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Ri sk

To: Al'l Registered Bl ood Establishnments

Transm ssion of malaria remains a rare, but nedically serious
risk of transfusion. Since 1958, bl ood establishnents have
def erred donors based on exposure history and previous illness
to mnimze this risk. The current standards accepted by the
Food and Drug Adm nistration (FDA), in use since 1974, are
listed in FDA's inspection guidelines, Instruction Booklet for
Bl ood Bank I nspection Checklist and Report, Form FDA-2609, May
1991.

Surveill ance studi es conducted by the Centers for Disease
Control and Prevention (CDC) since 1974 indicate no change in
the frequency of transfusion-transmtted malaria, estimated at
0.25 cases per mllion blood units collected, conpared with

t he experience under previous donor deferral practices (1).
Nevert hel ess, recently obtained scientific data have | ed sone
researchers and the Anerican Association of Bl ood Banks to
reexam ne the current standards (2,3) and propose revised
standards for donors at risk for malaria.

FDA' s Bl ood Products Advisory Commttee discussed the issue of
revi sing donor deferral standards for malaria at the June 29,
1993, neeting. Consistent with the Commttee's opinion, FDA's
recommendati ons for deferring bl ood donors at increased risk
for malaria follow

1. Per manent residents of nonendem c countries who travel to
an area considered endemc for malaria by the Malaria
Branch, CDC, U.S. Departnent of Health and Human
Services, should not be accepted as donors of whol e bl ood
and bl ood conponents prior to 1 year after departure from
the endem c area. After 1 year after departure, such
ot herwi se suitable prospective donors may be accepted
provi ded that they have been free of unexpl ai ned synptons
suggestive of nmalaria and regardl ess of whether or not
t hey have received antimal arial chenoprophyl axi s.

2. Prospective donors who have had mal aria shoul d be
deferred for 3 years after becom ng asynptomati c.



3. | nm grants, refugees, citizens, or residents of endemc
countries should not be accepted as donors of whol e bl ood
or bl ood conmponents prior to 3 years after departure from
the area. After the three year period, otherw se
sui tabl e prospective donors nay be accepted if they have
remai ned free of unexpl ai ned synptons suggestive of
mal ari a.

These recommendati ons apply only to donations containing
intact red blood cells. Donations used for preparing plasm,
pl asma conponents or derivatives devoid of intact red bl ood
cells are excl uded.

Because there are no approved tests to screen donated bl ood
for malaria, careful questioning is essential for identifying
prospective donors at risk for transmtting malaria. Blood
est abl i shnment personnel should carefully elicit the necessary
information regarding travel and di sease history in order to
defer those at ri sk. When nore than one deferral period
applies to a donor, the | ongest period of deferral should go
into effect.

Bl ood establishnents should pronptly inplenent these
recomrendations for all new donors.

Questions about these recommendations may be directed to the
Di vi sion of Transfusion Transnmtted Di seases, Tel ef ax nunber
(301) 594-6989.

Kat hryn C. Zoon, Ph.D
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