Guideline for collection fromH gh risk donors (4/17/91)

Dat e: April 17, 1991

From Director, Center for Biologics Evaluation and
Resear ch

Subj ect : Revi sion to 26 Cctober 1989 Guideline for Collection

of Blood or Blood Products from Donors with Positive
Tests for Infectious Disease Markers ("H gh Ri sk"
Donor s)

To: Al Registered Blood Establishnments

For approximately 10 years bl ood establishnments have applied
certain FDA recommended precautions when collecting bl ood or

bl ood components from persons known to have positive tests for

i nfecti ous di sease narkers. The npst recent FDA reconmendation
(26 Cctober 1989) includes a statenent limting the use of an
automat ed col l ection device to one specific program this would
require, for exanple, that different equi prent be used for HBsAg
reactive donors and anti-H V-1 positive donors.

Al t hough | abeling for the equi pnent has never included such
limtations, this very conservative approach was initially
adopt ed because of the lack of information about the potenti al
for transmtting di sease fromone donor to another. This
recommendation for linmting use is now being withdrawn because
over this ten year period we have been unable to find in
reviewing the literature, consulting with the Centers for Disease
Control and other experts responsible for |arge apheresis
prograns, any instance of disease transmi ssion attributable to
use of these devices. Nor have we | earned of operational -

probl ens that would support the linmtation. Conplaint files at
the Center for Devices and Radi ol ogi cal Health were al so

revi ewed.

Even in the past, before all portions of the fluid pathway were
conpl etely disposable, there were no reported problens that woul d
i ndicate a potential for disease transnission. These devices are
al so used clinically in many situations where the presence of

di sease markers in patients is unknown and therefore, no sinlar
consideration is given to patients. Likew se, this same

equi pnment is widely used in routine Source Plasma collection and
cytapheresis, and first-tinme donors nmay al so have positive tests
for disease markers. No extra precautions in lieu of dedicated
machi nes have been applied for either patients or first-tine
donors,

The burden created by equi pnment restrictions has al so escal at ed
over tinme because the nunber of special prograns has increased
fromthe HBsAg programin 1981 to ten or nore prograns currently,
as well as having a potential inmpact on autol ogous donor

progr ans.



Therefore, effective imediately, the "Manner of Collection”

par agraph on page 2 of the 26 Cctober 1989 nenorandum i s anended
by deletion of the phrase "...if these devices are dedicated to
use only for the one specific program.." Please note that all

ot her precautions outlined in the 26 Cctober 1989 nenorandum

i ncluding i medi ate cl ean-up and disinfection of any spill and
di sinfection of equi pmrent between donors should renmain in place.

Li censed establishnments may inpl enent this change concurrently

wi th subnission of notification that the | ess stringent procedure
wi Il be inplenented.

Questions may be addressed to the Laboratory of Bl ood Bank

Practices, 301-443-8483.

Gerald V. Quinnan, Jr., MD.



