FDA Recommendati ons for Donor Deferral (12/12/91)

Dat e: Decenber 12, 1991

From Acting Director, Center for Biologics Evaluation and
Resear ch

Subj ect : Clarification of FDA Reconmendati ons for Donor

Deferral and Product Distribution Based on the
Results of Syphilis Testing

To: Al Registered Blood Establishments

Backgr ound

For at |east 30 years, a screening test for syphilis has been
performed as part of routine laboratory testing on every unit of
bl ood or bl ood conponent for transfusion. Mst, if not all
states have required reporting of reactive screening results to
the Departnment of Health, and confirmatory testing has usually
been done by health departnments rather than blood centers. Wole
bl ood and red blood cells with reactive screening results and
negative confirmatory results are usually discarded, although FDA
has stated that use is acceptable if units are labeled with both
the reactive screening test result of record and the negative
confirmatory test. Source Plasnma collected prior to receipt of
screening test results has been considered acceptable for further
manuf acturing. Donors whose blood or plasnma tested reactive were
not in the past deferred for any specific time period, but were
often asked to provide evidence of treatnent before donating

agai n.

FDA regul ations require that Source Plasma donors be tested for
syphilis on the day of first nedical exam nation for

pl asmapheresis and at | east every four nonths thereafter. The
regul ations do not require the | abeling of each unit with the
screening test results. FDA has not recomended product
retrieval when repeat donors test reactive for syphilis because
transm ssion of syphilis has not been considered a health risk
for plasma derivatives. For continued Source Plasma collection
froma donor who is known to have a reactive test for syphilis,
docunentati on of nedical treatnment is required (21 CFR

640. 65) (2) (iv).

In the menorandumto all blood establishnents dated Decenber 5,
1990, the Food and Drug Admi nistration (FDA) reconmmended that

bl ood establishnents defer potential blood and plasna donors who
provi de positive responses to a question about having had or
havi ng been treated for syphilis or gonorrhea during the
preceding 12 nonths. Since publication of this recommendation, a
nunber of bl ood establishnents have sought clarification as to
whet her this additional donor suitability criterion has altered
the way in which tests for syphilis should be used as a basis for



donor deferral, renoval of product from use channels, or

reci pient tracing. The purpose of this nenorandumis to clarify
FDA' s reconmendati ons on the use of tests for syphilis in regard
to AIDS-rel ated ri sk.

Rati onal e for Change

Aski ng donor history questions concerning risk factors and
perform ng serological tests for narkers of infectious diseases
are each inportant elenents to better assure the safety of the
bl ood supply. In recomendi ng that donors who have a history of
di agnosi s or treatnment for syphilis or gonorrhea in the |ast 12
nont hs be deferred, the FDA intended to broaden the donor
deferral criteria to exclude additional individuals who night be
at increased risk of HV infection due to heterosexua

transm ssion. Although recommendati ons for nmanagenent of units
or donors based on the results of serological testing for
syphilis were not specifically addressed earlier, it cannot be

i gnored that a confirmed positive screening test for syphilis is
in nost cases evidence of recent or untreated syphilis and that
this information can suppl enent the use of donor history
questions in nmeking deferral decisions.

Donor Deferral Recommendati on

To ensure a uniform approach to these issues, FDA is now naking
an additional recommendation that may be inplenmented i mediately.
Concurrent with inplenmentation, |icensed establishnents should
revise their standard operating procedures and subnmit a statenent
to their license application file containing the information
indicated in the attached exanple. This statenent indicates that
a revised standard operating procedure consistent with the

foll owi ng reconmendati on has been i npl enent ed

Donors who are found to have a reactive screening
test for syphilis by the Autonated Reagin Test (ART),
the Rapid Pl asna Reagin Test (RPR), the Venerea

Di sease Research Laboratory Slide Techni que (VDRL),
or other screening test, should be tenporarily
deferred pending the outcone of a confirnmatory test
such as the Fluorescent Treponemal Antibody
Absorption Test (FTA). Donors who are found to have
a positive FTA (or other confirmatory test), or for
whom no additional test result is available, should
be deferred for 12 nmonths. (In the event that a
history of therapy for syphilis in the last 12 nonths
is established, the 12 nonth deferral period may be
calcul ated fromthe established date of diagnosis.)
After 12 nonths, deferred donors nmay be requalified
if they have a negative screening test. For cases in
whi ch the positive serol ogy was confirmed, evidence
of adequate treatnent for syphilis, docunented by a



letter froma physician or public health clinic,
shoul d al so be obtai ned

The follow ng additional points of clarification are intended to
resol ve confusion which nmay exist regardi ng current
reconmendati ons:

1.

FDA is not recomending at this tinme that extant units of
whol e bl ood, bl ood conponents, and Source Pl asna be renoved
fromuse channels if previously collected from donors who
subsequently provide a history of syphilis or gonorrhea
within the last 12 nonths, or who are found subsequently to
have reactive or confirned tests for syphilis and have no
other disqualifying history or test results, nor is FDA
recommendi ng that the blood center notify hospitals for the
purpose of tracing recipients of such products.

For Source Plasnm, current collection and |abeling
requirenents related to the results of serologic tests are
found in 21 CFR 640.65 and 21 CFR 640.70. FDA is not
recormendi ng that the frequency of serological testing for
syphilis for Source Plasna be altered (i.e., initially,
then every four nonths) and Source Plasma coll ected before
serologic test results are received my be used for further
manuf act uri ng.

For whol e bl ood and bl ood conponents, otherw se suitable
units may be released for transfusion if they were obtained
fromdonors who tested reactive for syphilis by screening
tests but had negative results of confirmatory testing by
FTA or equival ent nethods on the sane collection. For
units to be released for transfusion, the confirnmatory test
shoul d be perforned on every donation for which there is a
reactive screening test (i.e., prior negative confirmatory
results are insufficient to qualify a collection with a
reactive screening test). Such units should be |abel ed as
reactive by a screening test for syphilis and negative by
FTA (or other confirmatory test).

In cases of autol ogous donation of blood or conponents,
collections with reactive screening tests which are either
positive by FTA, or not further tested, may be used for
transfusion provided that they bear both an "Autol ogous Use
Only" label and a biohazard |abel. A witten report of the
test results should be provided to the patient's physician
bef ore transfusion. Guidance on proper |abeling of

aut ol ogous bl ood and conponents may be found in nenoranda
dated March 15, 1989 and February 12, 1990. Bi ohazard

| abel s are described in the current Guideline for the

Uni form Label i ng of Bl ood and Conponents.

It should be noted that the recomrendati on on | abeling of
aut ol ogous bl ood and conponents reactive for syphilis



differs from FDA recomendati ons i ssued on March 15, 1989,
with respect to restrictions on the use of autol ogous bl ood
which is positive for other infectious disease markers.

For rel ease of autol ogous units found to be repeatedly
reactive for anti-H V or HBsAg, the physician's witten
request remmi ns necessary.

CGerald V. Qinnan, Jr., MD.
Acting Director, CBER

CGerald V. Qinnan, Jr., MD.

Acting Director

Center for Biologics Evaluati on and Research
Food and Drug Administration

8800 Rockville Pike

Bet hesda, MD. 20892

ATTN: HFB 240

Dear Dr. Quinnan:

In response to your recent reconmendations for revision of STS
positive donor deferral and product distribution procedures
affirmthat:

Qur programis in conplete conmpliance with FDA's
recent recommendations included in the menorandumto
all registered blood establishnents dated Dec. 5,
1990.

A revi sed standard operating procedure consistent
wi th the recommendati ons has been i npl enent ed.

Dat e i npl enent ed:

Pl ease add this information to the license file for facility:

Li cense No.

Regi stration No.

Facility Name

Addr ess




Responsi bl e Person: Nane

Tel ephone No.

Dat e of response

Si ncerely yours,

Si gnature



