco, New
18, 1995.
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REASON The cl anpi ng adaptor does not allow the
iridium192 sealed source to return to its
fully shielded position if the catheter
becones di sconnect ed.

[ 1] None Present
[ 1 Action Taken

NSN 6515 Nonst andard

PRODUCT (a) Peri-CGuard Pericardi um
(b) Supple Peri-Guard Pericardium Products
are prepared from bovi ne pericardi umand are
pat ches used primarily for pericardial closure
and hernia repair.
(c) Peri-Strips Staple Line Reinforcenent,
i ntended for use as a prosthesis for the
surgical repair of soft tissue deficiencies
using linear cutter surgical staplers.
Recal | #Z-061/063-7.

CODE Al |ots.

MANUFACTURER Bi o- Vascul ar, Inc., St. Paul, M nnesota.

RECALLED BY Manuf acturer, through neetings and tel ephone
conference calls during the period from
approxi mately January 1996 to April 1996, and
by notification sent on Septenber 23, 1996;
and by sendi ng revision of indications for use
to customers who received the product. No
product was returned. Firminitiated field
correction ongoi ng.

DI STRI BUTI ON  Nati onw de.

QUANTI TY (a) 1,783 units; (b) 832 units; (c) 166 units
were di stributed.
REASON Devi ces have caused or contributed to

i nfections and/or foreign body reactions when
used as transvaginal urethral sling inplants
for incontinence, as | abel ed.

[ 1] None Present
[ 1 Action Taken

NSN 6515 Nonst andard
PRODUCT Torcon NB Advant age Sel ective Angi ographic
Cat het ers:

(a) Torcon NB Advant age Angi ographi ¢ Cat heter
H1 Headhunter Cerebral w th Beacon Enhanced
Radi opaque Tip, French Size 4.1, Product
HNBR4. 1- 35- 100- P- NS- H1;
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CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

(b) Torcon NB Advant age Angi ographi ¢ Cat heter
H1 Headhunter Cerebral w th Beacon Enhanced
Radi opaque Tip, French Size 5.0, Product
HNBRS. 0- 38- 100- P- NS- H1;

(c) Torcon NB Advant age Angi ographi ¢ Cat heter
H1 Headhunter Cerebral w th Beacon Enhanced
Radi opaque Ti p, French Size 6.0, Product
HNBR6. 0- 38- 100- P- NS- H1;

(d) Torcon NB Advant age Angi ographi ¢ Cat heter
H1 Headhunter Cerebral w th Beacon Enhanced
Radi opaque Tip, French Size 7.0, Product
HNBR6. 0- 35- 100- P- NS- H1;

(e) Judkins Coronary Catheter Set, Reorder No.
JCS-502;

(f) Judkins Coronary Catheter Set wi th Check
Fl o Performer Introducer Set, Reorder No.
JCS- 600- Mt 090695;

(g) Judkins Coronary Catheter Set, Reorder No.
JCS-601- MVt 072795;

(h) Judkins Coronary Catheter Set with

M cropuncture Check-Fl o Perfornmer Introducer
Set, Reorder No. JCS-600- SA-090695;

(i) Marx-Cope Pediatric Gastrojejunostony Set,
Reorder No. GIS-1400- MCGJ;

(j) Gastrojejunostony Set, Reorder No.

GJS- 1400- HI ETTE- 022895;

(k) Gastrojejunostony Set, Reorder No.

GJS- 1400- HI ETTE- 072795;

(1) D agostino Access Set, Reorder No.

NPAS- 100- D' AGOSTI NO- A- 050393;

(m Col api nto Transj ugul ar

Chol angi ogr aphy/ Li ver Bi opsy Set, Reorder No.
TJC- 101- UPSTATE- 092094;

(n) Mew ssen Transfenoral Liver Biopsy Set,
Reorder No. TLBS-100- MASN.

Recal | #Z-064/077-7.

Al'l |ots.

Cook, Inc., Bloom ngton, Indiana.

Manuf acturer, by letter dated Septenber 24,
1996. Firminitiated recall ongoing.

Nati onwi de and international.

207,288 units were distributed.
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REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON

There has been an increased frequency of
catheter tip separation.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Coeur bulk non-sterile 10 cc Angi ographic
Injection Syringes, Mdel #PCA-10, Part
#C305- 1035, 100 units/carton.

Recal | #Z-088-7.

Lot #50196802.

Coeur Laboratories, Inc.,
Car ol i na.

Manuf acturer, by letter dated July 25, 1996.
Firminitiated recall ongoing.

I nt er nati onal

Ral ei gh, North

QUANTI TY 2,000 units were distributed.

REASON Handhel d syringes |eaked air into the syringe
during aspiration, which may result in
patients being subjected to air enboli during
adm ni stration.

[ 1] None Present
[ 1 Action Taken

CLASS |11 RECALLS:

NSN 6515 Nonst andard

PRODUCT Guglielm Detachable Coil (GDC), used to treat
aneurysnms. Recall #Z-078-7.

CODE Al'l codes.

MANUFACTURER Target Therapeutics, Inc., Frenont,
California.

RECALLED BY Manuf acturer, by inplenenting a corrective

DI STRI BUTI ON
QUANTI TY

action plan on July 27, 1996. Firminitiated
field correction ongoing.
Nati onwi de and international.

31,200 units were distributed.
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REASON

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

Mar kers were made of stainless steel rather

than plati num t hat

fluoroscope visibility.

6515 Nonst andard
Cordi s brand PTA Bal |l oon Cat heter,

used for percutaneous translunm na

[ 1] None Present

[ 1 Action Taken

resulted in reduced

procedures:

(a)
(b)
(c)
(d)
(e)
(f)
(g)
(h)
(i)

Recal

Lot

Cat al og
Cat al og
Cat al og
Cat al og
Cat al og
Cat al og
Cat al og
Cat al og
Cat al og

888888585

411-544T
411-552T
411-554T
411-562T
411-564T
411-572T
411-574T
411-582T

411-584T.

#Z-079/ 087-7.
nunbers:

(a) S0196359
(b) R0396987, S0196448,
S0196618
(c) R0596272, S0496555,
(d) R0496487, S0196451,
S0496286, S0596258

(e) R0496656, R0596892,
S0496623, S0596589

(f) R0296133, R0396721,
W196113
(g) R0296327,

R0396719,

S0196449,

S0496757
S0196549,

S0196554,
R0496939,

R0496377,

" Power f | ex"
angi opl asty

S0196450,

S0396130,
S0396369,
S0396440,

R0696682,

S0596430, S0596718, S0596983, W196089,
696202
(h) R0296282, S0296115
(i) R0296332,

R0696427,

R0396472,

R0696727,

R0396437,

S0596100, S0796451, S0796927.
Cordi s Europa,

visit

recal |

Nat i onwi de.
512 catheters were distributed.

Roden,
Cordi s Corporation,
begi nni ng on Septenber 20, 1996 and
conpl eted on Cctober 4, 1996.
compl et e.

Net her | ands.
M am Lakes,

R0696229,

R0896371, S0196997,

Fl ori da, by

Firminitiated
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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

The instructions for use contained the wong
psi pressure readings.

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard

Coulter Cytotrol Control Cells, Part #6604248,
reagent used to assess the activity of

nmonocl onal anti bodies by flow cytonetry.
Recal | #Z-128-7.

Lot #731901K EXP 6/ 27/ 96.

Coul ter Corporation, Mam, Florida.
Manuf acturer, by letter on Decenber 7, 1995.
Firminitiated recall conplete.

Nat i onwi de.

90 kits were distributed.

An increase of RBC debris was found in the
control cells which can lead to an inability
to achi eve Expressed Assay Val ues.

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard
4C Pl us Coul ter Counter Cel
#7546844, used for
Coul ter instruments.
Kit Lot #27019K, Via
Coul t er Cor porati on,

Control, Part
nmoni tori ng the precision of
Recal | #Z-129-7.

Lot #443100 EXP 5/ 20/ 96.
Mam , Florida.

Manufacturer, by letter on May 6, 1996. Firm
initiated field correction conplete.

Nat i onwi de.

61 kits were distributed.

Low RDWrecovery for abnormal high 4C Pl us

Cell Control can be obtained.
[ 1] None Present

[ 1 Action Taken
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NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

VEDI CAL DEVI CE

6550 Nonst andard

SPORTROL Growmt h Pronotion Test Suspensions,
containing Clostridi umsporogenes, 10 nl of
suspension distributed in plastic vials, one
(1) vial per package, for USP growth pronotion
testing. Recall #Z-130-7.

Cat al og #GP-02, Lot #GCS003-19.

North American Science Associates, Inc.,
NANSA), Nort hwood, Oni o.

Manuf acturer, by tel ephone begi nning on
Cct ober 29, 1996, followed by letter.
initiated recall ongoing.

Nat i onwi de, Irel and, Singapore,
53 vials were distributed.
There was reduction in the spore popul ation
counts bel ow t he | abel ed range.

Firm

Japan.

[ 1] None Present
[ 1 Action Taken

SAFETY ALERTS:

NSN
PRODUCT

CODE
MANUFACTURER
ALERTED BY

DI STRI BUTI ON

QUANTI TY
REASON

10

6515 Nonst andard

Atrial Bipolar Pacing Leads:

(a) Model No. 4504 Capsure, Bipolar,

| npl ant abl e, Tined, Atrial Transvenous Lead
(b) Mddel No. 4504M Capsure, Steroid Eluting,
Bi pol ar, Inplantable, Atrial Transvenous Lead
(c) Model No. 4582 Bi polar Atrial Pacemaker
Lead. Safety Alert #N-001/003-7.

Al serial nunbers.

Medtronic Puerto Rico, Villalba, Puerto Rico.
Medtronic, Inc., Mnneapolis, Mnnesota, by

| etter October 4, 1996.

Nati onwi de and international.

26,806 | eads were distributed.

The devices may fail sooner than expected due
to insul ation degradation (netal induced
oxidation (MO, causing intermttent over-
and under sensing and possible intermttent

| oss of capture.

[ 1] None Present
[ 1 Action Taken
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