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Book targets IRB delays in medical research; 
proposes a more humane paradigm
JOSEPH H. FRIEDMAN, MD

The central theme of this book is that 
no one speaks for the unidentified people 
who were harmed or died as a result of 
IRB-induced delays in medical research. 
We think of IRBs as protectors of research 
subjects, and history has shown that they 
are sorely needed. No reasonable person 
objects to ethical oversight. 
What may not be apparent to 
those who have never dealt 
with IRBs is the unfortunate 
transformation they have 
undergone from their early 
days in the 1970s to their 
current state where, at least according to 
research studies cited in this book, even 
the research subjects themselves regard 
their informed consent documents as 
legal insulation for the researchers and 

their institutions, not as safeguards for 
themselves. 

The book is a highly informed and 
well-reasoned appeal for a return to the 
basic ethical principles on which IRBs 
were founded: respect for persons, benef-
icence, and justice. The author makes 

the extremely important and overlooked 
observation that those who review for 
IRBs are forced to wear blinders, focus-
ing on the potential subjects in a partic-
ular study, ignoring the larger picture of 
what benefits the research might bring. 
Dr. Whitney points out the injustices 
done when an IRB halts a study for mi-
nor reasons, causing delays and cost over-
runs that may lead to unnecessary deaths 
in people who are not subjects. How 
does this happen? A study performed to  
determine if intervention A is better than 
intervention B, in a disorder where both 
interventions are used widely, where the 
absence of data means that decisions are 
based on beliefs (ie, biases) rather than 
evidence, is delayed. Thus, the outcome, 
that one treatment lowers mortality 
significantly is delayed in changing the  
standard of care.

Resultant morbidity and mortality
The author supplies examples of this in 
major trials resulting in large numbers 
of increased deaths from heart attacks in 
women and men. An example is provided 
where a study to determine the safe oxy-
gen level for treating severely premature 
infants at a time when some experts used 
higher levels than others was forced to 
use a cumbersome consent process that 
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delayed the study for two years. This delay 
robbed neonatologists of knowledge they 
needed to care for the 200,000 very pre-
mature infants born during that wasted 
time. In addition, federal officials assert-
ed that the consent form should empha-
size the risk of blindness or death from 
study participation, without also noting 
that not participating in the study also 
posed a risk of death and blindness. This 
led parents to the false belief that study 
participation had harmed their children. 
He states that, “there is a second princi-
ple that the field is largely blind to: the 
imperative to help others, which includes 
doing research that relieves suffering 
and saves lives.” He quotes sociologist 
Carol Heimer, “the biggest ethical lapse 
in American regulation of human sub-
jects’ research is the death and suffering 
that has resulted from slowing the pace  
and altering the focus of research and 
squandering research funds.” Dr. Whitney 
speaks for this unknown multitude, who 
far outnumber the people in the actual  
research studies. 

Dilemmas surrounding  
informed consent
He provides a compelling history of the 
need for institutional oversight of re-
search studies. Most readers are famil-
iar with the Tuskegee syphilis study in 
the U.S., but this abomination was not 
unique. Similar studies abounded in the  
U.S., and most likely in other countries. 
Doctors, like all people, are the same the 
world over. It’s not just Nazis who per-
formed unethical experiments. He re- 
views the progressive requirements need-
ed to obtain IRB approval for an informed 
consent document, so that descriptions 
that formerly required a paragraph, now 
occupy several pages. Studies of research 

subjects’ opinions found that the sub-
jects believed the consent was created 
to protect the doctor, not themselves,  
the subjects. 

One of the areas that was not covered  
in this book was the informed consent 
for American studies performed in re-
source-poor countries. I learned of this is-
sue from HIV researchers in Sub-Saharan  
Africa. An informed consent in the U.S. 
must be written to be understood at the 
6th grade level, but in parts of the world 
where illiteracy is high, how does one 
discuss the risk of low white blood cell 
counts in people who don’t know what 
blood cells are? I heard discussions of this 
many years ago, where major universities 
had 12-page, single-spaced informed con-
sents for people to sign who were unfa-
miliar with the terms and couldn’t read. 
How can consent be informed when the 
concept of “informed” may be so differ-
ent between the research organization 
and the subject?

Independent oversight needed
The basic problem, according to Dr. 
Whitney, is that the federal agencies not 
only set the rules, but administer them, 
without independent oversight. An ad-
verse ruling from the Office of Human 
Research Protection (OHRP) will not 
only halt a project but might halt all 
projects administered by whatever IRB 
was found to be at fault. This happened 
at Johns Hopkins in one example cited 
in the book. For a major medical center, 
this could mean hundreds of millions of 
dollars lost, in addition to time and re-
search data that may become useless due 
to delays. 

How to reform this runaway train? Dr. 
Whitney proposes a new federal oversight 
system that protects patients and loosens 

restrictions on investigators. He argues 
the OHRP should be limited in its police 
powers, and calls for a conceptual change 
that risk not be considered “the enemy” 
but a set of challenges that must also fac-
tor in the importance of the research out-
come, and the “risk” to non-participants 
by delays in medical advances. He sug-
gests that instead of American protocols 
stating that if the research intervention 
causes harm the institution is not respon-
sible and you’re on your own, insurance 
should be provided to cover unexpected 
research-related injuries as is done in 
most countries. The requirements for 
consent should be modified, so that no-
risk research need not require consent 
and that each institution develop its own 
guidelines meeting federal directives that 
are more general than they currently are. 

If you’re interested in clinical research, 
read this book! It is not a diatribe against 
IRBs. It’s a call to action to make them 
more humane. It is highly readable and 
persuasive. v

Author
Joseph H. Friedman, MD, is Stanley  

Aronson Chair in Neurodegenerative  

Disorders and Professor, Department of 

Neurology at the Alpert Medical School  

of Brown University; Director of Butler 

Hospital’s Movement Disorders Program.   

Correspondence
joseph_friedman@brown.edu

BOOK REVIEW

56M A R C H  2 0 2 3   R H O D E  I S L A N D  M E D I C A L  J O U R N A L   R I M J  A R C H I V E S  |  M A R C H  I S S U E  W E B P A G E  |  R I M S

mailto:Joseph_friedman%40brown.edu?subject=
http://rimed.org/rimedicaljournal-archives.asp
http://www.rimed.org/rimedicaljournal-2023-03.asp
https://www.rimedicalsociety.org

	COVER
	CONTENTS-Cases
	CONTENTS–Contributions
	CONTENTS-Features
	CONTENTS–News/People/Obituaries
	CASE-Ollila
	CASE-Jenkins
	CASE-Brennan
	IMAGES-Hadfield
	VIDEO-Friedman
	CONTRIBUTION-Finke
	CONTRIBUTION-Paiva
	RESEARCH REPORT-Stewart
	RESEARCH REPORT-Chambers
	RESEARCH LETTER-Kim
	RESEARCH BRIEF-Polnaszek
	HEALTH-Jackson
	HEALTH–Vital Statistics
	COMMENTARY-Korr
	PERSPECTIVE-Friedman
	BOOK REVIEW-Friedman
	READ EVERYWHERE
	RIMS NEWS
	NEWS
	PEOPLE/PLACES
	OBITUARIES

