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OBJECTIVE : To assess  t h e  immunogenicity of the  Biken J E V  vaccine i n  caucasians. 
e &A'*'*.. . 

BACKGROUND : Encephal i t i s  caused by inf ect ion with t h e  Japanese Encephal i t i s  
v i r u s  is  a major d i sease  problem throughout SEA. Previous t r i a l s  of t h e  only 
c u r r e n t l y  ava i l ab le  vaccine (Biken Co., Osaka, Japan) i n  Americans produced 
c o n f l i c t i n g  r e s u l t s ,  but i n  t h e  main suggested t h a t  t h e  vaccine was poorly 
immunogenic in f l a v i v i r u s  non-immune Caucasians, I n  1979 the  U.S. S t a t e  
Department e lec ted  t o  inoculated U.S, Peace Corps and U.S, A I D  personnel 
s t a t ioned  i n  Nepal with t h e  Biken vaccine, A prospective bl inded cooperat ive 
study was designed t o  c r i t i c a l l y  evaluate the  immunogenicity of t h e  Biken J E V  
vaccine in Americans, 

METHODS : The study group consis ted  of 55 subjects ,  Twenty were associa ted  
with t h e  Amertlcan diplomatic mission o r  with U.S, AID.  Two of these  s u b j e c t s  
w e r e  dependents 9 years of age; t h e  remainder were aged 29 through 62 years ,  
Three a d u l t  subjects  w e r e  of non-American ex t rac t ion  (one each from Columbia, 
Pakistan,  and Phi l ippine  o r i g i n ) ,  In  addi t ion  35 Peace Corps volunteers  
pa r t i c ipa ted  i n  the  immunization s e r i e s .  Completion of t h e  f u l l  immunization 
program with  3 serum titers, p a r t i c u l a r l y  a post-inrmunization titer was 
hampered by remoteness of t h e  work/residence sites f o r  many of t h e  volunteers ,  

Lyophilized vaccine w a s  obtained frgm Biken i n  Osaka and shipped t o  
Kathmandu re f r ige ra ted  on i c e  by commercial a i r  f r e i g h t .  Upon r e c e i p t  t h e  
vaccine w a s  s tored a t  ~ O C  u n t i l  being recons t i tu ted  with d i l u e n t  per  t h e  
manufacturers ins t ruc t ions ,  Reconsti tuted vaccine was r e f r i g e r a t e d  a t  4 ' ~  
then discarded a f t e r  one week i f  not  used. 

A l l  sub jec t s  received a series of th ree  intramuscular i n j e c t i o n s  of 1 , O  
cc Biken JBE vaccine. Immunizations were administered on days 0, 7-14, and 
day 28. Serum was drawn on day 0 (pre-immunization), on day 28 (mid-immuniza- 
t i o n )  and from one t o  seven weeks a f t e r  t h e  l a s t  immunization (post-immuniza- 
t i n n ) ,  Sera w e r e  s p l i t  wi th  a l i q u o t s  being submitted t o  each of t h e  t h r e e  
p a r t i c i p a t i n g  labs;  AFRIMS, NIH, and Biken. Specimens were coded with alpha- 
b e t i c a l  t a g s  so  t h a t  noneof i3ie l abs  was aware of whether a sample was a pre ,  
mid, o r  post  immunization t i ter.  A l l  s e r a  were shipped on i c e  and hand c a r r i e d  
by cour ie r  aboard commercial a i r l i n e s  from t h e  Ainerican Embassy C l i n i c  i n  
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