FDA Request for info. - Yersinia enterocolitica (3/15/91)
Dat e: March 15, 1991

From Gerald V. Quinnan, Jr., MD., Acting Director
Center for Biologics Evaluation and Research

Subj ect : FDA Request for information on bl ood
storage patterns and red cel
contanmination by Yersinia enterocolitica

To: Al'l Regi stered Bl ood Establishnments

Recent reports to the Centers for Disease Control (CDC) have
docunent ed ten cases of shock, including seven deaths, due to red
cell transfusions contanmi nated with Yersinia enterocolitica.
These incidents, which occurred between April 1987 and March
1991, were associated with units ol der than 25 days of storage at
1-6 C, although other cases reported in Europe have involved
units of red cells stored for |ess than 25 days. Because of the
reports, the Food and Drug Administration discussed possible

nmet hods to hel p prevent transfusions contaninated with Y.
enterocolitica at the January 17-18, 1991 neeting of the Bl ood
Products Advisory Committee. The possibility of reducing the
dating period to 25 days for refrigerator stored red cells was

di scussed at this neeting, and the FDA now seeks additiona

i nformati on on the expected i npact of such a change, as part of
its continued consideration of this problem Also, the agency
seeks to determ ne whether there have been additional cases of
red cell contamination by Y. enterocolitica.

The Center for Biologics Evaluation and Research is requesting
the cooperation of all blood establishnments and transfusion
services that collect and store whole blood or red cells to
obtain additional information which will be relevant to any

deci sion on nmodified dating of stored red cells. The attached
guestions pertain to blood utilization patterns and occurrence of
Yersinia infections and other bacterial contam nations.

I f possible, please respond by April 12, 1991 so that we may
assess the information and summari ze the results for discussion
at a future nmeeting of FDA' s Bl ood Products Advisory Conmittee.

If you cannot conplete a particular question by that date, please
provi de the information which is available to you, rather than
failing to respond. Also, please provide a best estimate if
nunbers or percentages are not known with certainty.



Pl ease send conpl eted answers, as soon as possible to:

Cornelius J. Lynch, Ph.D., HFB-250

Di vi sion of Biostatistics and Epi dem ol ogy
Center For Biologics Evaluation and Research
Food and Drug Adm nistration

8800 Rockville Pike

Bet hesda, MD 20892

Questions regarding this request may be directed to Ms. Marty
Well's, Division of Transfusion Science, CBER at 301-496-0100.

Thank you very much for your cooperation.

Gerald V. Qinnan, Jr., MD.



BLOOD STORAGE PATTERNS AND RED CELL CONTAM NATI ON
BY YERSI NI A ENTEROCOLI Tl CA

1. Respondi ng Facility:
Name
Addr ess

2. Responsi bl e Person:
Name

Tel ephone No.

3. Type of Facility: (check nost appropriate type)
Bl ood Bank __ Transfusion Service
4, Aver age nunber of units of whole blood or red cells

collected per month__

5. In the followi ng chart, please provide your current daily
i nventory of whole blood and packed red cells (no. of
units). Please report this inventory in categories based
on age (days of 1-6 C storage.) The units reported should
include all material collected, received fromsuppliers,
stored or released on a single day. |If nore than one type
of product is stored and maxi mum dati ng periods differ
pl ease use a separate section for each product dating
period, and note the nunber of days to outdating.

Dat e of Reported Inventory

Nunmber of units with a
Maxi mum dati ng period of

42 Days ..., Days
Days of 1-6 C Storage

0-7 days

8- 14 days

15-21 days

22-28 days



29- 35 days

36-42 days

Cut dat ed

Tot a

6.

i nventory
For the total inventory reported in Question 5., and
separately for each dating period of products, please
provi de the nunber of units that fall into each listed
category of storage or disposition. For starred itens,

pl ease indicate the percent of units in that category which
are released frominventory in order to prevent outdating:

Nunmber of units with maxi mum dating period of:

42 Days ... Days
% Rel eased % Rel eased
to Avoid to Avoid
No. Units Qut dati ng No. Units CQutdating

Di sposition of Units:

Rel eased for transfusion

*Shi pped to other centers

*Rel eased for further

manuf act uri ng use
Retai ned in inventory

Di scarded due to outdating

*Qt her disposition (please
expl ai n )
Total no. of units stored

or rel eased

(Shoul d agree with tota
reported in question 5.)

7.

In the last five years, how many reports have you received
of adverse reactions, including deaths, due to Yersinia
enterocolitica contam nation of red cells?

Days post
Products Transfused Col | ection
(incl. anticoagul ant) for whol e

No. Reports for each reported case bld or RBC



1991

1990

1989

1988

1987

1986

8. Pl ease descri be any other serious transfusion reactions
during the last five years attributed to bacteri al
contanmi nati on of blood products which have not been
reported previously to the FDA.

Organi sm Type of Reaction Year (No. of Reports)



Pl ease send conpl eted questionnaires prior to April 12, 1991 or
as soon as possible to:

Cornelius J. Lynch, Ph.D., HFB-250

Di vi sion of Biostatistics and Epi dem ol ogy
Center For Biologics Evaluation and Research
Food and Drug Adm nistration

8800 Rockville Pike

Bet hesda, MD 20892



