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May 8, 2000

Dockets Management Branch
Food and Drug Administration
t of Heahh and Human Serviees, rm. - 1-23
12420 Parklawn Drive
Rockville, Maryland 20857

CITIZEN PETITION

The undersigoed submirs this petiion under 21 CFR section 5.10, secdan 10.30, and sccrion
£98.14 1 request the Compmissioner of Food and Drugs 1 grant a compliance vanance with
respect W the regulation cited below.

A. ACTION REQUESTED

Pursuant w “The Performance Standard for Electrode Lead Wires and Papiept Cables, found in
Tidle 21 CFR, Parr 898.12 (a), whick was published in the Federal Ragister an May 9, 1987 {62
FR 25497], “Any connector in a cable ar electrode lead wire having a conductive conpectionp 10 2
panens shall be congtrycted in such a manner as to comply with subelause S6.3 () of the following
standard:

Intenational Electrotachnical Coramission (IEC)
601-1: Medical Ejecirical Equipment

601-1 (1988) Pan 1: Geperal requiraments for safery
Amendment No. 1 (1991)

Amendment No. 2 (1995)

The conpliance date with the standard set forth in 898.12(a) is identified ar 898.13(a) as May 11,
1998,

However, the “Gwdance document on the Performance Standard for Elcerods lead Wires and
Parient Cables” issned by the Office of Compliance op March 9, 1998 provides thar
‘“Mapufacrurers and yusers have an addinional two years to prepare for implemenranion af the
second phase of the standard. Beginning aa May 9, 2000, any electrods Iead wite or parient bl
intended for use with any medical deviee must comply with the perforomance standard.” Therefore,
complianse must have been achieved by May 9, 2000.
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Allegianco Healthzare Corporation (Allegiance) is NOT a manufacturer of the types of medical
devices covered by 21 CFR Parr 898. However, two of the aperahng units of the Corporation,
A]legxan:e Custom Sterile and our Procedure Bascd Delivery System Business (PBDS), are
engaged in the manufacrurer of “Convenience Kits and Trays” and “Procedure Modnles™. These
products are comprised of companents, yaany of which are medical devices themselves, selected by
the custoroer. Allegiance Custom Sterile configures the customer selscted compaonents op a tray,
wraps and serilizes the ensemble. The PBDS business psrforms basically the same operanion as
Allcgiance Custam Stenle with the exception thar no further processing, ie., slerilization is

performed.

in March, 2000 Allegiance began 1o approach its suppliers of medical devices coversd
by 21 CFR 898 asking them to identify their compliance status with respect to the perninent
regulagion. Of the seven (7) idenrified supphers only two (2) responded to our request proactively.
Allegiance then proactively called the remaining suppliers with mixed results as w obtining
nccassary mformanon.

Allegiance’s manufasturer of its eanvenienca Kits and Trays and Procedure Modules contrining
affected devices was suspended proactively by Allsgiance on or abowr March 22, 2000. All
affected devices in our “raw material inventory” are being sam back to their mapufacturers.
However, even with these proactive measures, Allegiance is sull in possession of approximately
750 Kirs and Modules which conrain devicss covered by 21 CFR, part 898, As swared previously,
these Kirs and Modules were buik to fill a specific ondar of a Customer. Allegiance is providing
the Agency with representarive examples of the labels from our products 1o provids an idea of the
pumbers of components that are conrained in the products.

Having identified the scenano of the completed Kita and Modules that Allegianre has on hand,
Allcgiance respectfully requests that a compliance variance be granted with respect to the effective
compliance date of the regularion, dentified above as May 9, 2000. Allegiance requests that it be
permited to provide the completad Kits and Modules thar it has m its possession to the Custamers
for which they were prepared and thar these Customers be permitred 5o use the completed products
updl Seprember 8, 2000.

B, STATEMENT OF GROUNDS

Allsgiauce respectfully requests this compliance variance due to the fact thar despite having
employed all passible resources to get completed product 1o and used by Customers priar to May
9, 2000, this stalc of events is nol going o happen Allegiance finds itsclf in possession of
hundreds of Kirs and Modules thar will have 1a be disassemnbled and reassembled with the affected
component ramoved. Since additanal stenlization may have 1o be perforrued, the possibility exists
thar many components other than those affecied by 21 CFR, parr 898 will also have w be
discarded due to their eyther not being able to sustam a second sterilization or not being qualified 1o
sugtain another sterilizarian process, These negative impacts will affect Allegiance bur they do not
begin 10 account for the negative impact that will he sustaned by our Customers who will be
deprived of the products they need for thewr nonmal aperatians.
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Since Allegiance feels that it has proactively fulfilled its responsibility, espeially since it does not
mamufacture devices subject 1o 21 CFR, part 858 and since in Jarge part the situation in which i
finda 1tself is beyond its contral, the requested campliance variance should be granted.

C. ENVIRONMENTAL IMPACT

Allegiance regpectfully requests 3 camgorical exsmpron concerning Environmental Impact under
21 CFR, part 25.24.

D. ECONOMIC IMPACT

All costs associated with complying with ths compliance daie identified m the regulation bave are
not knows 21 this e,

E. CERTIFICATION

The undersigned cernifies, that to the best knowledge and belief of the undersigned, this petition
includes all information and views on which the petition relies, and that it includes representarive
dara and informarion knowa to the petifioner which are unfavorabls fo the petrion.

Please direct any addirional questions and the Agency’s response 1o the peritioner identified below.

Signature W Q. M

Name of Pernoner Joseph A. Murtis

Mailing Address Allegiamce Healthcare Corporaticn
1500 Waukegan Road
McGaw Park, llinpis 60085

Fax Number 347-785-2461 Phone Number 847-785-3310
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Co# 3

QFADEV0015 CFRANB

Work Order No.
Description....

Stat Part

01
01
01
01
ol
o1
01
01
01
01
o1
01
01
FiskExitc

Qry Per
1.00000
3.00000
1.00000
1.00000
1.00000
1.00900
&.00000
3.00000
2.00000
1.00000
1.00000
1.00800
1.0000D

323158
OPEN HEART PACK
stat - “"W* Run Withour "D" Delated

Component

A281548N
A28350CN
A29468AN
A8188AN
A8189AN
A8337CN
AS015AN
A9349DN
A535aDN
CONN28S5S
CST-100R
DEML

P251SHNSE
FS<Ship Info

Lakel Ingquiry

06:26:54 5/09/00

Catalog Number SCV230HVDF
P/B - "P" Piggy Baek

sSter P S

Method Description B A

DRAPE,CV SPLIT 100x123"

DRAPE,3/4 56x77" REINT

DRAPE, FOOT 53x77"™ ADR

CVR,ORT EXT

BTC,RVY DTY

CVR,MAYQ STND

GOWN,LG STBX BRETHBL IMP FUL

DRAPE,3/4 S7x76" FFLD

DRAPE,HALF 44%57" FFLD

CNCTR, .5%.5" 8TR

TRAY,2x8.25X10" J-WIRE RECT

PROBE, TEMP MYOCARD 30mm NDL

PNCL,CTRY RKR SWI BLD HLSTIR _ t

F10=Print Fl2=Previous

mdinwmintsthninomninn

-Wo(:”ul vy

Date: 5/8/ 0 Time: 07:27:13 AN
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Co¥ 3

QPADEVO015 CPRANB

Work Order No.
Description....

stat Part
03
Q1
a1l
o1
al
Q1
01
01
M
01
0l
o)
01

F3=Exit

Qty Per
1.00000
1.00000
3.00000
5.00000
2.00000
40,00000
1.00000
1.00000
12.00000
2.00000
1.00000
1,00000
1.00000

Labal Inquiry

323158
OFEN HEART PACK
stat = "KWY Run Without “D" Deleted

Cosponent
E2517H
PC4DR~-16
G&8412XR
15181850
M6536
PWTBOOG3~RAD
RIV-21008
008374
013112-001
0935280
1000008
101387-32
12325
Fs=Shnip Info

Aok 2 1

06:26;54 5/09/00

Catalog Numbar SCV2308VDF
P/B - "P* Piggy Back
Ster P S
Mathod Description BA
PNCL,CTRY PBTTN BLD 10'REMOV
CAQHR 16Fy FOLY TEXP SENSR
SPNG, 4:3" 12PLY GZE TNIV XRD
SPNG, LAP 18x18Y SQ FLD ¥RD
sSUT, szs STPPL 18" MON CCE
TWL,17x27" CTTN FLY BLU RAD
VALVE,5UCT CNTRL L VNT
CRULA,St—GGFr VEN TAPR T1968
TIE,CABLE LG LOCKING TBG
SYR BULE Soml IRR
TIP CLNR,CTRY
IssERT.BSmn TRACTION .
CNULA, 20FPr ART ARCK &. SmmTIP +
FlD-Ptlnt Fl2=previous

Winmbhunooovwwinuewm

Datg: 5/9/ 0 Time: 07:27:18 AM
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Wwork Order NO.
Description.
Stat - "W" Run Without

Stat Part

Co# 3 Tabel Inquiry p6:26:54 5/09/00
323158 catalog Number SCV23IOHVDF
. OPEN HEART PFACK '
np" Deleted P/B - “"P" Pigay Back
stayr PS

Qty Per Companant Methed Description B A
1.00000 131214003 3 INSERT,86mm SMOQTH
1.00000 14002 S MRRR, SKIN VIO REG TIP RIR
1.00000 14005 3 CATHR TRAY, 14Fr 227 SUCTGLVY
1.00000 1560NSLG 5 NDL CNTR,60CT 2 MAG BLD GD ¥
1.00000 20014XNS 3 CNULA, 14G AORTIC ROOT ¥Y/VNT
2.00000 2585-63 2 SUT,520 STEREL 24" YEPR 75,C86
1.00000 2696001 3 FO TAPE,.5x4" RED/MAROON
2.00000 277935 3 WIRE,PACING ADULT INT INSULA
1.00000 30-006 S SPNG,PNT 3/8" FN HLDR XRD
1,00000 30001-DLPNS 3 CNULA, 3mm VSSL 2.5" 1WAY
1.00000 301044LF 5 SYR,20m]l LL WO/SHLD
2.00000 30104BLF 5 BYR,60m1 LIl WO/SHLD
1.00000 301074LF 5 SYR,3ml LL WQ/SHLD +

FS5=sShip Info Fl0=Print Fl2=Previous

Al #1

Date: 5/9/ O Time; 07:237:21 AM
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cof 3

QPADEVDO15 CPRANB

Work Oxder No.
Description....

Stat Part

F3i=Exit

gty Per
2.00000
2.00000
1.00000
1.00000
1.,00000
2,00000
3.00000
2.00000
1.00000
1.0D000
1.00000
1.00000
2.00000

3231S8
OPEN HEART PACK
Stat ~ “w" Run Without "D" Deleted

Camponent
32290-010
32290~011
32290=012
35-3445
371115
3ss
3995NS
41-410
4800
SM3238V6
58TK1S
S910
6648BF

F5=Ship Info

Pk 1

Label IngQuiry
Catalog Number

Ster

06:26:54 5/09/00

SCV230HVDF
P/B - "PY Piggy Back
PS

Merhed Description B A

nmuunuannwunernn

BLD,#10 STR SURG €£-STL

BLD,#11 STR SURG C~STL

BLD,#12 STR SURG C-STL

PUNCH,VASC 4.5mm CLR 7"

BLD,#15 STR SURG C~5TL

CNCTR,Y 3/8%3/8%3/8"

STPLR, SKI¥ 3I5W

TRAY,3/4R1&x20"

NET,HNEART SUPPORT

POUCH ,STRL VNT Smil

BAG,GLASSINE 2.75x3.75" FLAP
BLD,NDL 3mm CUT EDGE

DRAPE, JODOPEOR 23.5%35.37F0I t
F1o0=Print Fl2=Previcus

Date: S/9/ 0 Time: 07:27:24 AM
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LPO0101.3 Co# 3 Ladel Inquizry D6:26:54 5/69/00
QPADEV0015 CFRANB
Work Orxder No. 323158 catalog Numbar SCV230HVDY
Description. ... OFPEN HEART PACK
Stat - "W' Run Without *D" Deleted ®/B -~ "p" Plggy Back
Stex P S
Stat Part Qty Per Component Mathod Description B A
1 1.00000 &65CF 5 DRAPE, IODOPHOR 17.62%35.38F0
o1 1.00000 E651F 5 DRAPE, IODOPEOR 35.38%x33.38F0
o1 2.00000 6697D 3 TRC,9/32% 20' SUCT
01 2.00000 88-284513 L] 7BG,Snm 1.8m SUCT N/C FNL/FN
01 2.00000 88-570564 5 CATHR,36Fxr THOR 20" STR 6EYE
01 1.00000 BB~571059 S CATHR,32Fr THOR 20" R/A GEYE
a1 2.00000 95034870 & YANKR,BLB TIP WO/CNTRL VNT C
01 1.00000 950-804B 5 SPNG,STX FLAT 1.5% G2E XRD
01 2.00000 960&~48 § STCRNT,6"x%4' 2PLY¥
01 1.00000 9899 3 SUCKER, 13" INTRACARD RGD ANG
Fi=Exitc P5=3hip Infe FlL0=Print Fl2=Previous

ek #1

Date: £/9/ 0 Time: 07:27:23 AM
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.200401.03 3 Convertoys/Custom Sgerile - Charlotte 7:36:58 5/05/00
;7ADEV0O003 1abel Princ - Iaquiry CSMPRB
isrk Order No. 350917
escription.... MAYFIELD OPEN HEART PACX caralcg Number SCV22MFBAG
f-ar - "W' Run Without "Df Deleted P/R - "P" Piggy Back
Xic ocy Sver . P S
Part Per Component Method Description B A

1 1.00000 AB1523N s C, DTY

1 1.00000 AB38S 5 C,HVY DTY I180.RAC/REINF

1 1.00000 A944EEN 5 APE,LG 73x85"

1 2.00000 CR092 -1 IP,LIGAT S5 MD/LG 6 EZTRA

1 3.00000 CST-30R 5 AY,2%x4¢.75x3" ORGANIZER

1 1.00000 E1450GNSB S ECTRODR,BLD 2.73" COATED

1 2.00000 FG71-2482 5 TR, 22FY URBTH RED RER

by 1.00000 MCS20 3 DO, STPLR #20 EM s-1/8"

1 2.00000 MSM20 s DO,STELR $#20 SM 8-1i/8" Ti

1 2.00000 MX&31-1L 3 PCX, 3-WAY SNGL M LL

- 1.00000 PCP4Q 3 BDGT, PTFE IIISZSIIEXBIB"SDFT

1 2.00000 283008 B G,Sx7" 2mil

1 1.00000 PANS 8 XR, SKIN VIO

More. . .

Ti=Exit FS=Ship Info FlomfPrint Fl2sReTurn

Continte of Pk H+

Dace: §/5/ O Time: 07:37:39 AM
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LB00401.03 3 Convertoys/Custom Sterile - Charlotte 7:36:58 5/0%/08
QFADEV00Q3 tabel Print - Inquiry CSMFREB
Wozk Qrder No. 350917
Description.... MAYFIELD OPEN HEART PACK Cataleg Number SCV22Z2MFPBAG
Stat - "W" Run Without "D Dalered P/BR - "P" Piggy Back
Kit Qry Ster P S
Pare Per Cemponent Method Description B A
1 1.00000 W31G 3 X,BONEB 2.5g
1l .05200 Y¥R3051 3 PE,PAPER 2"x36yd LO-TACWHI
1 1.0000p 0075 5 L, BLANK STD WHI
1 2.00000 Q@77 5 L, PAPAVERINE STD BLX/WHY
1 1,00000 01031 5 L,HEPARIN STD BLK/WRI
1 2.00000 01078 S L,SALINE STD BLK/WHI
1 3.00000 01398 5  L,EEPARIN W/SALINE STD BK/WH
i 1.00000 03055 g L,LATEX ITEMS STD BLX/WEI
1 1.00000 Q402 S L,CASDIOPLEGIA 8TD BLK/WHI
1 1.00000 1000008 5 P CIXNR,CTRY
1 1.00000 131005010 3 CKER, 13" INTRACARD RGD ANG
-1 2.00000 1260NSLG 5 L CNTR,60CT 2 MAG RED #S
1 4.00000 15204-00X 3 R,35ml REG LUER
More. ..
Fi=zExXit P5=sShip Info Flo=Pzinc Pl2eaReturn

el 21

PDate: 5/9/ 0 Time: 07:37:e2 AM
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LP00401.03
QPADEVO0003

Work Order No.
Description. ...

Kit
Part

ool ol o ol o N ol SRl ol o o)

Fi=Exit

3

Qty

Parx

1.00000
1.00000
1,00000
2.00000
1.00000
1.00000
1.00000
1.00000
1.00000
&.00Q00
2.00000
1.00000
2.0000Q

Convertors/Custom Sterile - Charloecte
Label Print - Inguiry

a50%917
MAYFIFLD OPRN HEART PACK
Scat - "W" Run Wichout YD¢* Deleted

Component
2C5627
200433
26350-810
301036LF
301043LF
301Q087LF
303010
304134LF
31-1B82INS
32290-010
32290-011
22280-021
371115

FS=ship Info

Lol 2

7:36:58 5/09/00
CS8MERB

Catalog Numbsxr SCV22IMFBAG
P/B - "P* Piggy Back
B S

B A

Ster
Method Degcription
T.IV EXT 357" M WO/CIMP
L,25Gx1.25" RED AL HUE
G.8x10" 2mil
R,60ml LS W/SHLD
R,10ml LS WO/SELD

R,3ml LS WO/8HLD
L,356x5/8* REG BLU pPLAS HUB
R.CNTRL 1oml LL W/SHLD L/F
L,18G6 7cm PUNCT NO WINGS
D,#10 STR SURG C-STL
D,$#11 STR SURG C-~STL

D,#21 STR SURG C-STL

D,#15 STR SURG C-~STL

(GRORURDHE RPNV RVRU R NT RV N

More. ..

Fl0=Print Flz2=Return

Dats: 5/9/ 0 Time: 07:37:45 AM
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LP00401.03 3 Convercors/Custom Sterile - Chazlotce 7:36:58 S5/08/00
QPADEVOQO3 Label Pzint - lnquiry CSMPRB
Werx Order No. 350917
Deseriptien.... MAYFIELD OPEN REART PACK Caralog Numbey SCV22MFBAG
Stat - "W* Run Without "D" Daleted P/B - YP¥ Piggv Back

Kit Qry Ster P 8

Part Per Component Method Description B A

l 1.00000 381123 3 THR,22Gx1" IV BLE

1 1.00000 381267 -1 THR, 14Gx1.75" IV ORANGE .

1 1.00000 390-N5el 5 AY,Sxaxl" BLUE QUARTR SHALLO

1 1.00000 4456 3 THR,206x1.25" IV MTL HB

1 . 60000 4852020 5 THR,10Fr ROB RED 1&6"FNLTPR

1 1.0D000 5M3gz2BVe 5 UCH,STRL VNT Smil

b 3.,00000 SSTXKiS 5 G,CLASSINE 3.75x3,75" FLAP

1 1.00000 54SSS S BLE,6' SURG EXT ALLYIG CLIP

1 1,00000 65-2017 5 AY,MAYO 13xX13"

1 1.00000 73466 3 APE,CV INCISE B0x108x126"

1 1.00000 5034870 s NKR,BLB TIP WO/CNTRL VNT CLR

b8 2.00000 950-427B s NG,PNT 3/8" FM HLDR XRD

Bottom

Fis=ExitC PS=Ship Infa Fl0=Print Fl2e=Rarturn

ek 2

Dare: 5/3/ 0 Time: 07:37:48 AM
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Document Nama: untitled

1LPRO101.3 Coyp 3 Label Inquiry 06:23;:18 5/08/00
QPADEVO01S CHRANB
Work oOrder NoO. 323508 Catalog Number SAN21PCERE

Description.... FACEMAKER PBDS PACK ]
-gtat - "W" Run Without "“D" Deleted P/B - "P» Pigqgy Back
Ster PE

Statr Ppart Qty Per Component Method Degcriptianh Ba

o1 1.00000 A29420CN S DRAPE,CHREST/BRPAS 100X122X77

3 1.00000 Ad024 5 ©€SR,BIO=SHLD II

01l 1.00000 A4467AN 3 SCRUB TRAY, SKIN PVP-I GEL

01 1.00000 AB184BN 5 BTC,UNFOLDED

01 2.00000 ABS20BN S TWL,ABE WHI

01 4.00000 ABS54DN 5 TWL,17%26" N-ABS ADH

01 2.00000 A3S041AN S GOWN, XL, S5TBX BRETHBL IMP SLV

01 1.00000 BFS5127 5 NDL,25Gx1.5" REG BLU

ol 1.00000 CFI-S040LF 5 BANDRAG, 26" DEEP CIR LTX/FRE

01 1.00000 CST-30R 5 TRAY,2x4.75%9" ORGANIZER

Q1 4.00000 PWIBOO3I-RAD 5 TWL,17x27" CTTIN FLF BLU RAD

01 1.00000 10390~010 5 BAG,BEDSIDE PAPER

01 1.00000 130315 5 PNCL,CTRY RKR SWI HLSTR BLD +
FisExit F5=8hip Info Fio=Frint Fl2=Previous

Cntat; o Lk # 3

Date: 5/9/ 0 Time; 07:23:32 AM
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!acumené Name: uwneitled

LF0G101.3 Cof 3 Label Inguiry 06:23:18 5/09/00
QFADEV0015 CPRANB
wWork Order No. 323508 cataleg Number SAN21PCBRE
Description...-. PACEMAKER PBDS PACK .
stat - "W“ Run Without "D" ‘Deleted p/B - "P" Piggy Back
ster P S

stat Part gty Per Camponent Method Description B A

0l 1.00000 301042LF 5 SYR,10ml LL WO /SHLD

0l 1.00000 301043LF s SYR, 1oml LS WO/SKLD

01 1.00000 5M2024&V6 5 PODCH, STRL VNT Smil

0y 1.00000 5159 § NDL,226%1.5" RYFO SHRT BVL

01 1.00000 54558 5 CABLE,S' SURS EXT ALLIG CLIP

el 1.00000 7148 S SPNG,4x4" 16PLY GZE BND XRP
F3=ExXit F5=ship Info FlD=Print Pl2=Previous

frd #3

Date: 5/9/ O Time: 07:23:35 AM
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“Allegiance

Alfeggiance Hesithcare Garporstion
1600 Waukagan Road

MeGow Park, lflinals 600856787
847.473. 1500

RAX: 847.285.2461

May 24, 2000

Mr. Stewart Crumpler
Office of Compliance
US FDA

Rockville, Maryland

Re: Citizen Petition concerning compliance to the Elecrode Lead Wire Standard

Dear Mr, Crumpler:

Pursuant 1o our relephone conversation this moming I would like to provide you with
the following additional information regarding our Citzen Petition dared May 8, 2000.

1.

The Petition idenrifies “Convenience Xits and Trays” and “Procedure Modules™.
Convenience Kits and Trays are products coming ous of our Allegiance Custom
Sterile buginess. The Kits and Trays are comprised of various “components”, some
of which may be medical devices in and of themselves, selected by the Customer

. and arranged on a tray by Allegiance. The assembled tay is then further processed,

i.e., sterilized by Allegiance rendering the entire ensemble sterile.

The Procedure Modules are produets coming out of our Allegiance Procedure
Based Delivery System (PBDS) business. The Procedure Modules are comprised
once again of “components”, some of which may be madical devices, selected by
the Custamer. In this instance the Modules, as an ensemble, are not further
processed, i.e., sterilized by Allegiance. They may, however, contain sterile items
that were sterilized by their manufacturers and which are packaged in their own
sterile packaging. The Procedure Modules may contain all of the items that a
parent may need for a particylar haspital stay from bathrobe and slippers 1o
complicared medical devices. For example, a Convenience Kit may be included in a
Procedure Module as a component.

The toral mumber of completed Kits and Trays and Modules presently at our
Facilities is approximately 750. Of this number approximately 650 are sterile Kits
and Trays. The remaining, approximarely 100, are Procedure Modules that,
although completed, are noa sterile. As explained, there may be same sterile
components in these completed Procedure Modules.

F~487
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Understanding, rom our discussion, the fact that the requirement for resterilization may
be the justification for granung the requested compliance variance, it may be
appropriate, as a rationale, to grant the variance solely wo those products that would
require resterilization after the effected elearnde, for example, is removed. If this
scanario were adopred the 650 Kits and Trays coming out of Allegiance Custom Sterile
would be exempted because all would require resterilizarion and possibly some of the
Allegiance PBDS Modules, those that may conrain an effected elecode in a sterile Kir,

would be under the variance.
Please do nort hesitate to contact me again, if further informarion is required.

We sincerely appreciate your assistance in this marter.

Respectfully,

Director, Regulatory Affairs



