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Food and Drug Administration
Dockets Management Branch
5630 Fishers Lane (HFA-305)
Room 1061
Rockville, MD 20852-1448

Re: Docket NE MD-0220
(Draft) Guidance for Industry:

Biological Product Deviation Reporting for Blood and Plasma
Establishments

On 13 August 2001, the Food and Drug Administration (FDA) posted a notice in
the Federal Register for public comment on the Draft Guidance for Industry:
Biological Product Deviation Reporting for Blood and Plasma Establishments.
Baxter Healthcare Corporation, Baxter Bioscience (Baxter) is a leading developer
of plasma-derived biopharmaceutical products including coagulation factors,
immune-globulin and albumin. Baxter is committed to providing high-quality,
safe and effective therapeutics for improved patient care worldwide and is pleased
to provide the following comments to the FDA.

Specific Comments:

Section III, A. WHO MUST REPORT?
This guidance document provides blood establishments with the Agency’s current
thinking related to the biological product deviation reporting requirements and
includes licensed manufacturers of blood and blood components, including
Source Plasma. We would like to see more Source Plasma applicable examples
in&tded  in the guidance document.

Section III, B. WHAT DO I REPORT?
We would like to see a clearer definition of the terms “contract” and “contract
supplier” (definition on page 3). For example, if a source plasma center is under
contract to supply plasma to a fractionator, but is having samples tested by a
laboratory that they have contracted, who is responsible for reporting when
plasma is distributed?
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We appreciate the opportunity to provide these comments to the agency on this
topic and would be happy to answer any questions regarding this issue. If there
are any questions, please contact Daphne C. King, Project Manager, Regulatory
Affairs, North America at 8 18-507-5546 or me at 8 18-507-5523.

Sincerely,

Arlene Vidor
Vice President, Regulatory Affairs
North America

AV/DK:dls
cc: Daphne King

Information and data contained within this application which are marked as “confidential” are trade secrets or
contidential  business information of Baxter Healthcare Corporation and are exempt from disclosure under the

. @
Freedom of Information Act pursuant to 5 USC.  $552 (b) (4) and 21 CFR Part 20.

Recycled Recyclable BAXTER-GLEW81066.1



To Open Envelope, Pu

//
1__-----.-- “-IxII-%-‘--,+-~- .-WV”------

Atiach Airborne Express Shippers label within the dotied  lines.

I

,)

-------------

i

----------- ------ ----- ----m-m ----

I

I
I ;

IF OESTlNATlON  IS OlKSlM  OF THE UNITED
STATES THESE COMMODIIIES.  l%iiNOlOGY
OR SOFTWARE WERE EXFIMEO  FROM THE
UNilEO STATES IN ACCORRANCE  WI-M THE

EXJW  ABi+lNlSTRATlON  REWtA~~.
ONUlSlON  CONTRARY TO US. LAW

.PRoilmlrEo.
‘..

Seq. No.

I.,~.  , .

F BAXTER %IOSCIE#CE 7 2 2 0 7 1 2 7  2 7 4
550  N BRAWD  %ND
GlE#D#lE

~~ee~~o  ‘s
USA 9128;

origi” m:ox ~~s~~~~o~

D&E STURGESS  %l%-956-3200 Shipmefl)&!b7127-27 lllllll~~lll Ill Ill1 llllll

i


