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A meeting on non-specific (surrogate) testing was jointly conducted by 
the National Heart, lung k Blood Institute and the Office of Biologics on 
Dec. 15-16, 1983. Following a general overview of plasma and blood donor 
characteristrcs, and the logistics of testing and shipping of products, 
several potential screening tests were reviewed in depth. Much of the 
information had been presented at earlier meetings, but we were not aware 
that Stanford had been using a 1 cell ratio test to screen blood for 
transfusion for nearly 6 months (at $12 per test). 

Following the presentation of data, the Advisory panel for Blood products 
concluded that no one test was sufficiently selective and specific for 
AIDS screening. Dr. Oonohue proposed that plasma donations be considered 
separately from blood donations, because the plasma industry had 6 
centralized testing laboratoties and could handle additional tests more 
readily. He pointed out that additional testing by blood banks could be 
a logistics nightmare. 

Donahue recommended that Anti-core Hepatitis B testing be incorporated 
for routine plasma screening (in addition to current requirements) since 
it would indentify 90% of all pot- infectious (or high risk) 
donors. The Anti-core testing would add a further measure of confidence 
in product safety at a relatively low cost for the products tnvalved. He 
reviewed the AHF market withdrawals that had been conducted and indicated 
that core testing and heat treatment could eliminate this potential for 
the future. 

The advisory comnittee agreed with this recommendation, with the 
dissension of the Acting Chairman, Bill Miller of the St. Louis Red 
Cross. Dr. Miller stated that he believed that any testinq required for 
plasma should also be required for whole blood. The comnittee is aware 
of a scheduled January publication in the New England Journal by the CDC 
indicating AIDS transmission in mre than 30 transfusions. Several 
members of the audience objected to the proposal for one reason OF 
another, but Mike Rode11 of Armour proposed a Task Fcrce to deliberate 
the details of the recommendation and provide further infOtmttiOn in 3 
months. 
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I . .  

Tr ip Repor t ,  FDA/NIH Non-Spec i f ic  Test ing M e e ting, Oec .  15-16 ,  1 9 8 3  
12 /19 /83  

This p roposa l  was  o n e  that h a d  b e e n  a g r e e d  u p o n  by  al l  the fract ionators 
the prev ious  even ing.  T h e  genera l  thrust of the task force is to  prov ide  
a  de lay ing  tactic for the imp lementa t ion  of fur ther testing. It was  
genera l ly  a g r e e d  that core  test ing wou ld  eventual ly  b e c o m e  a  
requ i rement .  

T h e  addi t ion of core  test ing is expec ted  to e l iminate approx imate ly  1 5 X  
of p lasma donors ,  a n d  6 - 7 X  of who le  b lood  donors  if u s e d  by  b lood  banks.  
S o m e  b lood  bankers  m e n t ioned that publ ic  p ressure  wou ld  certainly b e  a  
m o tivat ing factor for core  test ing at their  facilit ies. 

T h e  fract ionators !zt wi th C o n  by  o. 'e fo l Iowing the nzot ina and,  a l thouqh  
D o n o h u e  was  not  con!pletely satisf ied with the task force approach ,  h e  
a g r e e d  to it. H e  stated that w e  shou ld  a lso take o n  the responsibi l i ty  
for al l  test ing of recovered  o lasma.  R o d e 1 1  was  n a m e d  cha i rman  of the 
Task Force  a n d  a  m e e t ing wil l  b e  schedu led  in  January .  

J o h n  Hink, in  a  prescient  move,  has  a l ready  b e q u n  core  test ing at Cutter  
centers.  W e  reconvnend  that the imp lementa t ion  of core  test ing b e  
acce lera ted to- the max imun.degree_.poss ib ln to  obta in  a  compet i t ive 
advan tage  in  the market  p lace.  T h e  approva l  of ou r  heat- t reat  
submiss ion,  in  con junct ion with core -sc reened p lasma cou ld  present  us  
with a  potent  market inq  advantage.  W e  m a d e  n o  m e n t ion of ou r  Pldf IS to 
the others.  

In summary ,  the conc lus ion of this m e e t ing was  that the tim e  h a d  c o m e  for 
Hepat i t is core  ant i -body test ing for p lasma.  Imp lementa t ion  wil l  
p robab ly  b e  ach ieved  dur ing  1 9 6 4  for the industry.  
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