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SUBJECT: Recommendations f o r  the  Management of Donors and u n i t s 1  
that a r e  I n i t i a l l y  Reactive f o r  Hepat i t i s  B Surface Antigen (HBsAg) 

TO : A l l  Registered Blood Establishments 

These recommendations set f o r t h  a s e r i e s  of procedures by which an i n i t i a l l y  
HBsAg reac t ive  donor may be reevaluated by a blood establishment,  providing 
that a l l  o the r  donor s u i t a b i l i t y  requirements a r e  met. The decis ion of 
whether an i n i t i a l l y  react ive  donor is t o  be reevaluated is l e f t  t o  t he  blood 
establishment. Furthermore, a blood establishment may adopt more s t r ingen t  
procedures, provided they a r e  consis tent  with these recommendations. A t  each 
s t e p  i n  t h i s  procedure, the performance of each test and the  i n t e rp r e t a t i on  of 
r e s u l t s  should be as spec i f i ed  i n  the package i n s e r t  f o r  t h a t  k i t .  

I .  Test  f o r  HBsAg ("Screening Test1') 

Each donation s h a l l  be tes ted  f o r  HBsAg by an FDA-licensed t e s t  of 
third-generation s e n s i t i v i t y  (21 CFR 610.40).2 

a .  I f  t he  i n i t i a l  t e s t  r e s u l t  is non-reactive, t he  donor may be accepted 
and the un i t  may be used fo r  transfusion o r  f u r t h e r  manufacturing. 

b. I f  t he  i n i t i a l  t e s t  r e su l t  is react ive ,  the  sample should be 
re tes ted ,  i n  dupl ica te .  

i .  I f  the sample is not  repeatably react ive ,  the  donor may be 
accepted and the  un i t  may be used f o r  t ransfus ion o r  f u r t he r  
manufacturing. 

ii. I f  the  sample i s  repeatably react ive  ( i - e . ,  i f  e i t h e r  o r  both of 
the  dup l ica tes  a r e  react ive) ,  t h e  unit  should not  be  used f o r  
transf  usion o r  fu r the r  manufacturing, except a s  provided i n  
21 CFR 610.40(d). For evaluation of t h e  donor, t h e  sample 
should be t es ted  by an FDA-licensed confirmatory 
(neu t ra l i za t ion)  test f o r  HBsAg. See Sec t ion  11. 

iii. I f  repeat .  t e s t i ng  is inconclusive, not done i n  dupl ica te ,  
i n i t i a l l y  @interpreted,  etc.,  see Sect ion V and t r e a t  t he  

. un i t  a s  reactive.  

l ~ h r o u ~ h o u t  these  recommendations, "unit" has been used a s  i f  it were 
synonymous ir i th an e n t i r e  donation. However, it is intended t o  apply t o  
a l l  components prepared from the un i t  i n  question. 

Z ~ x c e ~ t i o n s  t o  each donation being tested f o r  HBsAg may be made i n  the  
case of donations from "dedicated donors11 as described i n  ''Revised 
Guidelines f o r  the  Collect ion of P la te le t s ,  Pheresis," January 1985. 










