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Appendix A:	The Chronology of the development of Subsection and Section from 1966 to 1988



a g r e e  a n  cwqarr i ra . t icw would be u s e f u l .  Rpt icms few a heme a t  t h z  
s t a r t  w e r e  ASR,  H i c m e t r i c s ,  R i a s t a t  ist ics in APHC!, Dl#, nMR. 
C i r c u l a t e d  irsfcwmat icm amd asked  fcir  i w t e r e r t s .  
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Ccmrn i t t ee s t a t e s  t h e  c h c ~ s e n  a f f i l i a t i o n .  purpose .  
name t Pharrnareut  i c a l )  and f o l   lo^-uo s u p p u r t .  





J a n l a  r-:,, 2 HPSS i n v i t e d  t a  p r e s e n t  2 ~ . e s s i o n f  a t  next annual  
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Fa 1  1  t o  w i n t e r .  Meyer. ccwresporrderce z-hcwr rngr~y peup I e w r  i L i rsg 
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19ri3 .. 
<Kind= o u i e t  i n  t h e  f i l e s  for a  few rnont.hs? 
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Ccmf ererrce 
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F e b r u a r y  17 CFR 314 p u b l i s h e d  a g a i n  with r e s n a n s e s  and now 

f i r m l y  i n  p l a c e .  
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Kt-a;-il % h e  iid Hac: Cc.~n?ei.kt.tef3 cm St?e'tiaT~s arrd S u t s e C t i c m s  auprcwed 
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Carcinogenicity workshcsp is gee. 
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Appendix B:  List of Presidents and Secretaries and ASA Board Representatives of 

BPSS/Biopharm 
Year Chair Secretary New Appointed Member Liaison Princeton 

Officer 
1966- 
1967 

A.J. Dresner M.L. 
Sommerfeld 
(Hearron) 

   

1968 A.J. Dresner J.H. Meyer P. Meier 
P. James 
J.L. Ciminera 

C.W. Dunnett 
D.F. Bray 
B.W. Brown 

  

1969 A.J. Dresner R. Gauch J.H. Meyer A.J. Dresner   
1970 C.W. Dunnett R. Gauch S. Bessler T. Colton J.R. Assenzo C.W. Dunnett 
1971 D.F. Bray R. Gauch M. Gent  R. White J.R. Assenzo C.W. Dunnett 
1972 J.L. Ciminera M.S. Hearron S.M. Free M. Scneiderman J.R. Assenzo J. L. Ciminera 
1973 T. Colton M.S. Hearron C. Federspiel S.I. Blickstein J.R. Assenzo J. L. Ciminera 
1974 J.H. Meyer M.S. Hearron A. Itkin H.C. Sweeney R.F. White J. L. Ciminera 
1975 J.R. Assenzo A.L. Gould P.G. Sanders D.W. Gaylor R.F. White J. L. Ciminera 
1976 M.S. Hearron A.L. Gould K.M. Falter M.C. Miller S.M. Free J. L. Ciminera 
1977 D.G. Salsburg K.R. Lamborn G. Hajian R.F. O’Neill S.M. Free J.N. Aversen 
1978 W.J. Westlake K.R. Lamborn L. Burmeister J.S. DeCani S.M. Free J.N. Aversen 
1979 C.B. Sampson K.R. Lamborn J.R. O’Fallon L. Ott S.M. Free J.N. Aversen 
 
Year Chair Chair-Elect Secretary New 

Appointed 
Member 

Liaison Publications 
Officer 

Princeton 
Officer 

1980 C.M. Metzler R. Buncher G. Hajian W. 
Fairweather 
L. Endrenyi 

S.M. Free  J.N. Aversen 

1981 R. Buncher R. Flora G. Hajian Y-K Chan 
B. 
McDonagh 
 

S.M. Free A.L. Gould J.N. Aversen 

1982 R. Flora W. Drane G. Hajian L. Gura 
J-V Tsay 

R. Sanford A.L. Gould K.E. Peace 

1983 W. Drane P. Archer G. Hajian R. Sanford 
V. Chinchilli 

R. Sanford A.L. Gould K.E. Peace 

1984 K.R. Lamborn D. Gaylor G. Hajian B. Tilley P. 
Bloomfield 
R. Sanford 

A.L. Gould K.E. Peace 

1985 D. Gaylor P.K. 
Norwood 

G.H. 
Reynolds 

N. Mocniak 
R.W. Helms 

G. Hajian A.L. Gould K.E. Peace 

1986 P.K. Norwood C. 
Goldsmith 

G.H. 
Reynolds 

 G. Hajian   

1987 C.H. Goldsmith J.R. Schulz G.H. 
Reynolds 

M. Selwyn 
J. Haseman 

   

1988 J.R. Schultz V. 
Chinchilli 

G.H. 
Reynolds 

S. Ruberg 
C. Brooks 

  R.W. Helms 

 
   



  
     

  
  

 
Appendix C:  History of the MBSW 
 
The Midwest Biopharmaceutical Statistics Workshop grew out of the very successful “Statistics 
Days” Conference held at Ball State University during April 1976.  The “Statistics Days” 
Conference was organized by Mir Masoom Ali of Ball State University and one of the invited 
speakers, Charles B. Sampson of Eli Lilly.  Because of the success of the “Statistics Days”, the 
possibility of a continuing statistics conference in the Midwest was discussed by Ali and 
Sampson during 1976.  Both felt that a conference in biopharmaceutical statistics would be most 
appropriate in the Midwest.  Sampson and Ali invited the chief  “statistical officers” of the 
Midwestern pharmaceutical companies to Indianapolis, on July 14, 1977 to discuss the initiation 
of a statistical conference.  Attendees at this first meeting were Mir Ali (Ball State University).  
Wen-Dar Cheng (Dow), Ken Falter (Searle ), Saul Gitomer (Marion Laboratories, Bernie 
McDonagh (Riker), Tony Orlando (Mead Johnson), Lyman Ott (Merrell-National), Ron Platt 
(Miles), Alan Sampson (Abbott), Charles Sampson (Lilly), Roy Sandford (Baxter), John Schultz 
(Upjohn), Ron Schwartz (Amar-Stone), and Tom Spradlin (Lilly, the first scribe).  The group 
decided to proceed with the conference with the emphasis being on the applications and the 
theory relevant to the pharmaceutical industry.  Since the pharmaceutical industry spanned a 
wide range of research and development activity – basic biological and chemical research, 
clinical research, process development, assay development, dosage form development, stability, 
quality control, quality assurance, and manufacturing – it was decided that at least three “parallel 
tracks” were necessary in order to better serve the pharmaceutical statisticians.  The founders 
also pledged to provide opportunities for young statisticians to present, discuss, and interact with 
some of the more experienced and well-known industrial, academic, and government 
statisticians.  
 
During the last 20 years, those attending MBSW have had the chance to meet and discuss 
important issues with some of the most important contributors to the statistical literature, both 
practice and theory.  Those involved in the beginning have been pleasantly surprised to see this 
Conference grow and prosper over the last 20 years.  They are particularly pleased that there are 
several statisticians who have attended almost every one of the 20 conferences.  They wish to 
thank all those past attendees as well as those who are present this evening for making this 
conference successful.  
 
 
It is important, if the MBSW is to continue to be successful, that young people step forward with 
new ideas for conference structure and content.  The Conference shouldn’t become too 
predictable or too entrenched.  New people and new ideas are always welcome. 

 



AMERICAN STATISTICAL ASSOCIATION 
FOUNDED 1839 

f 806 - 15th Street, N.W. Washington, D.C. 20005 (202) 393-3253 

BOARD OF DIRECTORS January 3, 1980 
President 

H. 0. Hartley 

Presidenl-Elect 
Margaret E. Martin 

Post President 
George E. P. Box D r .  Gary G. Koch D r .  Marvin Zelen 

Vice Presidents 
Vincent P. Barabba 

Department of B ios t a t i s t i c s  Division of B i o s t a t i s t i c s  and 
David H. Blackwell School of Public Health Epideniology 
Beatrice N. Vaccara Univers i ty  of North Carolina Sidney Farber Cancer I n s t i t u t e  

Secrelogv-Treasurer Chapel H i l l ,  NC 27514 44 Binney S t r ee t  
Fred C. Leoire Boston. I.& 02115 

Editors 
Edgar M. Bisgyer 
Stwhen E. Fienberg 
John Netei 
Melvin R. Novick 
John W. Wilkinson 

Direcrors 
Barbara A .  Bailar 
Morris Cohen 
Herbert A. David 
Wlfrid J. Pixon 

f 
L. Endrenyi 
Joseph L. Fleiss 
Donald P. Gaver 
Bernard Harris 
Ronald R. Hocking 
Robert Hooke 
William 3. Kennedy, Jr. 
Joel Popkin 
Dana E. A. Quade 
Joan R. Rosenbiatt 
Jorcph Waksberg 

COUNCIL 

Dear Gary and Xarvin': 

E a r l i e r  today, hlargaret Mertin informed me t h a t  she has 
i nv i t ed  both of you t o  t h e  meeting of t h e  Board of Directors  on 
Friday, February 1. Also inv i ted  a r e  Charles Sampson and Carl  
Metzler. Beyond t h a t ,  two members of t h e  Board who a r e  most 
c lose ly  r e l a t e d  t o  t h e  t o p i c  of t h e  request  by t h e  Biophama- 
c e u t i c a l  Subsection f o r  Section s t a t u s  a r e  Jiin Grizzle  (521~1~ 
Representative t o  MA Board) and Joe F l e i s s  (Biometries Section 
Representative).  

I am enclosing t h e  ma te r i a l  which i s  being sen t  t o  each of 
t h e  Board members on t h i s  i tem, namely, 110. 6 on t h e  ageoda. 
A copy of t h e  agenas i s  a l s o  enclosed. We a r e  asking you t o  be 
present at  the  Board meeting st 10:OO a.m. on Friday, February 1. 
This w i l l  be  i n  t h e  u e r i c a n  Room a t  the Ceoita l  Hi l ton 
Hotel. 16t'n and I; S t r e e t s ,  W.  washington ton, 2. C. You a r e  

+ invi ted  t o  join  t h e  Eoard fo r  lunch. 

Sincerely,  
Choirmon . 

John Leroy Falkr 

Vice Choirmon 
Kathleen R. Lamborn 

EXECUTIVE DIRECTOR 
Fred C. ~ & n e  Encl. 

Fred C. Leone 
Executive Director 

. - 

MANAGING DIRECTOR CC: H- 0. m t l e y  
Edgar M. Bisgyer Hargaret E. i k r t i n  

bcc: Charles B. Sampson 
C a r l  M. Metzler 

? Charlie:  

You and Carl a r e  a l so  inv i ted  t o  lunch, so you may want t o  
plan on a s l i gh t ly  l a t e r  f l i g h t  than you had before. 
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ARIERICAN STATISTICAL ASSOCIATI  
j' FOUNDED 1839 

806 - 15th Street, N.W. Washington, D. C. 20005 0 (code 202) 393-3253 

Pebrussy 3, 14:&3 

EXECLT1I.E DIRECTOR 
FRED C LiOhi 

To : Gary Koch, $980 BIamtgtrlcs Section Chafr 
i.;arvln Zelen, lmmedlate Past Chair 
John E. Bal lar, Char r-Elect 

From: Fred C. Leone, Exscutlve Director 

Subject: Board Action on Btopharmaceutlcal Subsection Petltion 
. 

This i s  t o  inform you of f ic i r l ly  that the ASA b a r d  
o f  Dfrectoss a t  f t s  meting in i6zshlngton on February 1 
voted to  appmwe the pet1 t ion of the Sfopharrnaceutf cal 
Subsection to  full  Section status. The question wltl l o w  
be pct on th+ natfonel ballot g o i ~ g  t o  the m&ers th%r  
toning May; i f  a t  least 509 ~mn5er-r indicate that they 
wfsh to be bambers of the pmpused new Section, i t  r t l l l  
come lnto existence on January 1, 19'31. 

1 want to  take th ls  opportunity to  thank you for your 
assistance to  t h e  Doer4 i n  connection with i t s  wnsfrfera- 
tlon o f  ehls  topic. 
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SOME ADDITIONAL INFORMATION 
ON THE PROPOSED 

BIOPHA3MACEUTICAL SECTION 

L T h e  B i o p h a r m a c e u t i c a l  S u b s e c t i o n  h a s  b e e n  c o n s i d e r i n g  t h e  i d e a  o f  

s e c t i o n  s t a t u s  f o r  s e v e r a l  y e a r s .  S e r i o u s  d i s c u s s i o n s  w e r e  b e g u n  o n  
t h e  m a t t e r  d u r i n g  D e c e m b e r ,  1 9 7 8 .  D r .  F r e d  L e o n e  m e t  w i t h  t h e  
B i o p h a r m a c e u t i c a l  S u b s e c t i o n  E x e c u t i v e  C o m m i t t e e  i n  A p r i l ,  1 9 7 9 ,  t o  
d i s c u s s  t h e  p o s s i b i l i t y  o f ,  a n d  t o  o u t l i n e  t h e  p r o c e d u r e  f o r ,  
o b t a i n i n g  s e c t i o n  s t a t u s .  I t  w a s  a t  t h e  A p r i l ,  1 9 7 9 ,  m e e t i n g  t h a t  
t h e  E x e c u t i v e  C o m m i t t e e  v o t e d  u n a n i m o u s l y  t o  a p p l y  f o r  s e c t i o n  
s t a t u s  w i t h  t h e  g o a l  o f  a c h i e v i n g  s a i d  s t a t u s  b y  1 9 8 1 .  F o r  t h i s  
g o a l  t o  b e  a c h i e v e d ,  i t  w a s  n e c e s s a r y  f o r  t h e  ASA C o m m i t t e e  o n  
C o m m i t t e e s  ( c h a i r e d  b y  H .  G .  H i l t o n )  t o  c o n s i d e r  t h e  p r o p o s a l  a t  i t s  
m e e t i n g  o n  A u g u s t  11, 1 9 7 9 ,  a n d  t o  d e c i d e  w h e t h e r  o r  n o t  t o  
recommend s e c t i o n  s t a t u s  t o  t h e  ASA B o a r d  o f  D i r e c t o r s .  Upon 
a p p r o v a l  b y  t h e  C o m m i t t e e  o n  C o m m i t t e e s ,  t h e  p r o p o s a l  i s  t o  b e  
p r e s e n t e d  t o  t h e  B o a r d  o f  D i r e c t o r s  f o r  i t s  c o n s i d e r a t i o n  a t  i t s  
F e b r u a r y ,  1 9 8 0 ,  m e e t i n g .  I f  a p p r o v e d  b y  t h e  B o a r d  o f  D i r e c t o r s ,  t h e  
p r o p o s a l  w i l l  b e  b r o u g h t  b e f o r e  t h e  ASA m e m b e r s h i p  v i a  t h e  m a i l i n g s  
f o r  t h e  1 9 8 0  a n n u a l  e l e c t i o n s  f o r  ASA o f f i c e r s .  

A s  o f  O c t o b e r  2 5 ,  1 9 7 9 ,  t h e  f o l l o w i n g  h a s  b e e n  a c c o m p l i s h e d :  

1. T h e  ASA C o m m i t t e e  o n  C o m m i t t e e s  h a s  a p p r o v e d  t h e  p r o p o s a l  
a n d ,  i n  d o i n g  s o ,  h a s  r e c o m m e n d e d  t h a t  D r .  H i l t o n  s e e k  t h e  
o p i n i o n  o f  t h e  B i o m e t r i c s  S e c t i o n  o n  t h e  m a t t e r .  D r .  H i l t o n  
i s  w o r k i n g  t o w a r d  a  d e a d l i n e  o f  D e c e m b e r  1, 1 9 7 9 ,  f o r  t h e  
c o m p l e t i o n  o f  t h i s  t a s k .  

2 .  T h e  c h a r t e r  of  t h e  p r o p o s e d  B i o p h a r m a c e u t i c a l  S u b s e c t i o n  w a s  
p r e s e n t e d  a t  t h e  a n n u a l  b u s i n e s s  m e e t i n g s  o f  b o t h  t h e  
B i o p h a r m a c e u t i c a l  S u b s e c t i o n  ( 8 / 1 3 / 7 9 )  a n d  t h e  B i o m e t r i c s  
S e c t i o n  ( 8 / 1 5 / 7 9 ) .  T h e r e  w a s  a g r e a t  d e a l  o f  d i s c u s s i o n  
a b o u t  t h e  p r o p o s a l  a t  b o t h  b u s i n e s s  m e e t i n g s .  I n  g e n e r a l ,  
t h e  c o n s e n s u s  w a s  t h a t  t h e  p r o p o s e d  s c o p e  w a s  t o o  b r o a d  a n d  
n e e d e d  t o  b e  r e v i s e d  i n  o r d e r  t o  m o r e  c l e a r l y  r e f l e c t  t h e  
i n t e r e s t s  o f  t h e  B i o p h a r m a c e u t i c a l  S u b s e c t i o n ,  w h i l e  
p r e s e r v i n g  t h e  i n t e g r i t y  o f  t h e  " S t a t e m e n t  o f  P u r p o s e "  o f  t h e  
B i o m e t r i c s  S e c t i o n .  A j o i n t  B i o m e t r i c s  S e c t i o n  a n d  
~ i o p h a r m a c e u t i c a l  S u b s e c t i o n  a d  h o c  g r o u p  c o m p r i s e d  o f  J o h n  
B a i l a r ,  M i k e  F r e e ,  G - K ~ ~ ,  C a r l  M e t z l e r ,  C h a r l e s  S a m p s o n ,  
a n d  M a r v i n  S c h n e i d e r m a n  r e v i s e d  t h e  s c o p e  o f  t h e  p r o p o s e d  
B i o p h a r m a c e u t i c a l  S e c t i o n .  T h i s  r e v i s e d  s c o p e  i s  c o n t a i n e d  
i n  A t t a c h m e n t  2 o f  t h e  l e t t e r  t o  P r o f e s s o r  H a r t l e y .  T h e  
l e t t e r  a l s o  g i v e s  a d d i t i o n a l  b a c k g r o u n d  o n  t h e  r e q u e s t  f o r  
s e c t i o n  s t a t u s ,  a n d  m o s t  i m p o r t a n t l y ,  d e a l s  w i t h  t h e  
r e l a t i o n s h i p  o f  t h e  p r o p o s e d  B i o p h a r m a c e u t i c a l  S e c t i o n  t o  t h e  
B i o m e t r  i c s  S e c t i o n .  

3 .  T h e  A S A  Directors a r e  e x p e c t e d  t o  c o n s i d e r  t h e  p r o p o s a l  f o r  
s e c t i o n  s t a t u s  a t  t h e i r  F e b r u a r y ,  1 9 8 0 ,  b o a r d  m e e t l n g .  

S h o u l d  y o u  h a v e  a n y  q u e s t i o n s  a b o u t  t h e  p r o p o s a l ,  o r  t h e  p r o c e s s ,  

C p l e a s e  c o n t a c t  e i t h e r  C a r l  M e t z l e r  o r  m y s e l f .  

C h a r l e s  B. S a m p s o n  

RM88871
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ATTACHMENT 2 

C h a r t e r :  BiOPHkRMACEUTICAL SECTION 
( p r o p o s e d )  

M e m b e r s h i p  i n  t h e  S e c t i o n  s h a l l  i n c l u d e  a l l  m e m b e r s  o f  t h e  
A m e r i c a n  S t a t i s t i c a l  A s s o c i a t i o n  ( h e r e a f t e r  r e f e r r e d  t o  a s  
t h e  A s s o c i a t i o n )  who i n d i c a t e  t o  t h e  S e c r e t a r y  o f  t h e  
A s s o c i a t i o n  a n  i n t e r e s t  i n  t h e  a c t i v i t i e s  o f  t h e  S e c t i o n .  

2 .  M e e t i n g s  

T h e  a n n u a l  b u s i n e s s  m e e t i n g  o f  t h e  S e c t i o n  s h a l l  b e  h e l d  
i n  c o n n e c t i o n  w i t h  t h e  a n n u a l  m e e t i n g s  o f  t h e  A s s o c i a t i o n  
a n d  s h a l l  b e  a n n o u n c e d  i n  a d v a n c e  p r e f e r a b l y  i n  t h e  
p r i n t e d  p r o g r a m  f o r  t h a t  m e e t i n g .  B u s i n e s s  may a l s o  b e  
c o n d u c t e d  w i t h  t h e  s e c t i o n  m e m b e r s  b y  t h e  m a i l .  

O f f i c e r s  3 .  

T h e  o f f i c e r s  o f  t h e  S e c t i o n  s h a l l  c o n s i s t  o f  t h e  C h a i r ,  
C h a i r - e l e c t  a n d  S e c r e t a r y / T r e a s u r e r .  T h e  S e c t i o n  s h a l l  
h a v e  a  R e p r e s e n t a t i v e  o n  t h e  A s s o c i a t i o n ' s  B o a r d  o f  
D i r e c t o r s  a n d  t w o  R e p r e s e n t a t i v e s  o n  t h e  A s s o c i a t i o n ' s  
C o u n c i l .  

T e r m s  o f  a l l  t h e  o f f i c e r s  s h a l l  b e  o n e  y e a r .  T h e  t e r m s  o f  
R e p r e s e n t a t i v e s  t o  t h e  A s s o c i a t i o n ' s  B o a r d  o f  D i r e c t o r s  
a n d  C o u n c i l  s h a l l  b e  a s  p r e s c r i b e d  i n  t h e  A s s o c i a t i o n ' s  
c o n s t i t u t i o n .  T h e  R e p r e s e n t a t i v e  o n  t h e  B o a r d  o f  
D i r e c t o r s  i s  e l i g i b l e  f o r  i m m e d i a t e  r e - e l e c t i o n  o n l y  i f  
n o t  p r e v i o u s l y  e l e c t e d  f o r  a f u l l  t e r m .  R e p r e s e n t a t i v e s  
o n  t h e  C o u n c i l  a r e  e l i g i b l e  f o r  i m m e d i a t e  r e - e l e c r i o n .  

No o f f i c e r  s h a l l  b e  e l i g i b l e  f o r  i m m e d i a t e  r e - e l e c t i o n  t o  
t h e  s a m e  o f f i c e  e x c e p t  t h e  S e c r e t a r y / T r e a s u r e r .  

T h e  C h a i r - e l e c t  s h a l l  a u t o m a t i c a l l y  s u c c e e d  t h e  C h a i r  a t  
t h e  a n n u a l  c h a n g e  o f  o f f i c e r s  w h i c h  s h a l l  o c c u r  o n  J a n u a r y  
1. 

1. V a c a n c i e s  i n  O f f i c e  ------------------- 

I f  t h e  o f f i c e  o f  C h a i r  b e c o n e s  v a c a n t ,  t h e  C h a i r - e l e c t  
s h a l l  b e c o m e  t h e  C h a i r ,  t h e  t e r m  e x t e n d i n g  t h r o u g h  t h e  
f o l l o w i n g  y e a r .  V a c a n c i e s  i n  o t h e r  o f f i c e s  a n d  a m o n g  
r e p r e s e n t a t i v e s  s h a l l  b e  f i l l e d  by  a p p o i n t m e n t  by  t h e  
C h a i r  w i t h  t h e  a s p r o v a l  o f  t h e  E x e c u t i v e  C o m m i t t e e .  



Executive Committee 5 .  

The Executive Committee shall consist o f  the officers and 
representatives of the Section, the immediate past Chair 
and Chairs o f  each Subsection within the Section. Seven 
appointed members including the Liaison Officer also will 
serve on the Executive Committee. 

The terms o f  office for the appointed members of the 
Executive Committee shall be three years. Openings shall 
be filled by appointment by the incoming Chair. 

The Executive Committee shall manage the affairs of the 
Section. Actions taken by the Committee during the. yea: 
and plans for future act'ivities will be presented at the 
annual business meeting of the Section for discussion. 

The Chair, with the approval of the Executive Committee, 
may designate committees or individ'uals to carry out 
functions of the Section. 

Nomination and Election 6 -  ....................... 

The Section's Immediate Past Chair shall serve as Chair of 
the Nominating Committee. Three additional members o f  the 
Section, appointed by the Immediate Past Chair, shall 
serve on this committee. 

On or before March 1 of each year the Section Nominating 
Committee shall submit to the Secretary of the Association 
and the Section Chair nominations for each position to be 
filled. In addition, any Section member nominated by 
petition of 50 or more members o f  the Section shall also 
appear on the annual ballot provided that the petition is 
presented by one of the petitioners to the Secretary o f  
the Association by March 1. 

Balloting shall be carried out as part of the Association 
annual mail ballot for electing the Association and 
Section officers. Election shall be majority vote o f  
Section members casting ballots. 

7. Subsecticns ----------- 

Subsections may be created in accordance with the 
regulations of the Association. 



A m e n d m e n t s  6 .  ---------- 

A m e n d m e n t s  t o  t h i s  c h a r t e r  may b e  p r o p o s e d  b y  t h e  
E x e c u t i v e  C o r m i t t e e  o f  t h e  S e c t i a n  o r  by p e r i t i o n s  s i g n e d  
b y  a t  l e a s t  5 0  m e m b e r s  o f  t h e  S e c t i o n  a n d  s u b m i t t e d  t o  t h e  
E x e c u t i v e  C o m m i t t e e .  T h e  p r o p o s e d  a m e n d m e n t  s h a l l  b e  
s u b m i t t e d  t o  t h e  m e m b e r s  o f  t h e  S e c t i o n  f o r  m a i l  v o t e  a t  
t h e  t ime  o f  t h e  a n n u a l  e l e c t i o n  of o f f i c e r s .  I f  a p p r o v e d  
b y  a  m a j o r i t y  o f  m e m b e r s  o f  t h e  S e c t i o n  v o t i n g ,  t h e  
a m e n d m e n t  i s  s u b j e c t  t o  t h e  a p p r o v a l  o f  t h e  A s s o c i a t i o n ' s  
B o a r d  o f  D i r e c t o r s .  I f  a p p r o v e d  by t h e  B o a r d ,  t h e  
a m e n d m e n t  s h a l l  b e  e f f e c t i v e  i m m e d i a t e l y  u n l e s s  o t h e r w i s e  
d e s i g n a t e d  b y  t h e  a m e n d m e n t  i t s e l f .  

T h e  s p e c i a l  i n t e r e s t  o f  t h e  B i o p h a r m a c e u t i c a l  S e c t i o n  is  
t h e  a p p l i c a t i o n  o f  s t a t i s t i c s  t o  t h e  d e v e l o p m e n t  a n d  u s e  
o f  t h e  t h e r a p e u t i c  d r u g s  a n d  d e v i c e s  i n  h u m a n s  a n d  a n i m a l s .  

a .  P r i m a r y  i n t e r e s t s  o f  t h i s  S e c t i o n  a r e :  

( i j  t h e  b i o c h e m i c a l  a n d  p h y s i c a l  s c i e n c e s  i n v o l v e d  
w i t h  d r u g  a n d  d e v i c e  d i s c o v e r y ,  f o r m u l a t i o n s ,  
p r o d u c t  d e v e l o p m e n t  a n d  q u a l i t y  c o n t r o l ;  

( i i )  t h e  b i o l o g i c a l  s c i e n c e s  i n v o l v e d  i n  e v a l u a t i n g  
d r u g  a n d  d e v i c e  s a f e t y  a n d  e f f i c a c y ;  

( i i i )  e x p e r i m e n t a l  human a n d  v e t e r i n a r y  m e d i c i n e  i n  
s u p p o r t  o f  t h e r a p e u t i c  d r u g s  a n d  d e v i c e s .  

b .  I n  p u r s u i t  o f  t h e s e  p r i m a r y  i n t e r e s t s  t h e  B i o p h a r m a -  
c e u t i c a l  S e c t i o n  s h a r e s  w i t h  o t h e r  S e c t i o n s  a n  i n t e r e s t  
i n :  

i i j  t h e  i m p a c t  o f  f e d e r a l  p o l i c y  o n  human a n d  a n i m a l  
r e s e a r c h ;  

( i i )  s t a n d a r d s  o f  d e s i g n ,  e v a l u a t i o n  a n d  r e p o r t i n g  o f  
b i o c h e m i c a l ,  b i o l o g i c a l ,  human a n d  a n i m a l  h e a l t h  
e x p e r i m e n t a t i o n ;  

( i i i )  b a s i c  b i o l o g i c a l  a n d  m a t h e m a t i c a l - b i o l o g i c a l  
r e s e a r c h ;  

i i v )  e t h i c s  r e l a t e d  t o  human a n d  a n i m a l  
e x p e r i m e n t a t i o n ;  



(v) publication of research developmencs and results: 

(vi) conti~uing education programs (including but not 
limited to statistics) for statisticians and 
researchers working in these areas. 

lo. Functions 

To support the interests specified in the Scope of the 
Charter, The Biopharmaceutical Section shall peform any or 
all of the following functions together with such others 
as are appropriate: 

a. assist in the advancement of knowledge in the sciences 
coptribu ting to biopharmaceu t.ics; 

b. establish and maintain liaison and cooperation with 
other scientific and professional organizations; e.g., 
American Association for the Advancement of Science, 
American Society for Clinical Pharmacology and 
Therapeutics, American Society of Animal Sclence, 
American Society of Microbiology, Academy of 
Pharmaceutical Sciences, American Medical Writers 
Association, American Veterinary Medical Association, 
and The American Medical Association; 

c. plan, in cooperation with the parent association and 
other organizations listed in (b), appropriate 
sessions on the statistics of use in the fields of 
human and animal health; 

d. cooperate in the planning of technical sessions at 
statistics conferences concerned with  he human and 
animal health care fields sponsored by organizations 
such as The Biometric Society, Midwest 
Biopharmaceutical Statistics Workshop, Princeton 
Conference, and The American Society of Quality 
Control; 

e. establish and maintain liaison and cooperation with 
other Sections of the parent Association; 

f. cooperate with government, academia, b2siness, and 
industry in resolving important statistical issues; 

g. participate in the development of the quantitative 
aspects of public policy concerning health product and 
services research, development, and use; 



h. produce separate publications either as monographs or 
periodical bulletins or journals as needed, with 
approval of the Board of Directors o f  the Association; 

i. aid, by whatever special ways are appropriate, the 
general development of statistics and of the American 
Statistical Association: 

j. assist in the development of curricula and training 
programs for statisticians planning to consult with 
human and animal health scientists; 

k. provide continuing education for members of the 
Section through workshops and sessions at national 
meetings: 

1. serve as a resource for public and private groups or 
agencies with interests in fields of human and animal 
health; 

m. conduct and participate in other programs consistent 
with the scope stated above, in cooperation with other 
segments of the association where appropriate. 



DESCRIPTION OF ACTIVITIES 

- The Biopharmaceutical Subsection has been active in the areas listed as 
y3 

i functions in the proposed charter. The following is documentation of these 
actions and proposals for future activities: 

10. Functions 

A- . a. ,s?st in the advancement o f  knowledge in the sciences con- 
tributing to the fields of human and animal health. 

I n  1972 and 1972 a s?eciaZ c o r n i t t e e  on bioavai7.aEiiitg 
(A. J. Cresner, Chair, W. WestZake, E.  Rod&, C. IY. MetzZer, 
J .  Meyer, J. Haynes arm? J.  Cimineroj d i s c ~ t s s e d  t h i s  i s s u e  
i n  depth. A t  t h e  1372 Annual Meeting a p o s i t i o n  paper, 
"B ioava i lab i l i t y  - A eobZem o f  EqdivaZence," was presented 
along w i t h  t a o  o ther  papers a t  an i n v i t e d  psper s e s s i m .  The 
Cormittee a l s o  contacted the  FDA, PI'IA, and LGF indicaiqing t h e i r  
wiZZingness t o  consu l t .  The pos i t ion  paper m s  published i n  
Biometries. 

In t h e  spring o f  2973, there  were severaZ i n v i t e d  papers u d e r  
t h e  t i t l e  "Optirn7m D m g  Use ~ e u e Z s . "  D. S. Robson prepmed a 
w r i t t e n  sumary  o f  t h i s  session.  I t  was d i s t r i b u t e d  t o  the  
aiiimaZ h e a l t h  i n d u s t r y  and t h e  Ve ter imwy  Sec t ion  of t h e  FDA. 

I t  i s  s i t i c i p a t e d  t h a t  t h e  s e c t i o n  w i l l  continue t o  be ijwo7,ved 
i n  duaneement of know2edge bo th  through techniczZ sess ions  and 
spec ia t  committees. IiqdividuaZ members o f  t h e  s u b s e c ~ i m ,  o f  
cow-se, h u e  conbributed t o  these  areas. 

h. Plan in cooperation with the parent association appropriate sessions 
on, the statistics of use in tile fields of human and animal health. 
See comments foZZouing i t e m  c. 

c. Cooperate i n  the planning of technical sessions at other statistics 
conferences concerned with animal and human health care fields spon- 
sored by organizations such as The Biometric Society, Midwest Bio- 
pharmaceutical Statistics Norkshops, and the Awrican Society for 
Quality Control. 

The Szbsect ion  has Seen most a c t i v e  i n  sponsoring sessions since 
i t s  incep t ion ,  part icuZmZy a t  t k e  a m v a l  A S 4  a id  3 i o m t r i c  Socie ty  
regionoZ meetings mzd t h e  P-inceton Conference on Ap l i e d  S t a t i s t i c s  
which we y m ~ e  co-sponsored w i t h  the  k t r q o l i t a n  Sect ion  of .4S,"C since 
2, wze e m Z y  70s. A ZetaiZed i s t  of  i i w i t e d  p q e r  s e s s i o ~ s  Yo29 each o f  
these  t ypes  of  a c t i v i t i e s  i s  at tached.  This  L i s t  c i e c r i y  dcnonstrs tes  
both c o n s i s t e n t  a c t i v i t y  and b r e d t h  o f  i n t e r e s t  of  the  mexbe?.s o f  t h e  
Subsection. i n  add i t ion ,  note  t h a t  mzny of t h e  sess<ons iizci-iide a pre- 
sen ta t ion  3y a "consmer"  of s t a t i s t i c s  i n  t h z  area :c~dcr  b i s ~ ~ i s s i o n  
as  well. as s t a t i s t i c a Z  pspzrs. 



d. E s t a b i i s h  and n a i n t a i n  l i a i s o n  and c o o p e r a t i o n  w i t h  o t n e r  s c i -  
e n t i f i c  and p r o f e s s i o m l  a s s o c i a t i o n s ,  e . g . ,  American P , s s o c i a t i o n  
f o r  t h e  Advancement of  S c i e n c e ,  American S o c i e t y  f o r  C l i n i c a l  Phar-  
macology and T h e i - a p e ~ t i c s ,  American S o c i e t y  o f  Animal S c i e n c e ,  Amer- 
i c a n  S o c i e t y  o f  P i i c rob io logy ,  Academy of Pharmaceu t i ca i  S c i e n c e s ,  
Aner ican Medical  i ! r i t e r s  A s s o c i a t i o r i ,  h e r i c a n  V e t e r i n a r y  I!edi c a l  
A s s o c i a t i o n ,  Pharmaceu t i ca l  Manufac tu re r s  A s s o c i a t i o n  and The American 
i,ledical A s s o c i a t i o n .  

I n  1970 t h e  Subsect ion responded t o  a reques t  from the  ~harm&eut ical  
Marzufickurcrs Associat ion t o  aid i n  the  constriiction of  c l i n i c a l  gutde- 
l i n e s  for t h e  deuezopinent o f  new bigs for  ban use. 

I n  2974, t h e  Subsect ion again cooperated w i t h  the  S t a t i s t i c s  Sect ion  
of  t?ze Pt,M on two projec ts .  

1. An outZine o f  s t a t i s t i c a i  concerns invoZued i n  t h e  
planning, anaZysis,  and i n t e r p r e t a t i o n  o f  long t e n  
s a f e t y  s b ~ d i e s  *Fat are planned as  part o f  riz NDA 
submission, (D. Salsburg, R. F. m i t e ,  and John Lear, 
H. D. ) 

2. Design and c o d u c t  o f  c l i n i c a l  experiments per fcmed  
a t  more than one location. (R. Zreichan, Charles Redman, 
and R. L. H e r t i q >  M. D., Ph.D. I 

I n  1974, t h e  h e r i c a n  Socie ty  for CZinicaZ Pharmacology cizd 
Therapeutics  requested zhat  the  ASA suppZy therq .kt h 1 0  repre-  
sen ta t i ves .  The Biop7zarmaceutical Subsection was ca l l ed  upon 
t o  f i l l  t h i s  reques t .  A f t e r  several years of  i w c t i v i t y  houever, 
the  pro jec t  Lias discontinued.  

I n  1977-1978 a j o i n t  AS.4-American PubZic Health Associat ion  ad hoe 
c o r n i t t e e  developed a proposal t o  be put before the  m . Z C i g  bodies 
of  both  s o c i e t i e s  recornending "concerted e f f o r t s  over the  n e x t  
three  years t o  t h e  i d e n t i f i c a t i o n ,  d e f i n i t i o n  orzd acceptance o f  
t h e  r o l e  o f  the  h e a l t h  s t a t i s t i c i a n  i n  the  fomn~la t ion ,  irnplemen- 
t a t i o n ,  ard evazuation of  heal th  cure poi icy  a t  the  Local, s t a t e  
ard federal  ZeveZs. ' I  Cornit tee members vere  R. Lmp, G m i r ,  
S. id. Free, S. Hunter, J .  Kodo,  V .  LogriZZo, E. Perrin and V .  R i ~ e s .  

C;L~rentZy, t h e  Sitbsectioiz i s  ini;oZved i n  d iscuss ions  w i t h  t h e  
American Medical FJrJr.:te:,s Associat ion on ways t o  f o s t e r  increased under- 
sto:di-nc st"+--'; 

d L Y  L- c wcs by t h e i r  members. 

e. E s t a b l i s h  and  m a i n t a i n  l i a i s o n  and c o o p e r a t i o n  w i t h  o t h e r  S e c t i o n s  
of the  p r e n t  a s s o c i a t i o n .  



rn7 subsect ion ! a s  been a c t i v e  i n  the  meeting of  Sect ion  aild 
Subsection Chairs s i w e  the  beginnizg o f  1977 and k v e  prmided 
impetus for some o f  t h e  projec ts  curren t l y  underway. 

f. Cooperate with Government, Academia, Business and Industry in 
resolving important statistical jssues. See comments urdcr i tem g. 

g .  Participate in the development of quantitive aspects of public 
policy concerning health products and services research, develop- 
ment and use. . 

I n  1970, s e ~ l e r a l  members of  the  Subsect ion met w i t h  the  ?Drl con- 
cerning the  September J199 Federa2 Regis ter  Xotice "PrincipZes 
of  Adequate aid iv'eZZ ControZled CZinicaZ l m e s t i g a t i o n s .  " A 
l e t t e r  o f  s u m a r y  was s e n t  t o  the  Commissioner. 

i n  19'73 and 2974, there  was a subseL.tion committee on "Pfioposed 
Format for  Submission o f  CZinicaZ Data,)' a l s o  known as  the  Hurter 
f ioposal .  T h i s  committee uas composed of  B. &om, J r . ,  A .  Feinstein,  
N.D., A. I t k i n ,  J. Mmsner, M.D., M. Schneidemnan and S. P .  Free. 

I n  1976, several  meetings were heZd w i t h  Joseph W. Dmcan, Ph. D . ,  
then  Deputy Director fooi. StatisticaiY Policy, O f f i c e  of  ?.fazagenent 
end Bridget and h i s  s t a f f  regardiizg t h e  use of  s t a t i s t i c s  by FederaZ 
Regulatory Agencies. 

The Subsect ion has appointed specia7, cornnittees t o  respond t o  three 
Federal. Reg i s t e r  no t i ces .  Genera2 S t a t i s t i c a t  Guidelines for Sub- 
missions t o  t h e  FDA was completed i n  1976. (D. SaZsbu-~g, Chair, 
J .  Assenzo, J .  DeCani, K. PcsZein, S. M. Free, M. Heorron, G. $1. FhZZioms). 
This  projec t  was s tar ted  a f t e r  a s p e c i f i c  r e q ~ l e s t  from D r .  Dubey of 
the  FDA Bweau o f  Lkugs foZZowing a Subsect ion sponsored sess ion  
d ~ i l i i ~ g  the  spring meetings iii 1976. AZso i n  1976, there  was an 
o f f i c i a l  response t o  t h e  Good Laboratory Practices no t i ce .  (G.  flajian, 
Chair, J .  L. Cimincra, D .  W.  Gay lor ,  A. J. Cross, D .  S .  SaZsbuq,  
P. G. Sandersi.  I n  1977, a r e p l y  t o  t h e  Proposed CZinicaZ Inves t i -  
gations ReguZation gas submitted. ! J .  It. Prvese-rr, Chair, id. Arrington, 
J .  BekteZ, K. Fal ter ,  S. M.  Free, E .  Gehan, L. O i t ,  H. C. Sueei?egy!. 
The avaiZabiZi ty  o f  these  domnents  has been adver t i sed  i j ?  ,G!;:'ST/~T Plews 
and through announcements a t  Sec t ion  and Subsection Business i.:eetii.lgs. 

I n  1976 and 2977, the  Subsect ion erpressed i t s  support for the  con- 
t i n u a t i o n  o f  t h e  P L o s t a t i s t i c s  a2?d Epidemiotogy Lktko-7oZogy Advisory 
Corni t tee  of  the  r'D.4 by a d h e s s i n g  a Letter  t o  the  Cmmissioner o f  
t h e  FD.4 ;.wit!z copies  t o  Chic-f, @idemioZogy &mch ,  DLvision of E e m t  
and Vascular Diseases; Chief ,  The Bio,metry Branch, i:'ct<onnZ I n s t i t u t e  
o.? ~ n ~ i r o e  NeaZth Sciences; j s s o c i s t e  Director for Field s t u d e s  
a d  S t a t i s t i c s  F ; n c ; g ~ m ,  NctimaZ Caxcer i n s t i t u t e ;  a d  Di2-ecto?, OfJ'-?ce 
o f  FederaL S t s t i s t i c a Z  Policy and Standards. 



In 1975, t h e  Director o f  S t a t i s t i c s ,  FDA, requested t p d t  tJze 
American S t a t i s t i c a l  Associot io?~ and the  Biometric Soc ie ty  
g ive  t h e  FDA suggest ions o f  s t a t i s t i c i a n s  who could be a?- ..'> 

i 
pointed t o  each o f  the  1 3  medico?. advisory c o r n i t t e e s  (The 
B i o s t a t i s t i c s  and Epidemiology i d & ~ ~ b l o g y  Advisory Cormittee 
i u v i q  been aboZished1. This  task  was assured by f ie  E~iometrie 
Sec t ion  and the  3iophcnnace~it ical  Subsection. Primarily t k m u g h  
t h e  e f f o r t s  o f  tl:e Biopizar,mceuticat Subsect ion ~ e p r e s e x t a t i v e s  
t o  the  J o i n t  Committee which uas fbrlned, the  i n i t i a l  task  ims 
been conp'eted. A c t i v i t y  and co,mmnication, however, are con- 
t inl i ing.  

P r o d ~ c e  s e p a r a t e  p u b l i c a t i o n s ,  e i t h e r  as monographs o r  p e r i o d i c a l  
b u l l e t < n s  o r  j o u r n a l s  as needed, w i t h  t h e  a p p r o v a l  o f  t h e  Eoard o f  
D i r e c t o r s  o f  t h e  A s s o c i a r i o n .  

To ?ate,  t h e  e z i s t i n g  assoc ia t ian  publ icat ions  have been adequate 
hnd h u e  been used both for  report ing  a c t i v i t i e s  of t h e  Subsection 
and for  publishing specia l  papers (See above). 

A i d  by  wha tever  s p e c i a l  ways a r e  a p p r o p r i a t e ,  t h e  g e n e r a l  development 
o f  s t a t i s t i c s  and o f  t h e  American S t a t i s t i c a l  A s s o c i a t i o n .  

This  i s  i n  f a c t ,  a general statement o f  a l l  t h e  s p e c i f i c  ideas 
mentioned above. 

A s s i s t  i n  t h e  development o f  c u r r i c u l a  and t r a i n i n g  programs f o r  
s t a t i s t i c i a n s  p l a n n i n g  t o  c o ~ s u l t  w i t h  Human and H e a l t h  Care S c i e n t i s t s .  

The Subsection h s  encouraged the  es tab l i shv&t  of i n t e rnsh ips  
for s tuden t s  and appZications area experiences for facuZty. 
Also, many mevbers of the  Subsection are  act tveZy i,zuoZ.;ed i n  
t h e  v i s i t i n g  l ec turesh ip  program. 

P r o v i d e  c o n t i n u i n g  e d u c a t i o n  f o r  members o f  t h e  s e c t i c n  t h r o u g h  
workshops and s e c t i o n s  a t  N a t i o n a l  mee t ings .  

See a t tached l i s t i n g s  o f  preuioiis sess ions .  

Serve as  a r e s o u r c e  f o r  p u b l i c  and p r i v a t e  groups and agencies w i t h  
i n t e r e s t s  i n  f i e l d s  o f  human and an imal  h e a l t h .  

Conduct and p a r t i c i p a t e  i n  o t h e r  programs c o n s i s t e n t  w i t h  t h e  scope 
s t a t e d  above, i n  c o o p e r a t i o n  w i t h  o t h e r  segments o f  t h e  a s s o c i a t i o n  
where a p p r o p r i a t e .  



ANNUAL ASA MEETINGS 

1978 Cl in ica l  T r i a l s  - Central Nervous System Diseases 

Chair - C. M. Metzler 

Speakers - J. Feighner, M . D .  
B. Co l l in s ,  Ph.D. - psychology 
G.  Schooley 

Clinical  T r i a l s  - Anti- inf lamnatories  and Analgesics 

Chair - i. B u n e i s t e r  

Speakers - M. Weintraub, M.D. 
A. L. Gould 
E. Nordbrock 

Discussant - R. Cornell 

1977 Clinical  T r i a l s  of Drug Combinations 

Chair and 
Discussant - C. R. Buncher 

Speakers - P. Feigl 
R. F. idhite 
R. Bechhofer 

Some Consequences of  Test ing Drugs f o r  Carcinogenicity 

Chair - D. Salsburg 

Speakers - F. Stenbeck, Ph.D. - toxicology 
S. Young 

Also D. Gaylor, R. Teichmann and G. Hajian discussed i n t e r -  
act ion between s t a t i s t i c i a n s  and tox ico log?s t s ,  

In t e rp re t a t ion  of Laboratory Data 

Chair - M. S. Hearron 

Speakers - J.  T. Sobota, i4.D. 
J. M. Becktel 
A. L. Gould 
S. L. Blicks te in  

Considerations and Analysis of  M u l t i c l i n i c  - Multi- invest igator  - 
i r i a l s  

Chair - J ,  2. Assenzo 

Speakers - C. Anello 
S. M. Free 
B. Rodda 
G. i. Schooley 



1970 Mul t iva r i a t e  Methods in Drug Evaluation 

Chair  - D. F, Sray 

Speakers - D. F. Morrison 
D. R. Jenson 
D. J .  Jenden 

Discussant - S. M. Free 

1969 Pharmacokinetics 

C h a i r  - C, W. Dunnett 

Speakers - C. M. Metzler 
C. F. Evert 
F. Mueiier 

Discussant - J. D. Haynes 

1968 Planning f o r  a Cl in ica l  T r i a l  

Chair  - R. D. Rernington 

Speakers - J. Parkhouse, M.D.  
D. F. Bray 
J. S i i son ,  M.D. 
J. A. Hagans, M.D., Ph .D.  

Mul t iva r i a t e  Anaiysis 



S t a t i s t i c a l  Guidelines f o r  Submissions t o  FDA: A Panel Discussion 

Moderator - V. J .  Crandall 

Pane l i s t s  - D. Salsburg 
J.  DeCani 
W .  Sloboda, FDA medical review o f f i c e r  
S. Dubey 
J .  R. Assenzo 

Toxic i ty  i n  Long Term Animal Studies  

Chair - R. Condon 
G. Hajian 

Speakers - M. A. Gross, DVM 
J. S. Winbush 
D. Gaylor 
J. F. Pauls 

No Session a l l o t t e d  

Optimum Drug Use Levels 

Chair - R. L. Anderson 

Speakers - J. 2. Condon 
S. M. Free 
C. C. Mi l l e r  

Discussant - C. R .  Henderson 

Conibining Data 

Panel - J Q  Cornfield 
P. Levy 
P .  Meier 
N. Slack 
C. Anello 

Jackkni fe  Procedures 

Two ses s ions  held a t  t h e  same t i n e  of b u t  organized 
sepa ra t e ly  from t h e  regional  meeting. 

Design and Analysis of Blood Level Studies  

Chair - R ,  R, Gauch 

Speaker - C,  M a  Metzler 

Discussants- 5. D. L i t t  
R. P. Rathmacher 

New FDA Guidelines on Cl in ica l  T r i a l s  

Chair - C. Aneljo 



Biapharmaceutical Topics 

Moderator - J. L. Ciminera 

Pa r t i c ipan t s  - J. E. Grizzle  
N. L. Johnson 
P. Meier 

1973 Biopharinaceutical Topics 

Moderator - J *  L I  Ciwinera 

Pa r t i c ipan t s  - K. Enslein 
M, Schneideman 
S. M. Free 

1972 S t a t i s t i c a l  Applications in the  Phamaceutical Industry 

Moderator - J*  L. Cirninera 

Pa r t i c ipan t s  - N. Bohidar 
S. Blickstein 
A. I tk in  

Chair - C. Dunnett 

Speakers - J .  Schultz 
C. Sampson 
A. L .  Gould 

1970 S t a t i s t i c a l  Applications i n  Drug Evaluations 

P a r t i c i p a n t s  - C. Dunnett 
R. Rathmacher 
D. Salsburg 



  
     

   
  

Appendix G:  Scope of the Biopharmaceutical and Biometrics Charters  
 
Scope of the Biopharmaceutical Charter (summarized) 
   a) Primary interests of the Biopharmaceutical Section: 
        1) The biochemical and physical sciences involved with drugs 
             and devices, discovery, formulations, product development  
             and quality control. 
        2) The biological sciences involved in evaluation drug and device safety  
 and efficacy        
  3) Experimental human and veterinary medicine in support of   therapeutic  

drugs and devices. 
b) In pursuit of these primary interests, the Biopharmaceutical Section shares with other Sections 
and interests in: 
        1) The impact of federal policy on human and animal research. 
        2) Standards of design, evaluation, and reporting of biochemical, biological, human,  
 and animal health experimentation. 
        3) Basic biological and mathematical-biological research. 
        4) Ethics related to human and animal experimentation. 
        5) Publication of research developments and results. 
        6) Continuing education programs. 
 
The Biometrics Section Charter did not have a "Scope" section at the time of separation and for a 
few years after (at least). 
 
Herewith is a summary of their "functions", at least up to 1985: 
 
   1)  assist in the advancement of knowledge in the biological sciences including  
 agriculture, biology, health, medicine, and related fields by fostering their wider  
 and more effective use of statistical techniques;   
 
  2)  sponsor all sorts of seminars and sessions in the fields mentioned above; 
 
   3)  stimulate articles and books on subjects mentioned in Item (1) above; 
 
   4)  produce monographs or periodical bulletins or journals, as may be needed; 
 
   5)  liaison with other groups where appropriate; 
 
   6)  sponsor development of statistics; and 
 
   7)  make the ASA better. 
 



Appendix H:  Listing of the ASA Fellows with Biopharm/BPSS Roots 
 
 

Name Year Elected 
Richard L. Anderson  1951  
Jerome Cornfield  1951  
David John Finney  1951  
Paul G. Hoel  1951  
H. O. Hartley  1953  
Donald Mainland  1954  
Wilfrid J. Dixon  1955  
Bernard G. Greenberg  1959  
Paul Meier, Ph.D  1959  
James Durbin  1960  
Samuel W. Greenhouse  1960  
Max Halperin  1960  
David R. Cox  1962  
Marvin Zelen  1962  
Fred C. Leone  1963  
Donovan Jerome Thompson  1963  
Spencer M. Free, Jr.  1964  
John J. Gart  1964  
Charles W. Dunnett  1965  
Byron W.M Brown, Jr.  1967  
Edmund A. Gehan, PhD  1967  
Robert V. Hogg  1967  
Richard B. McHugh  1967  
William F. Taylor  1967  
Lyle D. Calvin  1968  
Richard G. Cornell  1968  
James E. Grizzle  1968  
William C. Guenther  1968  
Paul D. Minton  1968  
Irwin D. J. Bross  1969  
Theodore Colton  1969  
W. A. Thompson, Jr.  1970  
J. Leroy Folks  1971  
Dana Quade  1971  
B. Leo Raktoe  1971  
Ernest M. Scheuer, Ph.D  1971  
Jayaram Sethuraman  1971  
Satya D. Dubey  1972  
Jean D. Gibbons  1972  
Gary G. Koch  1972  
H. S. Konijn  1972  
Stanley Schor  1972  
H. Fairfield Smith  1972  



Edgar Bisgyer  1973  
Joseph L. Fleiss  1973  
Sam Hedayat  1973  
Virginia A. Clark  1974  
Wilfred J. Westlake  1974  
Barbara A. Bailar  1975  
John C. Bailar, III  1975  
Yvonne M. Bishop  1975  
David G. Gosslee  1976  
Regina Loewenstein  1976  
Anders S. Lunde  1976  
Paul W. Mc Cracken  1976  
Robert Parke  1976  
Richard E. Remington, III  1976  
Jeanne C. Ridley  1976  
Sally S. Ronk  1976  
Richard M. Royall  1976  
Richard M. Scammon  1976  
Stephen M. Stigler  1976  
John Van Ryzin  1976  
Harry Weingarten  1976  
Victor Zarnowitz  1976  
David F. Andrews  1977  
Joseph L. Ciminera  1977  
John S. De Cani  1977  
Fred Frishman  1977  
David W. Gaylor  1977  
Charles D. Jones  1977  
Kanti V. Mardia  1977  
Jane A. Menken  1977  
R. L. Plackett  1977  
Des Raj  1977  
Dorothy P. Rice  1977  
Harry M. Rosenberg  1977  
Irving Roshwalb  1977  
Donald B. Rubin  1977  
Ray E. Schafer  1977  
Daniel G. Seigel, Sc.D.  1977  
Patricia O. Shontz  1977  
Ronald D. Snee  1977  
Paul Switzer  1977  
Kenneth T. Wallenius  1977  
Hans Zeisel  1977  
Meyer Zitter  1977  
Abdelmonem Afifi  1978  
Takeshi Amemiya  1978  



Joseph R. Assenzo  1978  
Robert G. Easterling  1978  
Janet D. Elashoff  1978  
Alan E. Gelfand  1978  
Professor Robert M. Hauser  1978  
Susan D. Horn  1978  
Kenneth C. Land  1978  
Carl M. Metzler  1978  
Krishnan Namboodiri  1978  
Gad Nathan  1978  
David S. Salsburg  1978  
John W. Van Ness  1978  
Donald G. Watts  1978  
John T. Webster  1978  
Allan H. Young  1978  
Dudley E. Young  1978  
D. Basu  1979  
Abraham J. Berman  1979  
Gouri K. Bhattacharyya  1979  
William J. Blot  1979  
Robert E. Bohrer  1979  
J. Douglas Carroll  1979  
Ana Casis  1979  
William Jay Conover  1979  
Frank T. Denton  1979  
Paul I. Feder  1979  
Polly Feigl  1979  
Lloyd D. Fisher  1979  
Martin R. Frankel  1979  
William J. Hemmerle  1979  
David V. Hinkley  1979  
William C. Hunter  1979  
Robert A. Israel  1979  
William J. Kennedy, Jr.  1979  
Carl F. Kossack  1979  
Mary Grace Kovar  1979  
Peter A. Lachenbruch  1979  
Robert J. Lundegard  1979  
William Mendenhall, III  1979  
Toby J. Mitchell  1979  
Beatrice S. Orleans  1979  
David A. Pierce  1979  
Richard E. Quandt  1979  
Ronald H. Randles  1979  
Tim Robertson  1979  
Edward J. Wegman  1979  



James R. Abernathy  1980  
Lynne Billard  1980  
Christopher Bingham  1980  
John M Chambers  1980  
Otto Dykstra, Jr.  1980  
Paul E. Green  1980  
Chester W. Harris  1980  
David C. Hoaglin  1980  
M. Clinton Miller, III  1980  
Jesse C. Arnold  1981  
David P. Byar, M.D.  1981  
Richard A. Kronmal, Ph.D  1981  
Theodor D. Sterling  1981  
Raymond J. Carroll  1982  
Carol K. Redmond  1982  
Mitchell H. Gail  1983  
Charles B. Sampson  1983  
James T. Bonnen  1984  
John A. Cornell  1984  
Charles E. Gates  1984  
Charles H. Goldsmith  1984  
Michael H. Kutner  1984  
Kathleen R. Lamborn  1984  
Judith Rich O'Fallon  1984  
Richard M. Simon  1984  
Daniel L. Solomon  1984  
Donna J. Brogan  1985  
Lynn R. LaMotte  1985  
Robert T. O'Neill  1985  
Gladys H. Reynolds  1985  
Wray Jackson Smith  1985  
Mary E. Thompson  1985  
Bruce W. Turnbull  1985  
Donald A. Berry  1986  
Walter H. Carter, Jr.  1986  
David L. DeMets  1986  
Joseph M. Gani  1986  
Thomas P. Hettmansperger  1986  
W. Michael O'Fallon  1986  
Paul N. Somerville  1986  
Muni S. Srivastava  1986  
Barry W. Brown, PhD  1987  
Charles C. Brown,w  1987  
Richard L. Dykstra  1987  
Robert E. Fay, III  1987  
David F. Findley  1987  



Thomas R. Fleming, Ph.D  1987  
Roger A. Herriot  1987  
James M. Lucas  1987  
Robert L. Mason  1987  
James H. Matis  1987  
James H. Ware  1987  
Rita Zemach  1987  
David M. Allen  1988  
A. Lawrence Gould  1988  
Martha S. Hearron  1988  
Mark E. Johnson  1988  
Stephen W. Lagakos  1988  
Thomas J. Lorenzen  1988  
Thomas A. Louis  1988  
Robert B. Miller, Jr.  1988  
William K. Poole  1988  
Daryl Pregibon  1988  
Gerald van Belle  1988  
Willem R. Van Zwet  1988  
Stephen B. Vardeman  1988  
Sanford Weisberg  1988  
James V. Zidek  1988  
 




