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Overview of Presentation 

• Political & Economic Context of Clinical 
Trials 

• Research Methods 
• Conducting Clinical Trials 
▫  Investigators and Coordinators 

• Participating in Clinical Trials 
▫ Structural Coercion of Subjects 

• Thoughts on post-trial access 



“Privatization” of Clinical Trials 

• Locus of pharmaceutical studies 
▫  Before 1990, 80% done at universities 
▫  By 2005, only 25% continued to be 

conducted at universities 
▫ U.S. is site of 75% of all clinical trials 

worldwide (60,000 per year) 



“Privatization” of Clinical Trials 
•  Locus of pharmaceutical studies 
▫  U.S. as major recruiter in “global clinical trials” 



“Privatization” of Clinical Trials 
•  Locus of pharmaceutical studies 
▫  Before 1990, 80% done at universities 
▫  By 2005, only 25% continued to be conducted at 

 universities 
▫  U.S. is site of 75% of all clinical trials worldwide 

• Logistics of clinical trials 
▫  “Ready-to-Recruit” patient populations 
  Ex.: Midwestern U.S. 

• Shift in R&D 
▫  “Me-Too” Drugs 



Research Problems 

• New relationships among clinicians and 
patients 

• New ethical concerns 
• Different configurations of power 

• (Manifestation in the clinic of the larger 
political and economic context) 



Research Methods 

• Qualitative Methods – Southwestern U.S. 
▫  Interviews with physician investigators, 

clinical research coordinators, other 
administrators and staff, and human subject 
volunteers (N = 63) 
▫ Participant-observation at investigative sites 

(clinics), informed consent visits, and 
industry conferences 



Argument 

• Pharmaceutical studies are supported 
by two healthcare problems in U.S. 
▫ Physicians’ diminishing incomes 
▫ Patients’ decreasing access to healthcare 

• Thus, we must attend to the social and 
economic inequalities rooted in the 
research enterprise. 



“Contract Research” 

• New medical specialty? 
▫  Training 

•  Practitioners vs. Scientists 
▫  Take-it-or-leave-it opportunities 

•  Patient populations 
•  Types of studies 





Conducting Clinical Trials 
• Principal investigators 
▫  “Entrepreneurial agents” 
 Entrepreneurialism as response to political 

economy of health care in U.S. 
▫  “Pharmaceutical emissaries” 
 Emissarial role as result of diminished 

authority over clinical decision-making 



Physician Investigators 

• “Entrepreneurial agents” 
▫ Revenue Stream / Alternative to 

managed care 

▫ Reduced Malpractice Risk 
▫ Prestige / Symbolic Capital  
▫ Service to Underserved Populations 



Physician Investigators 

•  “Entrepreneurial agents” – revenue 
▫  “As doctors, we’re continuously being crunched by 

Washington and insurance companies.  We’re paid 
less and less for the work that we do.  In fact, we’re 
paid about 50% of what we made 20 years ago. It’s 
pretty, pretty abhorrent.  So if you look at any simple 
graph, the cost of running an office is going up, and 
revenues are going down.  It’s not a good trend.  So 
one of the ways that we have to try to offset 
that is to find an alternative source of 
revenue; getting into research was a way to 
do that.” (Physician Investigator) 



Physician Investigators 

•  “Entrepreneurial agents” – revenue 
▫  “It seems to be a very money driven industry.  No 

one is [working in it] because that’s what they 
wanted to be when they were little kids.  
Everybody’s sort of in it for the money… It’s a 
profitable industry.  [Doctors] want to do the 
research because it’s profitable.  They don’t want to 
spend the time to do it, and right now, the way the 
industry’s set up, they can do that.  They can hire a 
nurse and a couple coordinators to essentially run 
98% of the study for them, make them a lot of 
money, and they do minimal 
work.” (Administrator) 



Physician Investigators 
•  “Entrepreneurial agents” – malpractice risk 
▫  “[Contract] research… is less stressful on the physician in 

terms of most of the time you’re not dealing with 
managing illness… I think with research our expectations 
are a lot clearer because as long as we pay attention to 
the safety of the participants, informing them of 
everything we know about that is pertinent to the study 
that they should know, following the protocol which has 
been reviewed by the client [pharmaceutical company] 
and an institutional review board. As long as we focus on 
those things and we do well, we [physicians] probably 
will be ok. Not that we can’t get sued or have problems 
with our medical board, but our expectations are at least 
clear. (Physician Investigator) 



Physician Investigators 

• “Entrepreneurial agents” 
▫ Revenue Stream / Alternative to managed 

care 

▫ Reduced Malpractice Risk 
▫ Prestige / Symbolic Capital  
▫ Service to Underserved Populations 



Physician Investigators 
•  “Pharmaceutical emissaries” 
▫  Take-it-or-Leave-it Opportunities 
  “You know, we really don’t have a lot of leeway in the 

scientific department.  I mean if somebody says we 
have this really great drug that works for blood 
pressure, I have no idea how this damn thing works!  
But I’m still going to go down the hall and do 
physicals and check blood pressures and sign off 
adverse events and stuff like that… I have no idea 
about science!  Whether that’s good or bad or 
indifferent.  That’s why we’re doing the research, and 
I figure someone’s putting several million dollars, or 
$20 million into doing this study, so they must 
believe in what they’re doing.” (Physician Investigator) 



Physician Investigators 
•  “Pharmaceutical emissaries” 
▫  Narrow clinical involvement 
  “In their clinical practice, they treat patients. They 

take an illness, diagnose it, and attempt to make it 
better. In clinical research, that is not our primary 
objective. We take somebody who has a diagnosis, 
and we put them in a clinical study, and we watch 
them as our primary goal. We collect data about how 
well a possible treatment is working, but we also 
have patients that are on placebo. So our primary 
objective in clinical research is to safeguard the 
patients while collecting data.” (Administrator) 



Conducting Clinical Trials 

Investigators 
•  96% hold MDs 
•  77% are between ages of 

41-60 (8% are under 40) 
•  82% are men 
•  92% are Caucasian 
•  50% have certification in 

internal medicine 
•  63% have one year or 

less experience as 
investigators 

Research Coordinators 
•  60% hold nursing degrees 
•  90% are women 
•  88% are Caucasian 
•  85% have two or more 

years experience as 
coordinators 

•  54% have five or more 
years experience as 
coordinators 

Sources: NIH & CenterWatch 



Participating in Clinical Trials 

• Human Subject Volunteers 
▫  Phase I (safety studies) 
  Source of Income 

▫  Phase II-IV (efficacy studies) 
  Source of income 
 Hope for a “magic bullet” 
 Access to healthcare  
 Desire to please physician 

 Higher “quality” care 



Participating in Clinical Trials 

• Participation is gendered, raced, and 
classed 
▫  Phase I research: low-income minority men 

▫  Phase II - IV research: white, middle-class women 
and particularly the uninsured 



Structural Coercion of Subjects 

• Issues 
▫ Poverty 
▫ Trust in providers 
▫ Lack of health insurance 

• Impotency of informed consent 



Structural Coercion of Subjects 

•  Trust in providers 
▫  “I had a recurrence of my lymphatic cancer, and so the 

doctor at [hospital] offered me this clinical trial.  And I 
believe that she is outstanding in her field and that the 
study was probably my best chance for maybe getting 
some kind of remission… But I had a lot of faith in her 
ability to know where I was at and what would be best 
for me.  So I leaped at it when she suggested it.  My 
confidence was in my doctor…  She’s someone who is 
truly on top of her field, and not just someone looking 
for accolades or monetary rewards, so I have enough 
confidence in her to feel that she’s in it because she 
cares.” (Trial Participant) 



Structural Coercion of Subjects 
•  Lack of health insurance 
▫  “I saw an ad that had to do with insomnia. I didn’t 

have medical insurance at the time, so it’s not like I 
could go see a doctor because it really wasn’t cost 
effective with prescription drugs and things like 
that. And I figured, well, the drug’s not proven yet, 
but I just rolled the dice, and the study was great… I 
had never thought about clinical trials [before 
seeing the ad]… I didn’t have insurance, so I didn’t 
really have any other avenues or at least not that I 
could think of… [At the end of the study] they did 
write me a prescription for a sleep medication, but I 
didn’t have insurance, so I had no way of getting 
it.” (Trial Participant) 



Structural Coercion of Subjects 
•  Lack of health insurance 
▫  “You know, I can’t afford Kaletra and Fortovase! I 

can’t afford these drugs, so clinical trials help with 
that a lot. I know that’s why a lot of us do these 
studies. Unfortunately, it just is.” (Trial Participant) 

▫  Example of out-of-state participant 



Structural Coercion of Subjects 
•  Lack of health insurance 
▫  “[The study] was just scheduled for six months 

when I first started. Before I got into the next leg 
of it, I was talking to the gal [research coordinator] 
and said, “Gee, I’m going to hate giving these pills 
up because [before I had them], I really wet my 
pants, I mean, down my leg and in my shoe, and it 
is embarrassing!” She said, “Oh, you don’t have to 
worry about that for a while. I was just getting 
ready to tell you that study’s been extended. So I 
guess you want to go on?” And I said, “Yes!”… It 
really is a blessing to have it.” (Trial Participant) 



Structural Coercion of Subjects 
•  Impotency of informed consent 
▫  “A lot of patients will say, ‘I don’t care what the 

consent form says I just I want to do the study.’  
They will read the informed consent while we sit 
there with them – and don’t forget: when you read 
an informed consent, it gives you worse-case 
scenario, it gives you the real bad things that could 
possibly happen… we can have a drug that could 
cause coma, death.  Death! Death! Number one 
problem.  They don’t care.  They’ll say, ‘I’m going to 
try it.  I am going to try it.’” (Research Coordinator) 



Conclusion 
• Expansion of ethics discussions to include specific 

context(s) of research 
▫  Both for investigators and participants 

• Unfairness issue 
▫  Access to marketed products not always possible 
▫  Pharma as one of most profitable industries 

•  Link clinical trial participation with broader issues 
in healthcare 
▫  Shift focus from justice to (in)equality  
▫  If pharma is going to enroll un(der)insured as a 

recruitment strategy, post-trial access looks like a 
reasonable “demand” in exchange for access to a 
valuable population. 


