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POTICES 

N I H  REGIONAL WORKSHOPS ON IMPLEMENTATION OF THE PHS POLICY ON HUMANE CARE AND 
USE OF LABORATORY ANIMALS 

\-/ P.T.  42; K.W. 0201011, 1014003 

Nat iona l  I n s t i t u t e s  o f  Heal th  

The Nat iona l  I n s t i t u t e s  of Health,  Of f i ce  f o r  P r o t e c t i o n  from Research Risks,
is  con t inu ing  t o  sponsor a s e r i e s  of  workshops i n  implementing t h e  Pub l i c  
Heal th  S e r v i c e  Po l i cy  on t h e  Humane Care and U s e  o f  Laboratory Animals. The 
workshops are open t o  i n s t i t u t i o n a l  a d m i n i s t r a t o r s ,  members of  animal care and 
use  committees, l a b o r a t o r y  animal v e t e r i n a r i a n s ,  i n v e s t i g a t o r s  and o t h e r  
i n s t i t u t i o n a l  s t a f f  who have r e s p o n s i b i l i t y  f o r  h igh -qua l i ty  management of 
sound i n s t i t u t i o n a l  animal care and use  programs. 

Date: March 22-23, 1988 

Location: Durham, North Caro l ina  

Contact I 


M s .  Sandy Huskins o r  

M s .  Pa t  McAdams 

Duke U n i v e r s i t y 

Crea t ive  Conference P lanners  

2900 Harriman Avenue 

Durham, North Caro l ina  

Telephone: (800)  845-1054 o r  


Date: May 17-18, 1988 

Locat ion:  Albany, N e w  York 

Contact : 

Ms. Madelyn Cicero  
Of f i ce  f o r  Research 

(919) 782-1905 


S t a t e  Un ive r s i ty  of  N e w  York a t  Albany
Albany, New York 12222 
Telephone: (518) 442-3510 

Date: June 2-3, 1988 

Locations Kansas C i ty ,  Kansas 

Contact : 

Mr. David B a l d w i n  

Assoc ia t e  D i r e c t o r  o f  Continuing Education 

U n i v e r s i t y  of Kansas Medical Center 

39th and Rainbow Boulevard 

Kansas C i ty ,  Kansas 66103 

Telephone: (913) 588-4488 


Date: September 27-28, 1988 

Location: A t l an ta ,  Georgia 


Contact 2 


Office o f  Continuing Medical Education 

Emory Unive r s i ty  School of  Medicine 

1440 C l i f t o n  Road, N.E. 

A t l a n t a ,  Georgia 30322 

Telephone: (404) 727-5695 


Other workshops are be ing  planned and w i l l  be announced i n  

f u t u r e  issues  of t h e  NIH Guide f o r  Grants and Con t rac t s .  


For a d d i t i o n a l  in format ion  c o n t a c t  I 


M s .  Roberta Gar f ink le  

Executive A s s i s t a n t  f o r  Animal Welfare Education 

O f f i c e  f o r  P r o t e c t i o n  from Research Risks ,  NIH 

Bui ld ing  31, Room 4B09 

Bethesda, Maryland 20892 
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NIH/FDA REGIONAL WORKSHOPS - PROTECTION OF HUMAN SUBJECTS 

P.T. 42; K.W. 0783005 

National  I n s t i t u t e s  o f  Heal th  

The Nat iona l  I n s t i t u t e s  o f  Heal th  ( N I H )  and t h e  Food and Drug Adminis t ra t ion  ullyc 

(FDA) are cont inuing  t o  sponsor a series o f  workshops on r e s p o n s i b i l i t i e s  o f  
r e s e a r c h e r s ,  I n s t i t u t i o n a l .  Review Boards ( I R B s ) ,  and i n s t i t u t i o n  o f f i c i a l s  f o r  
t h e  p r o t e c t i o n  of human s u b j e c t s  i n  biomedical and behaviora l  r e s e a r c h .  The 
workshops are open t o  everyone with an i n t e r e s t  i n  r e s e a r c h .  The meetings
should be o f  s p e c i a l  i n t e r e s t  t o  t h o s e  persons c u r r e n t l y  s e r v i n g  o r  about t o  
begin s e r v i n g  as a member of a n  I R B .  The c u r r e n t  scheaule  i n c l u d e s :  

o Date: March 14-15, 1988 


Locat ion:  San Diego, C a l i f o r n i a  


T i t l e  o f  Workshop: "Research with Popula t ions  


Contact :  


M s .  Sandra Martinez 

San Diego S t a t e  U n i v e r s i t y  Foundation 

5178 College Avenue 

San Diego, C a l i f o r n i a  92182-1900 

Telephone: (619) 265-5731 


o Date: May 9-10, 1988 

Locat ion:  Cleveland, Ohio 

a t  Risk" 

T i t l e  o f  Workshop: " I R B ' s  i n  t h e  1990's: Challenges i n  t h e  P r o t e c t i o n  of 

Human Subjects"  


Contact : 


Office of Continuing Medical Education 

Case Western Reserve U n i v e r s i t y 

School o f  Medicine 

2119 Abington Road, Room WG-42 

Cleveland, Ohio 44 106 

Telephone: (216) 368-2408 


o Date: May 12-13, 1988 

Locat ion:  Baltimore,  Maryland 

T i t l e  of Workshop: " P r o t e c t i n g  Human S u b j e c t s  i n  Research" 

Contact : 

D r .  Thomas E .  Malone o r  

D r .  Maria C .  F r e i r e  

U n i v e r s i t y  of Maryland

Graduate School,  Bal t imore 

660 West Redwood S t r e e t  

Baltimore,  Maryland 21201 

Telephone: (301) 328-7131 


Addi t iona l  workshops w i l l  be announced l a t e r .  For f u r t h e r  

in format ion  regard ing  educa t ion  programs c o n t a c t :  


Darlene Marie Ross 

Education Program Coordinator  

Office f o r  P r o t e c t i o n  from Research Risks  

Nat iona l  I n s t i t u t e s  o f  Heal th  

Bui ld ing  31, Room 4809 

9000 Rockvi l le  Pike 

Bethesda, Maryland 20892 

Telephone: (301) 496-8101 
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REQUIREMENTS FOR TIMELY SUBMISSION OF HUMAN SUBJECTS CERTIFICATIONS, ANIMAL( 
WELFARE VERIFICATIONS, AND FINANCIAL STATUS REPORTS 

P.T. 34; K.W. 1014002, 02010119 1014003, 0783005 

Pub l i c  Heal th  S e r v i c e  

Nat iona l  I n s t i t u t e s  of  Health 

Alcohol, Drug Abuse, and Mental Heal th  Adminis t ra t ion  


This  n o t i c e  s t r o n g l y  emphasizes t o  Pub l i c  Health Se rv ice  (PHS) g r a n t 

r e c i p i e n t s  t h e  n e c e s s i t y  o f  submi t t i ng  human s u b j e c t  c e r t i f i c a t i o n s ,  animal 

welfare v e r i f i c a t i o n s ,  and F i n a n c i a l  S t a t u s  Repor ts  ( r e p o r t s  o f  expend i tu re s ) 

t h a t  are both  t i m e l y  and complete. 


The r e c e n t l y  expressed  i n t e r e s t  o f  t h e  Congress f o r  an  expedi ted  referral , 

review, and award p rocess  f o r  g r a n t  a p p l i c a t i o n s  i n  Acquired Immune Def ic iency 

Syndrome (AIDS) r e sea rch ,  make it e s p e c i a l l y  c r i t i c a l  t h a t  g r a n t e e 

o r g a n i z a t i o n s  t a k e  e x t r a  care t o  ensure  t h e  a c c u r a t e  p r e p a r a t i o n  and t i m e l y 

submission o f  r o u t i n e  forms and assurances .  


PHS awarding components cannot i s s u e  a Notice o f  Grant Award ( r e g a r d l e s s  o f  

i ts  :type," t h a t  is, "new," "competing con t inua t ion , "  "noncompeting

con t inua t ion" )  u n t i l  a l l  t h e  r equ i r ed  informat ion  r ega rd ing  human s u b j e c t s , 

animal welfare, and t h e  F inanc ia l  S t a t u s  Report have been r ece ived  and 

reviewed. Equal ly  impor tan t ,  o f  course ,  is t h e  informat ion  concerning t h e  

budgetary d e t a i l  and t h e  p rogres s  r e p o r t .  Incomplete and/or untimely 

in format ion  may r e s u l t  i n  l a t e  awards, which p l a c e  a cons ide rab le  burden on 

both  PHS and g r a n t e e  o r g a n i z a t i o n  s t a f f .  Greater a t t e n t i o n  t o  requi rements 

f o r  submission o f  complete informat ion  w i l l  f a c i l i t a t e  t h e  t i m e l y  i ssuance  o f  

Not ices  o f  Grant Award. 


The "Appl ica t ion  f o r  Pub l i c  Heal th  S e r v i c e  Grant," Form PHS 398 ( r e v i s e d 

9/86),  c o n t a i n s  i n s t r u c t i o n s  f o r  a p p l i c a n t  o r g a n i z a t i o n s  proposing a new o r  

competing c o n t i n u a t i o n  p r o j e c t  involv ing  t h e  use  of  human s u b j e c t s  and/or 

v e r t e b r a t e  an imals .  These i n s t r u c t i o n s  have been f u r t h e r  c l a r i f i e d  v i a  a 

n o t i c e  i n  t h e  August 14, 1987, e d i t i o n  of  t h e  N I H  Guide f o r  Grants and 

Cont rac t s  (Vol. 16, No. 28) .  Human subjec ts /an imal  welfare i n s t r u c t i o n s  are 

a l s o  inc luded  i n  t h e  "Appl ica t ion  f o r  Cont inua t ion  o f  a Pub l i c  Heal th  Se rv ice  

Grant," Form PHS 2590 ( r e v i s e d  9 /86) .  Grantees are r eques t ed  t o  submit 

complete noncompeting c o n t i n u a t i o n  a p p l i c a t i o n s  (Form PHS 2590) d i r e c t l y  t o  

t h e  awarding component e i g h t  weeks be fo re  t h e  begin  d a t e  of  t h e  scheduled 

budget pe r iod  so t h a t  t h e  awarding component may i s s u e  t h e  Notice of  Grant 

Award two weeks be fo re  t h e  s t a r t  of  t h e  budget pe r iod .  


A s  s t a t e d  on page 56 o f  t h e  PHS Grants  Po l i cy  Statement ( r e v i s e d  1/87),  a 

F i n a n c i a l  S t a t u s  Report "is r e q u i r e d  as documentation o f  t h e  f i n a n c i a l  s t a t u s  

o f  g r a n t s  accord ing  t o  t h e  o f f i c i a l  account ing  r eco rds  o f  t h e  g r a n t e e 

organ iza t ion"  and "must be submi t ted  f o r  each budget pe r iod  no l a t e r  t h a n  90 

days a f t e r  t h e  c l o s e  o f  t h e  budget pe r iod . "  We ask  t h a t  each g r a n t e e 

o r g a n i z a t i o n  review its procedures  and p r a c t i c e  i n  submi t t ing  F i n a n c i a l  S t a t u s  

Repor ts  wi th  a view toward meeting completely t h e  90-day f i l i n g  requi rement . 

Those g r a n t e e s  t h a t  f a i l  t o  submit a c c u r a t e  and t ime ly  F inanc ia l  S t a t u s  

Repor ts  p l a c e  c o n t i n u a t i o n  of  g r a n t  suppor t  a t  cons ide rab le  r i s k .  


AVAILABILITY OF DATABASE AND SERUM COLLECTION OF THE CHILD HEALTH AND 

DEVELOPMENT STUDIES 


P.T. 36; K.W. 0780005, 1004008 

Nat iona l  I n s t i t u t e  o f  Chi ld  Heal th  and Human Development 

The Nat iona l  I n s t i t u t e  o f  Chi ld  Heal th  and Human Development ( N I C H D )  announces 
t h e  a v a i l a b i l i t y  o f  t h e  da t abase  and serum c o l l e c t i o n  of  t h e  Child Heal th  and 
Development S t u d i e s  (CHDS). These important biomedical and psychosocia l  
r e sources  have now been p laced  i n  t h e  p u b l i c  domain. 

Copies of  t h e  da t abase  can be obta ined  on magnetic t a p e  wi th  a User's Guide a t  
c o s t  from t h e  Nat iona l  Technical Informat ion  Se rv ice  (NTIS), 5285 Por t  Royal
Road, S p r i n g f i e l d ,  V i r g i n i a ,  22161, of  t h e  U.S. Department o f  Commerce. The 
te lephone  number for sales is (703) 487-4650, and t h e  current  c o s t  is $400. 
The NTIS access ion  number is PB88-129440. Add i t iona l  in format ion  may be 
ob ta ined  by c a l l i n g  t h e  NTIS Computer Products Office a t  (703) 487-4763. 

Access t o  t h e  serum c o l l e c t i o n ,  s t o r e d  a t  -20 C a t  t h e  F rede r i ck  Cancer 
Research F a c i l i t y  (FCRF), can be gained through t h e  cus tod ian  o f  t h e  serum 
c o l l e c t i o n ,  Gilman D .  Grave, M . D . ,  Chief,  Endocrinology, N u t r i t i o n  and Growth 
Branch, NICHD,  Bethesda, Maryland, 20892. I n  o r d e r  t o  p r e s e r v e  t h e  serum 
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c o l l e c t i o n  i n  a u s e f u l  s t a t e  as long  as p o s s i b l e ,  access  w i l l  be l i m i t e d  t o  
t h o s e  i n v e s t i g a t o r s  who have developed w r i t t e n  p r o t o c o l s  t h a t  have been 
favorably  reviewed by t h e  a p p r o p r i a t e  I n s t i t u t i o n a l  Review Committee and 
o v e r s e e r s  o f  t h e  CHDS serum c o l l e c t i o n .  

H i s to ry  o f  t h e  Chi ld  Heal th  and Development S t u d i e s  (CHDS) 

The Chi ld  Heal th  and Development S t u d i e s  (CHDS) were designed and i n i t i a t e d  by
D r .  Jacob Yerushalmy, P ro fes so r  o f  B i o s t a t i s t i c s  a t  t h e  Un ive r s i ty  o f  
C a l i f o r n i a  a t  Berkeley i n  1959. H e  se rved  as p r i n c i p a l  i n v e s t i g a t o r  o f  t h e  
s t u d i e s  u n t i l  h i s  dea th  i n  1973, when D r .  Barbara J .  van den Berg assumed t h a t  
r o l e .  The CHDS were begun as a coope ra t ive  endeavor of  t h e  Div i s ion  o f  
B i o s t a t i s t i c s  of  t h e  School of Pub l i c  Heal th  a t  Berkeley, t h e  Kaiser 
Foundation Research I n s t i t u t e ,  and t h e  Permanente Medical Group. On June 1, 
1972, a d m i n i s t r a t i v e  r e s p o n s i b i l i t i e s  were t r a n s f e r r e d  from t h e  
Kaiser-Permanente o r g a n i z a t i o n  t o  t h e  Un ive r s i ty  of C a l i f o r n i a  a t  Berkeley.
The CHDS were suppor ted  by t h e  Nat iona l  I n s t i t u t e  o f  Neurologica l  Diseases and 
Bl indness  from 1960 through 1963 and by t h e  Nat iona l  I n s t i t u t e  of  Chi ld  Heal th  
and Human Development from 1964 u n t i l  1979. 

The Userls Guide 

I n  FY 1983 t h e  N I C H D  awarded a c o n t r a c t  t o  t h e  Regents o f  t h e  Un ive r s i ty  of 
C a l i f o r n i a  a t  Berkeley (Barbara J .  van den Berg, M . D . ,  Ph.D., P r i n c i p a l
I n v e s t i g a t o r )  t o  c r e a t e  a User ' s  Guide t o  t h e  Data F i l e s  o f  t h e  Ch i ld  Heal th  
and Development S t u d i e s .  The Userls Guide inc ludes :  

( 1 )  A p r i n t e d  brochure which d e s c r i b e s  t h e  CHDS i n  g e n e r a l  terms; 

( 2 )  A computer t e x t  f i l e  l i s t i n g  a l l  o f  t h e  25 CHDS d a t a  f i l e s  wi th  a 
d e s c r i p t i o n  o f  each f i l e ;  and 

(3) A d e t a i l e d  d e s c r i p t i o n  o f  a l l  t h e  v a r i a b l e s  and q u e s t i o n n a i r e s  used t o  
g e n e r a t e  each r eco rd  type. This  d e s c r i b e s  the assembled data on: 1 )  P a r e n t a l  
background; 2 )  Pregnancy and d e l i v e r y ;  3 )  Chi ld  h e a l t h ;  and 4 )  Stages  of 
development a t  5 y e a r s ,  9-11 yea r s ,  and 15-17 y e a r s .  The d a t a  are organized
i n  25 s e p a r a t e  f i l e s ,  format ted  i n  t h e  SSPS-X system wi th  in-depth
documentation r ega rd ing  background, s tudy  popula t ion ,  v a r i a b l e s ,  and v a l u e s  
wi th in  v a r i a b l e s .  

Ob jec t ives  and Design of t h e  CHDS 

The main o b j e c t i v e s  of  t h e  CHDS were t o  r e l a t e  b i o l o g i c ,  g e n e t i c ,  medical, and 
environmental  f a c t o r s  i n  t h e  p a r e n t s  t o  t h e  normal and abnormal development of  
t h e i r  o f f s p r i n g .  S p e c i a l  emphasis was p laced  on t h e  r e l a t i o n s h i p s  o f  even t s  
dur ing  pregnancy, l a b o r ,  and d e l i v e r y  t o  f e t a l  dea th ,  p e r i n a t a l  m o r t a l i t y ,
c o n g e n i t a l  d e f e c t s ,  i n f a n t  morb id i ty /mor t a l i t y ,  and growth and development
dur ing  infancy  and ch i ldhood.  A l o n g i t u d i n a l  s tudy  des ign  w a s  used t o  
g e n e r a t e  d a t a  on mothers, f a t h e r s ,  and t h e i r  o f f s p r i n g .  Data were ga thered
from f o u r  sou rces :  ( 1 )  Pregnancy in t e rv i ews ;  (2)  Medical r e c o r d s  of  
pregnancy, l a b o r ,  and d e l i v e r y ;  ( 3 )  Medical r eco rds  of  t h e  o f f s p r i n g ;  and ( 4 )
Developmental examinations of subcohor ts  o f  t h e  c h i l d r e n  a t  ages  5, 9-11, and 
15-17. 

Serum C o l l e c t i o n  

Between August 1959, and September 1966, t h e  CHDS e n r o l l e d  20,754 pregnant 
women. A t  t h e  enro l lment  a sample o f  blood was drawn f o r :  ( 1 )  Routine 
l a b o r a t o r y  work; ( 2 )  Blood typ ing  by t h e  Boston Blood Grouping Laboratory; and 
( 3 )  Serum samples f o r  f u t u r e  r e s e a r c h .  Serum samples were drawn dur ing  each 
trimester of pregnancy and postpartum. An average  o f  t h r e e  samples p e r  
pregnancy was ob ta ined  from 1 8 , 4 0 0  pregnancies .  Serum samples were a l s o  
c o l l e c t e d  from approximately 12,000 husbands. Cord blood w a s  a l s o  c o l l e c t e d  
f o r  blood group t y p i n g .  Serum samples from newborns were saved only  a t  t h e  
end o f  t h e  enro l lment  pe r iod ,  and approximately 3,000 samples are s t o r e d  i n  
t h e  serum c o l l e c t i o n .  

Usefu lness  o f  t h e  CHDS Database and Serum C o l l e c t i o n  

The l a r g e ,  l o n g i t u d i n a l l y  assembled d a t a  f i l e  and serum c o l l e c t i o n  are unique
and w i l l  con t inue  t o  be o f  va lue  i n  t h e  i n v e s t i g a t i o n  o f  problems o f  materna l ,
i n f a n t ,  and c h i l d  h e a l t h  and development. The cohor t  of 20,500 pregnant  women 
and t h e i r  18,751 c h i l d r e n  who surv ived  t h e  neona ta l  pe r iod  ( i n c l u d i n g  66 p a i r s
o f  monozygotic and 115 p a i r s  of  d i z y g o t i c  t w i n s )  is  broadly  r e p r e s e n t a t i v e
from e t h n i c  and socioeconomic v iewpoin ts .  The sample s i z e  is l a r g e  enough t o  
gene ra t e  and tes t  many hypotheses r e l a t i n g  t o  pregnancy and c h i l d  development.
Examples o f  s u b j e c t s  f o r  which t h e  CHDS d a t a  f i l e s  are u s e f u l  i nc lude :  
smoking and low b i r thwe igh t ;  t e r a t o g e n i c i t y  o f  drug exposure i n  e a r l y  
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pregnancy; development of neoplasms i n  CHDS s u b j e c t s  and t h e i r  o f f s p r i n g ;
de terminants  and consequences of  low b i r thwe igh t  and premature d e l i v e r y ;
morbid i ty  i n  pregnancy; blood p r e s s u r e  and consequences o f  hyper tens ion  i n  
pregnancy; growth; morbidity;  u t i l i z a t i o n  of  ~ medical care; convuls ive  
d i s o r d e r s ;  c o n g e n i t a l  d e f e c t s ;  consequences of  c h i l d  spac ing  p a t t e r n s ;
obes i ty ;  effects  o f  i l l n e s s  on weight and he igh t ;  normal behav io ra l  
development; and t h e  e f f e c t s  of  even t s  du r ing  pregnancy and d e l i v e r y  on 
a b e r r a n t  phys i ca l  and behav io ra l  development. 

A s  t h e  cohor t  of approximately 18,000 c h i l d r e n  grows o l d e r  ( t h e y  a r e  now i n  
t h e i r  t h i r d  decade),  more knowledge w i l l  be developed about t h e  effects  o f  
g e s t a t i o n a l  and p e r i n a t a l  even t s  on subsequent phys i ca l  and psychologica l
development. Many o f  t h i s  cohor t  now have o f f s p r i n g  of  t h e i r  own. Th i s  
pe rmi t s  t h e  p o s s i b i l i t y  o f  s tudying  i n t e r g e n e r a t i o n a l  e f f e c t s .  A s  t h e  
o r i g i n a l  s u b j e c t s  and t h e i r  o f f s p r i n g  have inc reased  i n  age, v a r i o u s  k inds  o f  
mal ignancies  have developed. The CHDS d a t a  f i l e s  a r e  c u r r e n t l y  be ing  l i n k e d  
wi th  t h o s e  of t h e  C a l i f o r n i a  M o r t a l i t y  Linkage System (CAMLIS) and t o  t h e  
C a l i f o r n i a  Tumor R e g i s t r y .  The CHDS serum c o l l e c t i o n  w i l l  be u s e f u l  i n  
s tudy ing  p o s s i b l e  an teceden t s  of t h e s e  malignancies,  as w e l l  as i n  c o r r e l a t i n g
c o n g e n i t a l  d e f e c t s  i n  o f f s p r i n g  wi th  t h e  development o f  malignancy i n  t h e  
p a r e n t s  . 
The CHDS Resources: A b r i e f  d e s c r i p t i o n  o f  t h e  gene ra t ion  o f  t h e  d a t a  f i l e s  
and serum c o l l e c t i o n  fo l lows :  

A .  Pregnancy In t e rv i ew:  Ea r ly  i n  pregnancy g rav idas  p a r t i c i p a t e d  i n  an  
ex tens ive  in t e rv i ew.  Th i s  i n t e rv i ew covered t h e  women’s marital and 
r ep roduc t ive  h i s t o r y ,  i nc lud ing  outcomes and d a t e s  o f  p rev ious  pregnancies ,
and b i r t h  weight and d u r a t i o n  o f  g e s t a t i o n  of  h e r  l i v e b o r n  c h i l d r e n .  
Informat ion  w a s  a l s o  obta ined  on t h e  h e a l t h  h i s t o r y  of  t h e  g rav ida ,  h e r  
husband and h e r  c h i l d r e n ,  on g rav ida ’ s  and husband’s l e v e l  o f  educa t ion ,
occupation and income. Ques t ions  were asked about smoking h a b i t s ,  beverages
consumed, i nc lud ing  a l coho l  and c o f f e e  i n t a k e .  Gravidas a l s o  responded t o  
q u e s t i o n s  r e l a t i n g  t o  t h e i r  p r e s e n t  pregnancy, on usage and type  o f  
c o n t r a c e p t i v e s ,  p lanning  o f  pregnancy, menstrual h i s t o r y ,  e t c .  During t h e  
g rav ida ’ s  first v i s i t ,  a sample of  blood was typed  i n  t h e  fo l lowing  systems:
ABO, D,  Dd, E e ,  MN, Ss, K e l l ,  Duffy, Lutheran, and P. Blood samples o f  t h e  
husbands and o f  t h e  i n f a n t s ’  cord  blood were l i k e w i s e  typed .  

B .  Medical Records on Pregnancy, Labor and Del ivery :  A l l  medical in format ion  
on v i s i t s  t o  any o f  t h e  c l i n i c s  of  Kaiser Foundation H o s p i t a l s  has  been 
assembled i n  one d a t a  f i l e  f o r  each p a t i e n t .  From t h e s e  r eco rds ,  obse rva t ions  
du r ing  pregnancy ( i n c l u d i n g  a l l  r o u t i n e  body weight and blood p r e s s u r e
measurements), and l a b o r a t o r y  r e s u l t s ,  comprehensive d a t a  on l a b o r  and 
d e l i v e r y  have been a b s t r a c t e d  and coded. Also, a l l  medica l ly  a t t ended  
i n t e r c u r r e n t  d i s e a s e s  and drug p r e s c r i p t i o n s  were a b s t r a c t e d  and coded. 

C .  Medical Records o f  t h e  Offspr ing:  The medical r eco rds  o f  t h e  o f f s p r i n g ’ s
v i s i t s  t o  t h e  p e d i a t r i c  c l i n i c s  and h o s p i t a l s  are assembled i n  one d a t a  f i l e  
f o r  each c h i l d .  The d a t a  f i l e s  inc lude  medical d a t a  f o r  each v i s i t ,  wi th  
d i a g n o s i s  and t r ea tmen t ,  p h y s i c a l  growth measurement, and measurements o f  
blood p r e s s u r e .  These abstracted reco rds  r e p r e s e n t  t he  CHDS basic h e a l t h  file 
on t h e  c h i l d r e n .  Informat ion  on c o n g e n i t a l  anomalies, severe, and non-severe,
has been completely coded. B i r t h  weight and l eng th ,  as w e l l  as a l l  subsequent 
measurements o f  h e i g h t  and weight are a v a i l a b l e  i n  coded form. 

D .  Developmental Examinations on Subcohorts o f  t h e  Chi ldren :  S u b s t a n t i a l  
a d d i t i o n a l  in format ion  has  been assembled from developmental examinations for 
subcohor ts  of  t h e  c h i l d r e n .  E l i g i b i l i t y  was de f ined  by b i r t h d a t e  wi th in  
s p e c i f i e d  l i m i t s  and r e s i d e n c e  i n  t h e  San Franc isco  E a s t  Bay area. 

( 1 )  Five-Year-Oldsr A t  t h e i r  f i f t h  b i r t h d a y ,  4,000 of  t h e  c h i l d r e n  were 
i n v i t e d  f o r  s p e c i a l  developmental examinations and follow-up in t e rv i ews .  
Examinations inc luded  a g e n e r a l  phys i ca l  examination and tests o f  a c u i t y  o f  
v i s i o n ,  hea r ing ,  speech and c o g n i t i v e  a b i l i t y ,  and t h e  mothers responded t o  a 
42-item inventory  of  t h e  c h i l d ‘ s  behavior and mother-child r e l a t i o n s h i p .  (2)
Nine-to-Eleven-Year-Olds: T h i r t y - s i x  hundred c h i l d r e n  were examined a t  t h e i r  
n i n t h ,  t e n t h ,  o r  e l even th  b i r t h d a y .  Th i s  examination inc luded  an thropometr ics
and c o g n i t i v e  a b i l i t y  tes ts .  I n  a d d i t i o n  t o  an in t e rv i ew on t h e  h e a l t h  and 
well-being of  t h e  fami ly ,  t h e  mothers o f  9-11-year-old c h i l d r e n  responded t o  a 
100-item inventory  r e l a t i n g  t o  t h e  c h i l d ’ s  behavior  and mother-child 
r e l a t i o n s h i p .  A c o g n i t i v e  a b i l i t y  t e s t  f o r  t h e  mother was a l s o  inc luded .  
Blood p r e s s u r e  measurements and sc reen ing  o f  v i s i o n ,  hea r ing ,  and speech were 
done f o r  a s e p a r a t e  sample of  698 c h i l d r e n  a t  n i n e  y e a r s  of age. (3) The 
Adolescent Study (Fifteen-to-Seventeen-Year-Olds): I n  1977 examinations o f  
2 ,000 ado le scen t  CHDS o f f s p r i n g ,  15-17 y e a r s  o l d ,  were undertaken t o  
i n v e s t i g a t e  p r e c u r s o r s  of  hype r t ens ion .  The d a t a  c o l l e c t e d  inc lude  s e v e r a l  
measurements o f  blood p r e s s u r e ,  lung  f u n c t i o n  tests,  an thropometr ic  
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measurements, i n t e r v i e w s  and q u e s t i o n n a i r e s  regard ing  h e a l t h  h i s t o r y  and 
l i f e - s t y l e .  A c o g n i t i v e  a b i l i t y  test: was a l s o  adminis te red .  The mothers 
p a r t i c i p a t e d  i n  t h e s e  examinations,  with a p r o t o c o l  s i m i l a r  t o  t h a t  o f  t h e i r  
adolescent  o f f s p r i n g .  

E. The Serum C o l l e c t i o n  o f  t h e  Child Heal th  and Development S t u d i e s :  The 
serum c o l l e c t i o n  i s  u s e f u l  a s  a resource  f o r  epidemiological  r e s e a r c h .  The 
va lue  o f  t h i s  l a r g e  c o l l e c t i o n  o f  serum l i e s  i n  i t s  power when used f o r  
r e t r o s p e c t i v e  c a s e  c o n t r o l  s t u d i e s  [see Kolata ,  G .  A new k ind  o f  epidemiology.
Science 1984; 224:481.] Eipidemiologists can e x p l o i t  t h e  power i n h e r e n t  i n  
p r e v i o u s l y  c o l l e c t e d  s e r u m  c o l l e c t i o n s  t o  e s t a b l i s h  b a s e l i n e  v a l u e s  i n  
r e l a t i o n  t o  d i s e a s e s  and c o n d i t i o n s  t h a t  become manifest  l a t e r  on, e . g . ,
s t u d i e s  of a n t i b o d i e s ,  hormones, and v i tamins  i n  r e l a t i o n  t o  l a t e r  inc idence  
o f  cancer ,  immune d e f i c i e n c y  s ta tes ,  h e a r t  d i s e a s e ,  and slow v i r u s  i n f e c t i o n s .  
The CHDS popula t ion  is e t h n i c a l l y  and s o c i o l o g i c a l l y  d i v e r s e  and i s  i d e a l  f o r  
epidemiological  s t u d i e s .  

U s e  o f  t h e  R e s u l t s  

By u s i n g  t h e  d a t a  f i l e s  and serum c o l l e c t i o n  o f  t h e  CHDS i n  conjunct ion  wi th  a 
c u r r e n t  address  f i l e  i n v e s t i g a t o r s  w i l l  be a b l e  t o  des ign  r e t r o s p e c t i v e  case 
c o n t r o l  s t u d i e s  and/or p r o s p e c t i v e  s t u d i e s  t h a t  w i l l  h e l p  answer q u e s t i o n s
r e l a t i n g  t o  p a s t  i n f l u e n c e s  on f u t u r e  e v e n t s  i n  both biomedical and 
psychosocial  s p h e r e s .  P o t e n t i a l  u s e s  f o r  t h e  d a t a  and serum c o l l e c t i o n s  
inc lude  e s t a b l i s h i n g  t h e  e f f ec t s  on l a t e r  growth and development o f  t h e  
o f f s p r i n g  o f  a b n o r m a l i t i e s  and p e r t u r b a t i o n s  dur ing  pregnancy as w e l l  as 
performing r e t r o s p e c t i v e  case-cont ro l  s t u d i e s  t o  a s c e r t a i n  biochemical and 
s e r o l o g i c a l  a n t e c e d e n t s  of  l a t e r  n e o p l a s t i c ,  neuro logic ,  and c a r d i o v a s c u l a r  
d i s e a s e .  The l a r g e  number o f  monozygotic p a i r s  o f  t w i n s  i n  t h e  CHDS is  
v a l u a b l e  f o r  performing g e n e t i c  s t u d i e s .  The m u l t i g e n e r a t i o n a l  n a t u r e  o f  t h e  
CHDS a l s o  makes c e r t a i n  k i n d s  of g e n e t i c  s t u d i e s  p o s s i b l e .  The a b i l i t y  of  
i n v e s t i g a t o r s  t o  reca l l  s u b j e c t s  f o r  f u t u r e  s t u d i e s  w i l l  a l low t e s t s  of  
a s s o c i a t i o n s  e i t h e r  n o t  cons idered  o r  n o t  p o s s i b l e  i n  e a r l i e r  years o f  d a t a  
a n a l y s i s  of t h e  CHDS, espec ia l ly  i n  conjunct ion  w i t h  t h e  serum c o l l e c t i o n .  

The i d e n t i f i c a t i o n  of men, women, and c h i l d r e n  i n  t h e  CHDS popula t ion  who have 
acqui red  a form o f  cancer  is p o s s i b l e  by matching procedures  l i n k i n g  t h e  CHDS 
r e c o r d s  wi th  t h e  d a t a  o f  cancer  r e g i s t r i e s  and wi th  dea th  c e r t i f i c a t e s .  Both 
o f  t h e s e  r e g i s t r a t i o n s  i n  C a l i f o r n i a  are  well-developed and organized.  

The s tudy  popula t ion  is l a r g e  enough t o  select  s u i t a b l e  c o n t r o l s  f o r  
i d e n t i f i e d  cases. T h i s  makes t h e  d a t a  s e t  u s e f u l  f o r  case-cont ro l  s t u d i e s .  
It may be  p o s s i b l e  t o  pool  d a t a  from t h e  CHDS popula t ion  wi th  d a t a  o f  o t h e r  
p r o s p e c t i v e  s t u d i e s  t o  i n c r e a s e  t h e  numbers o f  s p e c i f i c  t y p e s  o f  cancer  o r  o f  
s p e c i f i c  l o c a t i o n s .  The serum samples would a l s o  be u s e f u l  t o  g e n e r a t e  new 
hypotheses  regard ing  cancer  e t i o l o g y  by examining v a r i o u s  biochemical e n t i t i e s  
i n  serum samples o f  c a s e s  and o f  c o n t r o l s ,  o r  t o  t e s t  hypotheses  genera ted  by
o t h e r  s t u d i e s .  

DATED ANNOUNCEMENTS (RFPs AND RFAs AVAILABLE) 

PREPARATION OF RADIOLABEJED MATERIALS 

RFP AVAILABLE: NCI-CM-97561-44 

P.T. 34; K.W. 1003006, 1003008, 0780010 

Nat iona l  Cancer I n s t i t u t e  

The Drug S y n t h e s i s  and Chemistry Branch (DS&CB), Developmental Therapeut ics
Program (DTP), Div is ion  o f  Cancer Treatment ( D C T ) ,  Nat iona l  Cancer I n s t i t u t e  
( N C I  1, is seeking  o r g a n i z a t i o n s  having c a p a b i l i t i e s ,  r e s o u r c e s ,  and f a c i l i t i e s  
t o  s y n t h e s i z e ,  s t o r e ,  and d i s t r i b u t e  r a d i o l a b e l e d  compounds of high  p u r i t y
v i a  s y n t h e s i s  i n  1 t o  100 m i l l i c u r i e  q u a n t i t i e s .  The major emphasis w i l l  be 
on t h e  p r e p a r a t i o n  o f  t h e  d e s i r e d  r a d i o l a b e l e d  compounds v i a  s y n t h e t i c
procedures  u s i n g  carbon -14 and t r i t i u m ,  T h i s  w i l l  involve  a wide v a r i e t y  of 
compounds, such as d e t e r o c y c l i c  compounds, a l k a l o i d s ,  p e p t i d e s ,  nuc leos ides ,
a n i o n i c  dyes, e t c .  Compounds r e q u i r e d  may inc lude  one o r  more o f  t h e  
fo l lowing  elements:  carbon, t r i t i u m ,  su lphur  phosphorus, i od ine ,  and t h e  
i s o t o p e  deuter ium. 

M a t e r i a l s  w i l l  be s t o r e d  and shipped by t h e  c o n t r a c t o r .  The c o n t r a c t o r  must 
provide  low tempera ture  s t o r a g e  f o r  150 r a d i o l a b e l e d  compounds. A broad 
n u c l e a r  r e g u l a t o r y  commission (NRC) o r  e q u i v a l e n t  l i c e n s e  is  r e q u i r e d .
Methods w i l l  be a v a i l a b l e  f o r  "cold run" i n  many but  n o t  a l l  i n s t a n c e s .  A l l  
m a t e r i a l s  must be  completely c h a r a c t e r i z e d  and assayed as t o  i n d e n t i t y ,  
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chemical p u r i t y  and r a d i o p u r i t y .  A well-equipped a n a l y s i s  l a b o r a t o r y ,
inc lud ing  HPLC ded ica t ed  t o  r a d i o s y n t h e s i s  work, and adequate l i b r a r y
f a c i l i t i e s  should be a v a i l a b l e .  It is a n t i c i p a t e d  t h a t  an inc remen ta l ly
funded c o n t r a c t  w i l l  be awarded f o r  a pe r iod  of t h r e e  y e a r s  beginning on or 
about January 17, 1989. The p r i n c i p a l  i n v e s t i g a t o r  should be t r a i n e d  i n  
o rgan ic  chemistry and should have r e c e n t  exper ience  i n  radiochemical 
s y n t h e s i s .  I n  l i e u  o f  a Ph.D., equ iva len t  r e c e n t  exper ience  w i l l  be 

.cJ cons idered .  

RFP No. NCI-CM-97561 w i l l  be i s sued  on o r  about February 29, 1988, and 

proposa l s  w i l l  be due approximately s i x  weeks t h e r e a f t e r .  


Copies of t h e  RFP may be obta ined  by sending  a w r i t t e n  r e q u e s t  t o :  


Johnny Jordan  

Contrac t  S p e c i a l i s t 

Treatment Con t rac t s  S e c t i o n  

Research Con t rac t s  Branch 

Nat iona l  Cancer I n s t i t u t e  

Nat iona l  I n s t i t u t e s  o f  Heal th  

B l a i r  Bui ld ing ,  Room 216 

Bethesda, Maryland 20892 

Telephone: (301)  427-8737 


SPEECH PROCESSORS FOR AUDITORY PROSTHESES 


RFP AVAILABLE: NIH-NINCDS-88-04 


P.T. 34; K.W. 0740030, 0706000 


Nat iona l  I n s t i t u t e  o f  Neurologica l  and Communicative Disorders  and S t roke  

fThe Nat iona l  I n s t i t u t e  o f  Neurologica l  and Communicative Disorders  and S t roke  

has  a requirement t o  des ign ,  develop and e v a l u a t e  speech p rocesso r s  f o r  u se  
wi th  implanted a u d i t o r y  p r o s t h e s e s  i n  deaf  a d u l t s  and lo r  c h i l d r e n .  

Of fe ro r  should have r e s e a r c h  exper ience  i n  psychoacous t ics  and a c o u s t i c  
phone t i c s  and have a c c e s s  t o  a computer system s u i t a b l e  f o r  performing t h i s  
r e sea rch  and a l s o  have access t o  humans with mul t ichannel  a u d i t o r y  p r o s t h e s i s  

‘SJ 	
o r  a c o l l a b o r a t i v e  arrangement wi th  a r e s e a r c h  group s tudy ing  such human 
implants .  

This  requirement r e p r e s e n t s  t h e  recompet i t ion  of  c u r r e n t  c o n t r a c t s  w i th  

Research T r i a n g l e  I n s t i t u t e ,  S t an fo rd  Un ive r s i ty  and The Un ive r s i ty  o f  

Melbourne; t h e  incumbents are expected t o  r eapp ly .  


This  RFP-NIH-NINCDS-88-04 w i l l  be i s sued  on o r  about February 19 ,  1988, wi th  

t h e  c l o s i n g  d a t e  f o r  r e c e i p t  of  p roposa l s  set f o r  A p r i l  18, 1988. 


To r e c e i v e  a copy of t h e  RFP, please supply t h i s  o f f i c e  wi th  two 

se l f - addres sed  mai l ing  labe ls .  A l l  r e s p o n s i b l e  sou rces  may submit a proposa l 

which w i l l  be cons idered  by t h e  agency. The RFP w i l l  be a v a i l a b l e  upon

w r i t t e n  r e q u e s t  t o r  


Cont rac t ing  Officer 

Cont rac t s  Management Branch 

Nat iona l  I n s t i t u t e  of Neurological and Communicative 


Disorders  and S t roke  
Nat iona l  I n s t i t u t e s  o f  Heal th  
Federa l  Bui ld ing ,  Room 901 
Bethesda, Maryland 20892 

ACQUISITION, CHARACTERIZATION, MAINTENANCE AND DISTRIBUTION OF HYBRIDOMA CELL 
LINES AND THE MAINTENANCE OF A HYBRIDOMA DATA BANK 

RFP AVAILABLE: NIH-NIAID-IAIDP-89-1 

P.T.  34; K.W.  0780015, 0760030, 0780000, 1004017 

Nat iona l  I n s t i t u t e  of  Al le rgy  and I n f e c t i o u s  Diseases 

The Immunobiology and Immunochemistry Branch, Immunology, A l l e rgy  and 
L o / 	

Immunologic Diseases Program of t h e  Nat iona l  I n s t i t u t e  of  A l l e rgy  and 
I n f e c t i o u s  Diseases i s  s o l i c i t i n g  p roposa l s  f o r  t h e  maintenance of a Hybridoma
Bank f o r  t h e  s t o r a g e  ( f r o z e n  s t a t e )  and d i s t r i b u t i o n  o f  hybridoma c e l l  l i n e s  
t o  s c i e n t i f i c  i n v e s t i g a t o r s ,  and t h e  maintenance of  a hybridoma d a t a  bank. 
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The o f f e r o r  must have t h e  exper ience  t o  s u c c e s s f u l l y  expand acqu i red  hybridoma

l i n e s  i n  cont inuous  c u l t u r e ,  c h a r a c t e r i z e  l i n e s  b i o l o g i c a l l y  and chemica l ly , 

and cryopreserve  t h e  l i n e s .  The o f f e r o r  must a l s o  have exper ience  i n  sh ipp ing 

f rozen  b i o l o g i c a l  m a t e r i a l  worldwide. A b i l i t y  t o  perform e x t e n s i v e  computer

l i t e r a t u r e  s e a r c h e s  is  a l s o  r e q u i r e d .  


RFP NIAID-IAIDP-89-1 w i l l  be a v a i l a b l e  February 19, 1988. Responses are due 

by A p r i l  5, 1988. 


One cost-reimbursement type  c o n t r a c t  may be awarded as a r e s u l t  o f  t h i s  

s o l i c i t a t i o n .  It is  expected t h a t  t h e  c o n t r a c t  w i l l  have a f ive -yea r  pe r iod 

o f  performance. Any r e s p o n s i b l e  o f f e r o r  may submit a proposa l  which w i l l  be 

cons idered  by t h e  Government. 


To r e c e i v e  a copy of  t h i s  RFP, p l e a s e  supply t h i s  o f f i c e  wi th  two 

se l f - addres sed  mai l ing  l a b e l s .  Telephone i n q u i r i e s  w i l l  n o t  be honored and 

a l l  i n q u i r i e s  must be i n  w:rit ing and addzessed t o  t h e  o f f i c e  below: 


M r .  B i l l  Roberts 

Nat iona l  I n s t i t u t e  of A l l e rgy  and I n f e c t i o u s  Diseases 

Nat iona l  I n s t i t u t e s  o f  Heal th  

5333 Westbard Avenue 

Westwood Bui ld ing ,  Room 707 

Bethesda, Maryland 20892 


T h i s  adver t i sement  does no t  commit t h e  Government t o  make an award. 


GENETICS OF CELL LINEAGES DURING MAMMALIAN EMBRYOGENESIS 

RFA AVAILABLE: 88-HD-07 

P.T. 34; K.W. 1002019, 0780015, 0775000, 1002008 

Nat iona l  I n s t i t u t e  of Chi ld  Heal th  and Human Development 

App l i ca t ion  r e c e i p t  d a t e :  May 6 ,  1988 

The Gene t i c s  and Tera to logy  Branch (GTB) o f  t h e  Center f o r  Research f o r  
Mothers and Chi ldren  (CRMC) o f  t h e  Nat iona l  I n s t i t u t e  of Chi ld  Heal th  and 
Human Development ( N I C H D )  is i n v i t i n g  r e s e a r c h  g r a n t  a p p l i c a t i o n s  focus ing  on 
t h e  g e n e t i c s  o f  c e l l  l i n e a g e s  du r ing  mammalian development. Th i s  i n i t i a t i v e  
h a s  important r a m i f i c a t i o n s  f o r  bo th  b a s i c  s c i e n c e  and c l i n i c a l  s t u d i e s .  The 

.*em. 


in format ion  expected from t h e  i n v e s t i g a t i o n  o f  t h e  g e n e t i c s  of c e l l  l i n e a g e 

de te rmina t ion  i s  c e n t r a l  t o  a f u r t h e r  unders tanding  of  t h e  under ly ing 

p r i n c i p l e s  t h a t  d i r e c t  normal p a t t e r n s  of growth, d i f f e r e n t i a t i o n  and 

morphogenesis and a g a i n s t  which a b e r r a t i o n s  o f  t h e s e  p rocesses  can be 

understood. The primary goa l  o f  t h i s  RFA is t o  suppor t  a group of  p r o j e c t s 

t h a t  are devoted t o  t h e  i n v e s t i g a t i o n  of  t h e  g e n e t i c  b a s i s  of  c e l l  l i n e a g e 

de te rmina t ion  du r ing  mammalian embryogenesis. It is  expected t h a t  t h e  l a tes t  

molecular g e n e t i c  t echno log ie s  w i l l  be employed. The product ion  of  ch imer ic  

and t r a n s g e n i c  animals  f o r  t h e s e  s t u d i e s  is  encouraged, bu t  no t  r e q u i r e d .  


Appl i ca t ions  should be submi t ted  on Form PHS 398. The RFA l a b e l  a v a i l a b l e  i n  

t h e  9/86 v e r s i o n  o f  form PHS 398 must be a f f i x e d  t o  t h e  bottom of  t h e  face 

page. F a i l u r e  t o  use  t h i s  l a b e l  could  r e s u l t  i n  delayed p rocess ing  o f  your

a p p l i c a t i o n  such t h a t  it may no t  reach  t h e  review committee i n  t i m e  f o r  

review. 


This  program w i l l  be funded through t h e  t r a d i t i o n a l  i n d i v i d u a l  r e s e a r c h  

p r o j e c t  award program o f  N I C H D .  Grant a p p l i c a t i o n s  w i l l  be reviewed a t  a 

s i n g l e  compet i t ion  by an i n , i t i a l  review group convened by t h e  N I C H D .  It is  

a n t i c i p a t e d  t h a t  f i v e  (5)  g r a n t s  w i l l  be awarded under t h i s  program,

con t ingen t  upon t h e  r e c e i p t  o f  a s u f f i c i e n t  number o f  m e r i t o r i o u s  a p p l i c a t i o n s 

and t h e  a v a i l a b i l i t y  o f  funds .  Requests f o r  c o p i e s  o f  t h e  f u l l  RFA should be 

addressed  t o 1  


J o e l  M .  Sch ind le r ,  Ph.D. 

Genet ics  and Tera to logy  Branch 

Center f o r  Research f o r  Mothers and Chi ldren  

Nat iona l  I n s t i t u t e  of  Chi ld  Heal th  


and Human Development
Executive P laza  North Room 643C 
Bethesda, Maryland 20892 
Telephone: ( 3 0 1 )  496-5541 
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O N G O I N G  PROGRAM ANNOUNCEMENTS 

RESTITUTION OF FUNCTION AND REHABILITATION AFTER INJURY TO THE NERVOUS SYSTEM 

P.T. 34; K.W. 0785110p 0415000, 0705055, 0715005, 0715210 

Nat iona l  I n s t i t u t e  o f  Neurological and Communicative Di so rde r s  and S t roke  

BACKGROUND 

The Div is ion  o f  S t roke  and Trauma of t h e  Nat iona l  I n s t i t u t e  of  Neurologica l
and Communicative Disorders  and S t roke  (NINCDS) i n v i t e s  g r a n t  a p p l i c a t i o n s  f o r  
t h e  suppor t  o f  r e s e a r c h  on t h e  r e s t i t u t i o n  of func t ion  and t h e  f u n c t i o n a l  
r e h a b i l i t a t i o n  of v i c t i m s  o f  i n j u r y  t o  t h e  nervous system. The number o f  
s e v e r e l y  impaired v i c t i m s  o f  head i n j u r y ,  f o r  example, is  i n c r e a s i n g  a t  a rate 
t h a t  may be becoming beyond t h e  c a p a c i t y  of t h e  hea l th -ca re  system t o  provide
e s s e n t i a l  s e r v i c e s .  According t o  some estimates, each yea r  about 400,000
Americans s u s t a i n  head i n j u r i e s  s eve re  enough t o  r e q u i r e  admission t o  a 
h o s p i t a l .  Perhaps a t e n t h  o f  t hose ,  o r  about 40 ,000 ,  are unable t o  r e t u r n  t o  
t h e  k ind  of l i f e  t h e y  l e d  be fo re  t h e i r  a c c i d e n t s .  E s p e c i a l l y  t r a g i c  is  t h a t  
t h e s e  v i c t i m s  a r e  u s u a l l y  i n  t h e  age group of 15-24 y e a r s .  The damage t h a t  
p reven t s  t h e  s e v e r e l y  i n j u r e d  v i c t i m s  o f  head and o f  s p i n a l  co rd  trauma from 
r e t u r n i n g  t o  t h e i r  p rev ious  a b i l i t y  t o  p a r t i c i p a t e  i n  s o c i e t y  o r  even t o  
func t ion  adequate ly  is a s  v a r i e d  a s  a r e  t h e  f u n c t i o n s  of  t h e  nervous system.
Depending upon t h e  area o r  areas o f  t h e  nervous system t h a t  a r e  damaged and on 
t h e  s e v e r i t y  o f  t h a t  damage, t h e  i n j u r y  can r e s u l t  i n  loss of  motor func t ion ,
s e n s a t i o n ,  i n t e l l e c t ,  o r  memory--or any combination of  t h e s e .  Some v i c t i m s  of 
nervous system i n j u r y  do no t  surv ive ;  some, p a r t i c u l a r l y  v i c t i m s  of  s eve re  
head i n j u r y ,  remain i n  a coma f o r  some time. Most s u f f e r  some degree of  
p h y s i c a l ,  emotional,  i n t e l l e c t u a l ,  o r  psychologica l  handicap t h a t  l i m i t s  t h e i r  
a b i l i t y  t o  f u n c t i o n  normally o r  even adequate ly .  

RESEARCH GOALS AND SCOPE 

The o v e r a l l  goa l  of  t h e  r e s e a r c h  i n v i t e d  i n  t h i s  announcement is t o  encourage
and suppor t  r e s e a r c h  t h a t  can h e l p  r e s t o r e  t h e  v i c t i m s  o f  s eve re  i n j u r y  t o  t h e  
nervous system t o  a f u n c t i o n a l  c a p a c i t y  t h a t  w i l l  permit them t o  r e g a i n  some 
c o n t r o l  over t h e i r  environment, and t h u s  t h e i r  l i v e s ,  and t o  reduce o r  
e l i m i n a t e  t h e i r  dependence on care g i v e r s .  

The NINCDS suppor t s  b a s i c ,  c l i n i c a l ,  and a p p l i e d  r e s e a r c h  on trauma t o  t h e  
nervous system and r egene ra t ion  o f  t h e  damaged nervous system. Among t h e  
t o p i c s  t h a t  would be a p p r o p r i a t e  s u b j e c t s  f o r  g r a n t  a p p l i c a t i o n s  inc lude  t h e  
causes  o f  nervous system trauma; t h e  r e s u l t s  o f  trauma t o  t h e  nervous system,
such as edema, coma, speech and communication d e f i c i t s ;  d e f e c t s  i n  c o g n i t i o n
and l e a r n i n g ;  sensory  impairments; motor impairments, such as hemiplegia and 
pa rap leg ia ;  degenera t ion  of neuronal elements a f te r  i n j u r y ;  n e u r a l  growth
i n h i b i t o r s ;  n e u r a l  imp lan ta t ion  f o r  f u n c t i o n a l  r e s t o r a t i o n ;  r e g e n e r a t i o n  o f  
neuronal  and non-neuronal elements o f  t h e  c e n t r a l ,  p e r i p h e r a l ,  and autonomic 
nervous systems i n  r e l a t i o n  t o  t h e  r e s t o r a t i o n  of func t ion ;  and n e u r a l  
p l a s t i c i t y  and t r o p h i c  f a c t o r s .  For a p p l i e d  and c l in i ca l  approaches,
a p p r o p r i a t e  and d e s i r a b l e  g o a l s  f o r  r e s e a r c h  would inc lude  t h e  a d a p t a t i o n  and 
improvement o f  imaging m o d a l i t i e s  f o r  more e f f e c t i v e  d i agnos i s ,  q u a n t i f i c a t i o n
of s e v e r i t y ,  and p rognos t i c  assessment of  i n j u r y ;  de t e rmina t ion  of  t h e  
importance of t h e  t iming  o f  t r ea tmen t  a f t e r  an i n j u r y ;  and development o f  
t h e r a p e u t i c  m o d a l i t i e s  t h a t  r e t a r d ,  p revent ,  o r  r e v e r s e  damage a f te r  nervous 
system i n j u r y .  

MECHANISM OF SUPPORT 

The suppor t  mechanism f o r  g r a n t s  i n  t h i s  a r e a  w i l l  be t h e  i n d i v i d u a l  r e s e a r c h  
g r a n t  ( R o l l ,  t h e  FIRST award (R291, and t h e  program p r o j e c t  g r a n t  ( P o l ) .
Under t h e s e  mechanisms, t h e  p r i n c i p a l  i n v e s t i g a t o r  and any p a r t i c i p a t i n g
i n v e s t i g a t o r s  w i l l  p lan ,  d i r e c t ,  and perform t h e  r e s e a r c h .  P o t e n t i a l  
a p p l i c a n t s  f o r  program p r o j e c t  g r a n t s  should c o n t a c t  t h e  NINCDS r e p r e s e n t a t i v e
l i s t e d  below as e a r l y  as p o s s i b l e  i n  t h e  p lanning  s t a g e s  f o r  advice  and 
guidance. 

APPLICATION AND REVIEW PROCEDURES 

App l i ca t ions  must be prepared  on form PHS 398 ( r e v i s e d  9/86) accord ing  t o  t h e  
a p p l i c a b l e  i n s t r u c t i o n s  inc luded  i n  t h e  a p p l i c a t i o n  k i t .  These k i t s  are 
a v a i l a b l e  from t h e  bus iness  o f f i c e s  of  most i n s t i t u t i o n s  e l i g i b l e  t o  r e c e i v e  
Federa l  g r a n t s  o r  from t h e  Div i s ion  o f  Research Grants,  N I H .  Rece ip t  d a t e s  
f o r  new g r a n t  a p p l i c a t i o n s  a r e  February 1 ,  June 1, and October 1 .  On page 1 
o f  form PHS 398, check "yes" i n  i t e m  2 and type :  "NINCDS Announcement% 
RESTITUTION OF FUNCTION AND REHABILITATION AFTER NERVOUS SYSTEM INJURY."  U s e  
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t h e  ma i l ing  l a b e l  provided i n  t h e  a p p l i c a t i o n  k i t  t o  mail t h e  s igned  o r i g i n a l 

and s i x  exac t  cop ie s  of it t o  t h e  Div i s ion  o f  Research Grants .  If t h e  

a p p l i c a t i o n  is f o r  a program p r o j e c t ,  send t h e  o r i g i n a l  and f o u r  c o p i e s  t o  DRG 

and two c o p i e s  t o  t h e  NINCDS a t  t h e  addres s  c i t e d  below. 


Research p r o j e c t  g r a n t  ( R o l l  and FIRST award (R29) a p p l i c a t i o n s  w i l l  be 

reviewed f o r  s c i e n t i f i c  and t e c h n i c a l  merit by an a p p r o p r i a t e  s tudy  s e c t i o n  i n  

t h e  Div i s ion  of Research Grants .  Program p r o j e c t  g r a n t  (PO11 a p p l i c a t i o n s 

w i l l  be reviewed by an  a p p r o p r i a t e  review group i n  t h e  NINCDS. A second 

review w i l l  be by t h e  Nat iona l  Advisory Neurologica l  and Communicative 

Disorde r s  and S t roke  Council .  


Appl i ca t ions  judged t o  be wi th in  t h e  purview of o t h e r  I n s t i t u t e s  o f  t h e  N I H  

w i l l  b e  a s s igned  acco rd ing ly .  The Na t iona l  I n s t i t u t e  on D i s a b i l i t y  and 

R e h a b i l i t a t i o n  Research ( N I D R R ) ,  Department o f  Education, suppor t s  r e s e a r c h  on 

r e h a b i l i t a t i o n .  A s  a p p r o p r i a t e ,  a p p l i c a n t s  are urged t o  c o n t a c t  t h e  NIDRR f o r  

g u i d e l i n e s  and s t anda rd  a p p l i c a t i o n  forms. 


For f u r t h e r  in format ion  con tac t r  


D r .  Mary E l l e n  Michel 

Div i s ion  o f  S t roke  and Trauma, NINCDS 

Federa l  Bui ld ing ,  Room 8AlJB 

Bethesda, Maryland 20892 

Telephone: (301) 496-4226 


The N I H  Program is  desc r ibed  i n  the Catalogue of Federa l  Domestic Ass i s t ance , 

Number 13.853 and 13.854, S t roke ,  Nervous System Trauma. Grants  w i l l  be 

awarded under t h e  a u t h o r i t y  o f  t h e  Pub l i c  Heal th  S e r v i c e  A c t ,  T i t l e  I V , 

S e c t i o n  301 ( P u b l i c  Law 78-410, as amended: 42USC 241) and adminis te red  under 

PHS g r a n t  p o l i c i e s  and Federa l  Regula t ions  42 CFR P a r t  52 and 45 CFR P a r t  74. 

T h i s  N I H  program is not  s u b j e c t  t o  t h e  in te rgovernmenta l  review requi rements 

o f  Executive Order 12372 or t o  review by a Heal th  Systems Agency. 


+XTHE MAILING ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE DIVISION OF 

RESEARCH GRANTS OR CONTACTING PROGRAM STAFF I N  THE WESTWOOD B U I L D I N G  IS  THE 

CENTRAL MAILING ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO 

USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 

REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD 

B U I L D I N G  IS: 


5333 Westbard Avenue 

Bethesda, Maryland 20816 


W. 


