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Ref: Docket No. 97N-484P — 21 CFR Part 1271

“Current Good Tissue Practice for Mainufacturers of Human Cellular and Tissue-
Based Products; Inspection and Enforcement” Proposed Rule.

Abbott Laboratories is pleased to provide the':7 following comments on the Proposed Rule
“Current Good Tissue Practice for Manufacturers of Human Cellular and Tissue-Based
Products; Inspection and Enforcement” published in the Federal Register on Jan 8, 2001.

1. Section 1271.180 states, “Any deviation from a procedure shall be authorized
in advance by a responsible person, recorded, and justified.”
It is unreasonable to expect that all deviations be authorized in advance.
Infrequent occurrences due to unplanned events may result in a deviation without
prior authorization; however, systems would be implemented to follow through

with investigations and appropriate corrective and preventive actions in order to
prevent the recurrence of the event.

%
2. Section 1271.200 (a) states, “Any automated, mechanical, electronic,

computer, or other equipment used for inspection, measuring, and testing
shall be capable of producing valid reisults.”

Clarification of “valid results” is needed Valid results may be obtained through
appropriate validation and/or cahbranoq of equipment.
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3. Section 1271.200 (e) states, “Records of recent maintenance, cleaning,
sanitizing, calibration, and other actrvrtles shall be available at each piece of
equipment.” 1

l
Manufacturing equipment may be located in an environment constructed and
maintained in such a manner that minimizes non-viable and viable particulate (for
example, a class 10,000 clean roomS In such cases, the placement of records

acach piece of equipment may be' impractical. Equipment records should,
therefore be stored in a readily retr1eVable location.

Section 1271.265 (d) states, “Packagmg and shipping containers shall be

designed, valldated and constru¢ted to ensure product function and
integrity...

|

In lieu of validation for some packaglng containers, integrity testing of each
container may be appropriate for ensurImg product function and integrity.

1

We thank the Agency for your conmderatlorlx of our comments. Should you have any
questions, please contact Carla Montes at 847- 937-4597 or by FAX at 847-938-5878.
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Sincerely,

(B gPNN lo QP:»L(

Douglas Sporn
Divisional Vice-President
Corporate Regulatory Affairs

cc. Diane Campen, SPD-RA
Richard Poska, CR&QS

20f2

gt TR



N

___I —— é[r‘_.,_.._.____,. PR e s e i i e s v e b s Detinies osins snonim st oo e Serorars et oo et
(

+ ! FedEX. 154 il 823680193038
¢ ' W

{1 From Thi7 poni,on can he removed for Recipient's records. 5 4a Express Package Service Packages up ta 150 Ibs,
X v E 3 b B E ].l q 3 U 3 & Delivery commitment may be ister in some areas.
]y we OG0 s o oo R mtmagenin [l Srtonnon || Fs i Dy
. o« T dalivery to select locations
Cl Sender’s \ - -
<" v T Neme R\( r\ PCT'Dm Phone 847 937-0882 {"] FedEx 20ay* [ FedEx Express Saver
[ d Second business day Third business day * FedEx Envelope/Letter Rate not available
. ‘ ] Minimum charge: One-pound rate
. ° () Y . ‘ E - -
: ; xpress Fr Serv .
< : a Company QB BGTT LHE S . 4b press elght ice Deliverycommitr’:grgﬁ:ﬂ:ﬁgrviﬂo!nioa!ebai
. . E ] Eengx_lDa Freight* ] |s=eddeb2Da¥ l;reight | f::ggx SDaX Freight
B : . W N 1 00 ABB DT"{' PAR K R I:’ ‘m %8 7 /‘? - l lext business day econd business day Ird business day
. =  Address - wc *Caltfor Confimas
. . a : ¥ Dept/F i
" . T | ) : 5 Packaging . * Declared value fimit $500
’ N w ) : .
& s e Ciy BBOTT PARK State IL zpP 60064 %1 FedEx Envelope/Letter® (] FedEx Pak* (] Other Pkg,
) 2 YourIntermal Billing Re . B s feat
o ocurinternal billing heference - < / N " " g
{ _ Ay g C\)(m ) \L\%’%\Z ) R - Special Handling— - - -~ oo [ elude FetExX adréss T SEetion 3, =7
& I 3 To o - SATURDAY Delivery SUNDAY Delivery HOLD Weekday HOLD Saturday
! " ) ; . r ‘ FA N jD_S Available for FedEx Prigrity D Available for FedEx Priority D at FedEx Location D atFedEx Location
Recipient’s. -~ » ; \sf - ; ; Overnight and FedEx 2Day Overnightto select ZIP cades Not available with Available for FedEx Priority
Name K CL l j I ﬂLm n’K :I ” " mhone to selectZIP codes FedEx First Overnight t(]verlr\igr}and_FedEXZDay
i
. 7 | Does this shipment contain dangerous goods? oseleetacetons
g . e A ,——— One box must be checked,
( : ] —
4 AN .
: U comay TO0X) QY Dvug ANl hon K 100l %No Ofmon O viise OB,
. ipper’s Declaration not require
§ ; A Dangerous Goods cannot be shipped in FedEx packaging, D Cargo Aircraft Only
v Address 6@ % T) SICY S / Gl (9/ 7 Payment. Billto: ) [] Qouain Recip
N To "HOLD" at FedEx location, print FedEx address. i We cannot deliver to P.0. boxes or P.0. ZIP codes. Enter FedBx Acct. No. or Credit Card No. below. - octNo.
: A Sender {1 Recipient [ IThirdParty [ ] CreditCard [ ]Cash/Check
- o Ll be il .

Dapt/Floor/Suite/Room

C City . F'{Cf K\HHC ste (V) 2 QD?Q@

nab 7545
( 8236 8L19 3038 TOur liabilty s limited to $100 unless you declare a higher value. See the FedEx Service Guide for details.
3 i 8 Release Signature Sign to authorize delivery without obtaining signature.
5 N . By signing you autharize us to deliver this shipment without abtaining a signature
o i - and agree to indemnify and hold us harmless from any resulting claims.
% e 01 BHO731 8 Questions? Call 1800 GoFedEx” (800463.3339)

Visit our Web site at www._fedex.com
Rev. Date 3/0DePart £155912G *©1994 2000 FedExPAINTIDINUS A, GBFE - 8/00




