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" ... ..our obligation remains clear :  t o  pursue science a t  i t s  

f ront iers  and t o  join with our more applied colleagues in enqaging 

society 's  harsher problems whenever qenuinely constructive opportunity 

affords. 

in meeting both se t s  of challenges." 

Tomorrow, as yesterday, we shall be judged by our success 

Philip Handler 

1980' 

Few colleges of pharmacy have suff ic ient  financial resources t o  

support high-quality research programs. 

extramurally by faculty. Funds are required for researchers ' salar ies  

and wages; for  expendable supplies and equipment; f o r  off ice  supplies 

and computer time; for animals and the i r  maintenance; occasionally 

t o  provide wages for  off ice  s t a f f .  Funds are sol ic i ted in  w h a t  i s  

Excellence mus t  be s o u p h t  

111 
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112 SMITH 

o f t e n  r e f e r r e d  t o  l o o s e l y  as "g ran ts " ;  however, t h e r e  a r e  a number o f  

recognized v e h i c l e s  f o r  suppor t i ng  academic research  i n c l u d i n g :  1, 

g r a n t - i n - a i d ,  2, g r a n t ,  3, c o n t r a c t ,  4, f e l l o w s h i p ,  and 5, s c h o l a r s h i p .  

The n a t u r e  o f  these ins t rumen ts  has been desc r ibed  c a r e f u l l y  i n  a 

p rev ious  work'but some rev iew  o f  t h e  c h a r a c t e r i s t i c s  o f  d i f f e r e n t  

g ran t - t ypes  w i l l  be p r o v i d e d  subsequent ly .  Th i s  paper desc r ibes  

methods f o r  t h e  procurement and e x e c u t i o n  o f  g ran ts  and c o n t r a c t s  

sponsored by t h e  pharmaceut ica l  i n d u s t r y .  It i s  hoped t h a t  u s e f u l  

i n f o r m a t i o n  may thus be p rov ided  f o r  nov i ce  pharmacy f a c u l t y .  Fo r  

t h e  exper ienced researcher ,  some new perspec t i ves  may be  gleaned. 

I n  t h e  l a t e r  s e c t i o n s  o f  t h i s  paper ,  a d e s c r i p t i o n  i s  g i v e n  o f  t h e  

advantages and p o t e n t i a l  p i t f a l l s  o f  i n d u s t r i a l l y  sponsored research.  

One m igh t  ask -- why i n d u s t r i a l l y  sponsored research?  R h e t o r i -  

c a l l y ,  i t  migh t  be added -- we have r e c e n t l y  been do ing  ve ry  n i c e l y  

w i t h  g r a n t s  f rom t h e  NIH and NSF3! 

and p o l i t i c a l  c l i m a t e  i n  t h e  U n i t e d  S ta tes ,  however, i t  i s  s a f e  t o  

assume t h a t  f e d e r a l l y  sponsored research  w i l l  become more d i f f i c u l t  

t o  o b t a i n  i n  t h e  e i g h t i e s .  

Most r e c e n t l y ,  c l e a r  ev idence has appeared i n d i c a t i n g  a s t i f f e n i n g  o f  

compe t i t i on  f o r  f e d e r a l  h e a l t h  research  d o l l a r s ' .  

exacerbated by a s i g n i f i c a n t  growth throughout  t h e  seven t ies  i n  t h e  

number o f  s c i e n t i s t s  who a r e  now a p p l y i n g  f o r  f e d e r a l  grants ' " .  

seems c l e a r  t h a t  g r e a t e r  s t a b i l i t y  w i l l  be achieved i n  research  

e f f o r t s  i n  c o l l e g e s  o f  pharmacy th rough  a d i v e r s i f i c a t i o n  i n  sources 

o f  suppor t .  W i th  good judgement, t h i s  broadening o f  scope may c o i n -  

c i d e n t l y  e n r i c h  programs. 

Given t h e  c u r r e n t  f i n a n c i a l  

Recent f u n d i n g  t r e n d s  suppor t  t h i s  n o t i o n 4 .  

Th is  s i t u a t i o n  i s  

I t  

SECURING INDUSTRIAL SUPPORT 

The procurement o f  i n d u s t r i a l  suppor t  f o r  research  i s  somewhat 

I n  genera l ,  t h e r e  a r e  no c l e a r - c u t  gu ides t o  t h e  shrouded i n  myth. 
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INDUSTRIAL SUPPORT OF RESEARCH 113 

process. 

feedback on funding s o l i c i t a t i o n s ;  thus,  mis takes can go unco r rec ted .  

A v a r i e t y  of approaches f o r  t app ing  i n d u s t r i a l  suppor t  a r e  o f f e r e d  

below. These suggest ions a r e  d i s t i l l e d  f rom t h e  mixed exper iences 

o f  t h e  au tho r  and a number o f  h i s  co l l eagues  ove r  t h e  p a s t  t e n  yea rs .  

A d d i t i o n a l  thoughts on t h i s  s u b j e c t  were a l s o  r e c e n t l y  p rov ided  by 

S i m o n e l l i  and Amann7. Be fo re  c o n s i d e r i n g  appraoches, however, a l i s t i n g  

o f  some o f  t h e  reasons why i n d u s t r y  sponsors academical ly -based research  

i s  i n s t r u c t i v e .  

t ask .  Second, t h e  c u r r e n t  in-house manpower supp ly  may be i n s u f f i c i e n t  

t o  t a c k l e  a p a r t i c u l a r  p r o j e c t .  

o r  i s o l a t e d  a new and p romis ing  d rug  cand ida te  t h a t  t h e  company would l i k e  

t o  develop. A l t e r n a t i v e l y ,  a new dev ice  o r  process may have been dev ised.  

L a s t l y ,  budget o r  f und ing  s i t u a t i o n s  may a r i s e  where a f i r m  i s  i n  a good 

p o s i t i o n  t o  suppor t  academic a c t i v i t i e s .  

ventures o f  t h e  Smi th -K l i ne  Corpo ra t i on  p r o v i d e  an example; one t h a t  was 

p robab ly  i n s t i g a t e d  i n  p a r t  by t h e  t h e r a p e u t i c  success o f  t h e  company's 

brand o f  c i m e t i d i n e .  

Fur thermore,  p r i v a t e  i n d u s t r y  i s  n o t  compelled t o  p r o v i d e  

F i r s t ,  a f i r m  may l a c k  adequate e x p e r t i s e  f o r  a g i v e n  

T h i r d ,  a f a c u l t y  member may have syn thes i zed  

The r e c e n t l y  expanded p h i l a n t h r o p i c  

Approaches t o  I n d u s t r y  

There a r e  no f o o l p r o o f  methods f o r  approaching i n d u s t r i a l  f i r m s  

A v a r i e t y  of s t r a t e g i e s  a r e  a v a i l a b l e  and one f o r  research  suppor t .  

o r  more may be u s e f u l  i n  a g i v e n  ins tance .  

s i t u a t i o n  occurs when t h e  researcher  has a good i d e a  f o r  a p r o j e c t  

b u t  knows no one i n  t h e  pharmaceut ica l  i n d u s t r y  who may gu ide  h im/her  

t o  a p o t e n t i a l  source o f  f und ing .  The i n d i v i d u a l  i s  i n  t h e  p o s i t i o n  

o f  hav ing  t o  dev i se  u n s o l i c i t e d  ( w i t h  r e s p e c t  t o  t h e  i n d u s t r i a l  f i r m )  

i n q u i r i e s .  

should c o n t a i n  t h e  f o l l o w i n g  elements : '7 

The most " p r i m a t i v e "  

These a r e  i n i t i a l l y  developed i n  t h e  fo rm o f  a l e t t e r  which 

1. A b r i e f  d e s c r i p t i o n  o f  what and why something i s  t o  be done. 

Th is  shou ld  address some problem t h a t  c u r r e n t l y  e x i s t s  (g.9. 
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114 SMITH 

2. 

3 .  

4. 

5.  

6. 

extend c la ims  o f  a p r e s e n t l y  marketed d r u g  product ;  p r o v i d e  

a new source o r  r o u t e  t o  a v a l u a b l e  d rug  syn thon) .  

Who w i l l  do t h e  work and why t h i s  person(s)  i s  unusua l l y  

q u a l i f i e d  t o  pe r fo rm t h e  needed research.  ( A  c u r r i c u l u m  

v i t a e  shou ld  a l s o  be i n c l u d e d  i n  t h e  m a i l i n g ) .  

An e s t i m a t e  o f  how much t i m e  w i l l  be r e q u i r e d  f o r  t h e  

p r o j e c t  and how much i t  w i l l  cos t .  

F a c i l i t i e s  and equipment needed t o  pe r fo rm t h e  s tudy  and 

i f  these a r e  a v a i l a b l e  t o  t h e  i n v e s t i g a t o r .  

A b e s t  assessment o f  t h e  p r o f i t  p o t e n t i a l  o f  t h e  s tudy .  

The ques t i on  shou ld  be posed -- Can a f u l l  proposal  be 

submi t ted? 

P o t e n t i a l  sources o f  suppor t  shou ld  be based on t h e  apparent  

i n t e r e s t s  (p roduc t  l i n e s )  o f  f i r m s .  

be d i r e c t e d  t o  a s c i e n t i s t  o r  a d m i n i s t r a t o r  who i s  i n  charge o f  an appro- 

p r i a t e  d i v i s i o n  w i t h i n  a company. 

gleaned f rom s e n i o r  au tho rs  o f  papers o f  r e l a t e d  i n t e r e s t  o r  t h rough  

one o r  two j u d i c i o u s l y  p laced  phone c a l l s .  

f i r m  may reques t  a f u l l  p roposa l .  

a t  t h i s  s tage o r  f o l l o w i n g  e v a l u a t i o n  o f  t h e  p roposa l  i s  u s u a l l y  f i n a l  

and a d d i t i o n a l  f o l l ow-ups  a r e  f u t i l e .  

A s u i t a b l y  prepared i n q u i r y  shou ld  

Names o f  l o g i c a l  i n d i v i d u a l s  may be 

A response by t h e  i n d u s t r i a l  

C l e a r  ev idence o f  a l a c k  o f  i n t e r e s t  

Seeking g r a n t  and c o n t r a c t  suppor t  i s  s i m i l a r  t o  a bus iness venture.  

Consequently, t h e r e  i s  no s u b s t i t u t e  f o r  personal  con tac ts  wi th  i n d i v i -  

dua ls  who m i g h t  subsequent ly  gu ide  or e x p e d i t e  t h e  rev iew  o f  a proposal .  

Personal  i n t e r a c t i o n s  can be made a t  s c i e n t i f i c  o r  p r o f e s s i o n a l  meet ings,  

o r  t h rough  former s tuden ts  who may be employed i n  a given. f i r m .  

S i m o n e l l i 6  suggests t h a t  p r e l i m i n a r y  con tac ts  be capped by an o f f e r  t o  

p resen t  a seminar a t  a company which may have p o t e n t i a l  i n t e r e s t  i n  a 

g i ven  i n d i v i d u a l ' s  f i e l d  o f  s tudy.  Colleagues o r  f r i e n d s  employed by 

a p a r t i c u l a r  company a r e  o f t e n  knowledgeable about  i n d i v i d u a l s  who a r e  
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INDUSTRIAL SUPPORT OF RESEARCH 115 

dec is ion  makers on outside funding. 

The best en t r y  i n t o  a f i rm ,  o f  course, i s  through former consu l t ing  

arrangements. 

sh ip  w i t h  a given firm and the consul tant  w i l l  f requent ly  be a f i r s t  

choice f o r  outs ide cont rac t  work. 

Leads o f  t h i s  type are  inva luab le .  

A consul tant  o f ten  develops a h i g h l y  regarded r e l a t i o n -  

Approaches t o  indus t r ia l l y -sponsored research can be f a c i l i t a t e d  

Such a u n i t  w i l l  be mission- through a research center o r  i n s t i t u t e .  

o r ien ted  and work through c ross-d isc ip l inary  s t ra teg ies .  I t  may be as 

fo rmal ly  organized as our Drua Dynamics I n s t i t u t e  a t  t he  Un ive rs i t y  o f  

Texas a t  Aus t in  o r  i n fo rma l l y  cons t i t u ted  such as the  B i o a v a i l a b i l i t y  

Group Studies u n i t  a t  the  Un ive rs i t y  o f  Georgia. 

a management s t ruc tu re  t h a t  can formulate teams o f  i nd i v idua ls  from 

d i f f e r e n t  d i s c i p l i n e s  who are w i l l i n g  t o  work on mutual ly agreeable 

ob jec t ives .  

What i s  important i s  

Occasionally, a f i r m  may take the  i n i t i a t i v e  t o  contact  an i n d i v i d -  

ual  o r  i n s t i t u t e  regarding the  p o s s i b i l i t y  o f  con t rac t  work. These 

encounters may lead t o  f r u i t f u l  resu l t s ,  however, the  reader should 

be aware o f  one caveat. 

f o r  a p a r t i c u l a r  job .  

provide ideas f o r  others who may u l t i m a t e l y  complete the job .  

judgement i s  necessary t o  discern s incere i n t e n t .  

i nves t i ga to r  should be p a r t i c u l a r l y  wary o f  requests made by t h i r d -  

par ty  groups who are os tens ib ly  s o l i c i t i n g  in fo rmat ion  f o r  an unnamed 

i n d u s t r i  a1 f i r m .  

I n d u s t r i a l  f i rms may be merely seeking quotes 

Worse, a request t o  develop a proposal may 

Good 

I n  t h i s  regard, t he  

Formulating Industrial-Academic Agreements 

There are  several types o f  g ran t  and cont rac t  arrangements t h a t  

can be formulated between the academic i n s t i t u t i o n  and i n d u s t r i a l  f i r m .  

A f ree  g i f t ’  o r  g ran t - in -a id6  provides d i sc re t i ona ry  monies and imp l ies  

no s t r i c t  accoun tab i l i t y .  Un ive rs i t i es  genera l l y  designate a f r e e  g i f t  
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116 SMITH 

as a sum of money for  which no specif ic  objective and formal reports 

to  the donor are required. 

ra ise  and will rarely provide the kind of funding t o  completely under- 

gird a program or department. 

Free g i f t s  represent the hardest money t o  

Grants can be defined as more or less f lexible  instruments t h a t  

a sponsor uses t o  stimulate or fund an area of research. 

of the research i s  generally defined by the researcher and i s  most 

often for  more fundamental-type research effor ts .  

research contract i s  an agreement t o  perform a relatively carefully 

defined task. 

will often be based on a relatively rigid protocol developed by o r  with 

the sponsoring firm. Furthermore, i t  will generally involve more 

"applied-types" of research effor ts .  Special contract work for  

specific measurements (2.g. dissolution profiles of solid dosage forms) 

o r  testing (2.g. validation of analytical methodology) are service- 

intensive ac t iv i t ies  that  may or may n o t  compliment a college's program 

objectives (vide infra) .  

The "scope" 

In contrast, a 

A contract, particularly for clinically-based research, 

Industrially sponsored fellowships can provide support for  graduate 

students or postdoctoral fellows. These are most beneficial i f  they 

are established on a f ree-gif t  basis. 

maximized because graduate students can be supported on a t a x  f ree  

basis; postdoctoral researchers with no formal employer-employee 

relationships are able to  deduct $300 per m o n t h  from federal income 

t a x  l i ab i l i ty ' .  Predoctoral fellowship programs can also be arranged 

t o  provide for  summer industrial internship experiences which include 

work in several different  areas of a company. 

experiences t h a t  are well received by students. 

The value of these awards i s  

These are enriching 

A major consideration in formulating funding agreements with 

companies are publication rights. 

t o  the industrial firm. On the other hand ,  i t  i s  of crucial importance 

This issue i s  of varying importance 
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INDUSTRIAL SUPPORT OF RESEARCH 117 

t o  t h e  i n v e s t i g a t o r  and h i s  o r  h e r  u n i v e r s i t y .  

i n v e s t i g a t o r  shou ld  be wary o f  secrecy c lauses i n  c o n f i d e n t i a l i t y  

agreements o r  o t h e r  c o n t r a c t s .  

have v e t o  power ove r  p u b l i c a t i o n .  

manuscr ip ts  by t h e  i n d u s t r i a l  sponsor i s  u s u a l l y  an accep tab le  p r a c t i c e .  

I n  c e r t a i n  i ns tances ,  an i n d u s t r i a l  s c i e n t i s t  connected w i t h  a 

Most i m p o r t a n t l y ,  t h e  

Fur thermore,  t h e  company shou ld  n o t  

A l t e r n a t i v e l y ,  p r i o r  r e v i e w  o f  

g r a n t  o r  c o n t r a c t  may make meaningfu l  c o n t r i b u t i o n s  d u r i n g  t h e  cou rse  

o f  t h e  work. 

and researchers  shou ld  be s e n s i t i z e d  t o  t h i s  p o s s i b i l i t y .  O f  course,  

i t  i s  i m p o r t a n t  t o  p r o p e r l y  acknowledge a sponsor ’s  suppor t  i n  p u b l i -  

c a t i o n s  r e s u l t i n g  f rom funded work. 

Co-authorsh ip o f  manuscr ip ts  may be q u i t e  a p p r o p r i a t e  

Research p r o j e c t s  t h a t  c o u l d  l e a d  t o  a p a t e n t a b l e  drug, dev i ce ,  

o r  process w i l l  r e q u i r e  a formal  agreement between t h e  sponsor ing f i r m  

and t h e  U n i v e r s i t y .  W r i t t e n  documentat ion must be developed t h a t  o u t -  

l i n e s  e x c l u s i v e  l i c e n s e  o p t i o n s  by t h e  i n d u s t r i a l  p a r t n e r .  These 

agreements may i n c l u d e  p r o v i s i o n  f o r  payment t o  t h e  u n i v e r s i t y  and 

i n v e s t i g a t o r  and must  be approved by t h e  u n i v e r s i t y ’ s  l e g a l  s t a f f .  

Most academic i n s t i t u t i o n s  have p a t e n t  committees, t h e  chairmen o f  

which a r e  good sources o f  i n f o r m a t i o n  i n  these m a t t e r s .  

C e r t a i n  sponsored p r o j e c t s  may y i e l d  r e s u l t s  t h a t  may u l t i m a t e l y  

I n  these  become p a r t  o f  a manu fac tu re r ’ s  New Drug A p p l i c a t i o n  (NDA). 

i ns tances ,  s t r i c t  adherence t o  f e d e r a l  r e g u l a t i o n s  w i l l  be r e q u i r e d .  

For  example, animal t o x i c i t y  s t u d i e s  r e q u i r e  compliance w i t h  Good 

Labora to ry  P r a c t i c e s  (GLP’s)’ ;  manufacture of  c l i n i c a l  s u p p l i e s  necess i -  

t a t e  use o f  c u r r e n t  Good Manu fac tu r ing  P r a c t i c e s  (CGMP’S)’~’”;  c l i n i c a l  

s t u d i e s  may c a l l  f o r  a t t e n t i o n  t o  C l i n i c a l  Study Gu ide l i nes ” .  The 

s t i p u l a t i o n s  i n  t h e  GLP’s and GMP’s may a f f e c t  t h e  f e a s i b i l i t y  o f  

c a r r y i n g  o u t  c e r t a i n  types o f  i n d u s t r i a l l y - s p o n s o r e d  p r o j e c t s  and t h e  

researcher  should i n v e s t i g a t e  t h e  impact  of these p o t e n t i a l l y  p ro -  

h i b i t i v e  c o n d i t i o n s  p r i o r  t o  f o r m u l a t i n g  any agreements. 
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Proposal P r e p a r a t i o n  

There i s  no s e t  make-up f o r  p roposa ls  submi t ted  t o  i n d u s t r i a l  f i rms.  

Researchers who a r e  comfo r tab le  w i t h  t h e  NIH-398 fo rma t  may w ish  t o  

u t i l i z e  i t . 

l i s t e d  below. 

For  convenience, t h e  elements o f  such a proposal  a r e  

1. Cover page 

2. 

3. Budget 

4. Shor t  b i o g r a p h i c a l  sketches o f  i n v e s t i g a t o r  

5. Research p l a n  

A b s t r a c t  o r  Summary (key words can be u n d e r l i n e d )  

A )  O b j e c t i v e s  

B) S i g n i f i c a n c e  and background 

C) 

D) Methods o f  procedure 

E)  C o l l a b o r a t i v e  arrangements where a p p r o p r i a t e  

F) 

Progress r e p o r t  o r  p r e l i m i n a r y  s t u d i e s  

Faci  1 i t i e s  a v a i l a b l e  and necessary f o r  p r o j e c t  

S t r a t e g i e s  f o r  p r e p a r i n g  t h e  v a r i o u s  s e c t i o n s  o f  a proposal  have 

been we1 1 d iscussed e l ~ e w h e r e ’ ” ~  however, some p o i n t s  m e r i t  r e i t e r a t i n g .  

F i r s t ,  t h e  a b s t r a c t  o r  summary i s  p o s s i b l y  t h e  most i m p o r t a n t  p a r t  o f  

t h e  proposal  because i t  may be t h e  o n l y  s e c t i o n  r e a d  by some i n d i v i d u a l s  

who can i n f l u e n c e  t h e  d e c i s i o n  t o  fund  a p r o j e c t .  

summary shou ld  be prepared w i t h  g r e a t  ca re  and only a f t e r  t h e  remainder  

o f  t h e  proposal  has been w r i t t e n  so t h a t  a l l  elements can be rep resen ted .  

Second, t h e  proposal  shou ld  be s u c c i n c t ;  t h e r e  i s  no  p l a c e  f o r  excess i ve  

word iness.  

monetary ( p r o f i t )  v a l u e  o f  t h e  proposed research.  

shou ld  r e f l e c t  a f a i r  a p p r a i s a l  o f  t h e  c o s t  o f  a g i v e n  p r o j e c t .  

same t ime,  a supplemental g r a n t - i n - a i d  package m i g h t  be n e g o t i a t e d  t o  

compliment t h e  award f o r  s t r i c t  p r o j e c t - r e l a t e d  c o s t s .  The l e v e l  o f  

g r a n t - i n - a i d  can be made i n v e r s e l y  p r o p o r t i o n a l  t o  t h e  research  D o t e n t i a l  

Consequently, t h e  

T h i r d ,  t h e  s i g n i f i c a n c e  p o r t i o n  shou ld  c l e a r l y  i n d i c a t e  t h e  

F i n a l l y ,  t h e  budget  
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o f  t h e  p lanned study.  

g r a n t - i n - a i d .  I n  t h i s  way, g r a n t - i n - a i d  i s  viewed as a t y p e  o f  ” p r o f i t ”  

-- a concept  t h a t  shou ld  h a r d l y  be f o r e i g n  t o  co l leagues i n  i n d u s t r y ! !  

The more s e r v i c e  work necessary, t h e  more t h e  

IMPLEMENTING INDUSTRIAL 

GRANTS AND CONTRACTS 

Whether one works on i n d u s t r i a l l y - s p o n s o r e d  g r a n t s  o r  c o n t r a c t s ,  

Indeed, t h e  researcher  w i l l  t h e r e  i s  u s u a l l y  a need f o r  expediousness. 

o f t e n  be c o n f r o n t e d  w i t h  a p r o s p e c t i v e  c o n t r a c t o r  who wishes t h a t  a 

g i v e n  p r o j e c t  was done yes te rday ! !  The obv ious a b s u r d i t y  o f  t h i s  

n o t i o n  u n d e r l i n e s  t h e  need f o r  q u i c k  response by t h e  researcher  who 

accepts  t h e  i n d u s t r i a l  g r a n t  o r  c o n t r a c t .  I n  c o n t r a s t ,  u n i v e r s i t i e s  

and c o l l e g e s  t e n d  t o  be p laces  where t h e r e  a r e  e r r a t i c  b u r s t s  o f  a c t i -  

v i t y .  

i n  research  p r o d u c t i v i t y .  

creases; d u r i n g  l e s s  pressured i n t e r v a l s ,  p r o d u c t i v i t y  i nc reases .  

These f a c t s  emphasize t h e  need f o r  a smal l  cadre o f  s t a f f  and/or 

p o s t d o c t o r a l  research  assoc ia tes  who can be b o t h  f l e x i b l e  and c o n t i n u a l l y  

a v a i l a b l e  t o  respond t o  a l t e r e d  needs. 

That  i s ,  s t u d e n t  schedules tend  t o  cause a r o l l e r - c o a s t e r  e f f e c t  

A t  examinat ion o r  r e p o r t  t imes,  o u t p u t  de- 

I t  a l s o  takes a good manager- 

researcher  who can balance t h e  f l u c t u a t i n g  needs o f  a dynamic research  

program’. 

Dur ing  t h e  e x e c u t i o n  o f  i n d u s t r i a l l y - s p o n s o r e d  research,  p a r t i c u l a r  

As n o t e d  emphasis must be p laced  on da ta  c o l l e c t i o n  and r e c o r d  keeping.  

e a r l i e r ,  r e s u l t s  may be ob ta ined  t h a t  w i l l  w i n d  up i n  an NDA a p p l i c a t i o n .  

The v e r a c i t y  o f  t h e  r e s u l t s ,  p r o p e r l y  da ted  and wi tnessed,  may be 

double-checked a t  some f u t u r e  t ime .  Care fu l  o r g a n i z a t i o n  and a t t e n t i o n  

t o  a r c h i v a l  needs w i l l  save embarrassment l a t e r .  

The i n v e s t i g a t o r  pe r fo rm ing  i n d u s t r i a l l y - s u p p o r t e d  work shou ld  

n o t  be s u r p r i s e d  by reques ts  by t h e  sponsor t o  m o n i t o r  c e r t a i n  aspects  

o f  a s tudy .  Th is  i s  e s p e c i a l l y  t r u e  o f  c l i n i c a l  p r o j e c t s  where m o n i t o r s  
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will wish t o  validate the implementation of safeauards for  human subjects. 

Veterinary toxicological studies may prompt inspection of animal holding 

f a c i l i t i e s  and pathological evaluations. Even simple laboratory studies 

may stimulate a v i s i t  by industrial project off icers  to  verify the 

avai labi l i ty  of necessary instrumentation. 

should n o t  be insulted by these ac t iv i t ies .  

that  the sponsor i s  merely protecting his business interests .  

The academic researcher 

He/she should remember 

Reporting mechanisms will vary with the company supporter. How- 

ever, a l l  firms will require final progress reports. Projects las t ing 

a year or more may require quarterly, biannual or yearly reports. 

clear understanding of the reporting expectations should be understood 

during project negotiations. 

A 

Reports are best prepared in the s ty le  of papers prepared for  

publication. Again, the abstract will be most important! Standardized 

forms may be proposed for  the reporting of certain types of d a t a  (g .2 .  

blood level data - pharmacokinetic s tudies) .  The investigator should 

be sure to  check on the company's need so t h a t  forms can be adopted 

early in  a study thus avoiding transcription ac t iv i t ies .  

of the university's investigational review board (IRE; protection of 

human subjects in research) will have t o  be documented before studies 

are commenced. 

for  continuity in funding since transmittal of portions of an award are 

often t ied t o  the reporting cycle. 

s i rable  in reporting and funding ac t iv i t ies  associated with industrially- 

supported projects. 

Also, actions 

Timely and effect ive research reports are very important 

A "business-like" approach i s  de- 

IMPORTANT CHARACTERISTICS OF 

INDUSTRIALLY SPONSORED RESEARCH 

There are some important advantages t o  industrially-sponsored re- 

search. These have been alluded t o  ear l ie r  and are primarily: 1 ,  less 
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paperwork, 2 ,  the avai labi l i ty  of (discretionary) grant-in-aid funds, 

and 3 ,  unusually beneficial fellowship support for  graduate and pos t -  

doctoral students. Additionally, recipients of industrial grants are 

often permitted t o  tap corporate resources. 

equipment, pharmacological testing and/or screening procedures, unusual 

physical f a c i l i t i e s  (g.g. f ie ld  s ta t ions,  large animal laborator ies) ,  

and counsel from "in-house" sc ien t i s t s .  Furthermore "real-world" 

problems are confronted (see quote before introductory paragraph) t h a t  

are a source of inspiration t o  faculty and students. For students, a 

sense of professionalism i s  experienced; a chance t o  practice some of 

the unusual facets of the profession of pharmacy i s  realized. 

currently, students are provided relevant training s i tuat ions.  

th i s  regard, i t  i s  important to  reemphasize the service component of 

many industrially-sponsored grants and contracts. Service per se  i s  

not bad considering i t s  u t i l i t y  in training ac t iv i t ies ,  however, the 

professorial researcher must continually guard aqainst becoming bogged 

down in service obligations. 

th i s  with respect t o  the scholarly development of clinical f a c ~ l t y ' ~ .  

Included here are specialized 

Con- 

I n  

The author has previously discussed 

An additional point should be made abou t  exclusive service ac t iv i t ies .  

A researcher and indeed a laboratory or ins t i tu te  can gain a reputation 

for  doing principally service-type work. 

se l f - fu l f i l l ing  prophesy as more and more contractors approach the unit 

or individual with enticing offers. 

can be so strong as to  compromise a commitment t o  fundamental research. 

Moderation i s  the key; a constant s t r iving for  a mix of support i s  

paramount. By blending federal, industr ia l ,  and other private sources 

of s ~ p p o r t ' , ~  one can strengthen the foundation of most college of 

pharmacy research programs. 

This, in t u r n ,  can become a 

The lure of "bankrolling resources" 
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SUMMARY AND CONCLUSIONS 

The procurement and execu t ion  o f  g ran ts  and c o n t r a c t s  f rom t h e  

pharmaceut ica l  i n d u s t r y  have been d iscussed.  A t t e n t i o n  i s  focused 

on approaches t o  i n d u s t r i a l  sponsors, f o r m u l a t i n g  agreements, proposal  

p repara t i on ,  and e f f i c i e n c y  measures as w e l l  as caveats  d u r i n g  implement- 

a t i o n  o f  p r o j e c t s .  

sponsored research a r e  descr ibed.  

i n d u s t r i a l  and o t h e r  p r i va te l y -sponsored  research  i s  recommended f o r  

enr ichment  o f  research  programs i n  c o l l e g e s  o f  pharmacy. 

Advantages and p o t e n t i a l  p i t f a l l s  o f  i n d u s t r i a l l y -  

A j u d i c i o u s  balance o f  f e d e r a l ,  
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