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Today there is global competition for corporate and private
research funding. The best students, residents and research faculty are
sought after and have choices. Some countries and academic health
centerleaders are realizing that having a well functioning human
subject review process is a competitive advantage in this environment.
Conversely a badly functioning Institutional Review Board (IRB)
process could drive away mobile research funding and researchers. To
the degree that this happens this could be described as “job destroying
government regulation”. Here we make three “minimally invasive”
recommendations to turn a possible problem into an advantage.

Clinical medicine is an evidence based decision making process.
Physicians recommend treatment choices for their patients based
on the evidence of expected benefits to risks and costs. IRBs are rule
and logic based organizations [1-3]. In rule based systems definitions
become important. What is research? A narrow or broad definition
could define the scope of the IRB’s purview [4,5]. If the standards
are met related to informed consent, free choice and privacy, etc. the
research is approved. Unlike clinical medicine, this process is not
driven by weighing these regulatory costs against the risks avoided and
the magnitude of the social benefits.

The current IRB process was designed to fit large NIH funded
research projects or big drug trials where the IRB costs are small
compared to the size of the project. This process does not fit as well for
student class room projects, health services research [6,7], exploratory
pilot studies and quality improvement projects [8-11]. NIH grant
proposals and big drug trials spell out the proposed study in minute
detail. Exploratory research and quality improvement do not have
such clear pre-defined plans. A totally different logic model is that of a
“Learning Organization” [12] where everyone all the time is trying out
better ways to meet the needs of the people being served and constantly
sharing and adapting what is learned with colleagues.The IRB logic is
antithetical to this model and would bring it to a halt.

Promoting Good Behavior

There are many ways that humanity promotes good behavior and
discourages bad behavior: for example, civil law, criminal law, corporate
hierarchies, government regulations, the market place, cultural
norms, accreditation [13], professional licensure, oaths, exposure in
the popular press, parental guidance, and religious commandments.
Your preference for these methods may depend on whether you are a
lawyer, politician, economist, medical educator, newspaper reporter or
a member of the clergy.

Consider bank robberies. Perhaps you do not rob banks because
your mother and your religion said this is bad, none of your friends rob
banks so there is little peer pressure to do so, banks have surveillance
cameras so you might get caught and go to jail. Besides, all things
considered, you now have a better paying job. What if we took the
logic of IRBs to this behavior? You would have to take an exam and
fill out an application each time you entered the bank. Bank robbers
are presumed innocent until proven guilty. This burden of proof is

reversed for IRB approval. The investigator must prove innocence.
Driving a car also requires an exam, a license and insurance. You
do not have to get permission each time you drive, unless it is your
parent’s car. You can be arrested for drunken driving.The cultural
norms against drinking and driving in Sweden is impressive. Instead of
IRBs one could require researchers to buy insurance to compensate for
harm to human subjects. Having patients themselves publish their own
data and analyze it themselves is another radical solution [14].

There are several points to this bemused speculationOne is to invite
wider thinking about the best way to achieve what we want. IRBs have
a lot of local autonomy. Researchers trying to get approval for a study
through 30 independent IRBs have discovered this [15-17]. There is
an opportunity to be creative in designing the process locally. Some
IRBs have low costs, are expeditious and have greater benefits. They are
on the production frontier, to use the economist’s jargon [18]. Others
produce less benefit and have higher costs.We cannot find the frontier
performers unless we measure the costs to researchers, program
administration costs and the social benefits [19]. Researchers could be
asked how much time they needed to complete IRB applications. The
costs of the IRB office and review volunteers can be calculated. Mean
time to complete the review process can be publicly reported [13].
Patient and public benefit could be measured by adding a question to
routine public opinion surveys such as: Using a 10 point scale, how
willing are you to participate in a medical study that might help you or
patients like you? In Ireland, weekly public opinion surveys could track
attitudes week by week.

International Competition

Ireland aspires to be a high technology, prosperous and humane
society. They are not alone in this aspiration. However they realize
that to attract research funding and the best young researchers means
creating a supportive environment. Ireland does not have as much
money to spend as do some other countries.Their government has
decided that one way they can compete successfully is to have the best
human subjects review process. This concept has been raised at the
ministerial level of the government [20-22]. There is only one example
we know of in the USA where an academic health center created a short
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statement saying that a student, resident or clinical researcher should
come there because of their excellent IRB review process.

Three Recommendations

This has lead us to three “minimally invasive” recommendations
based on the many ways available to promote good behavior.

1) First and foremost, every good student, resident and faculty
candidate should ask: How good is your IRB process? How do
you know? If enough such people ask and factor the answers
into their decision-making process, countries and academic
centers will be compelled to measure their IRB performance
and publicly report the results.

2) Create a short statement about how good your IRB is and put
it on your website. This will come to pass if enough desired
candidates ask about it.

3) Think creatively about alternative ways of achieving the goals of
human subject protection. For example, require investigators
to pay for insurance against the risk of harm. For example,
allow your visible saints (to use a concept of New England’s
puritans) to be excused from the documentation requirements.
Change the burden of proof. Have a regional process where
one approval suffices [23]. Measure your IRB performance and
work to improve it. We beg for creativity.

We do not predict change will occur based on our wisdom. Change
will occur under compulsion: When the best student and residency
applicants turn you down. When your lethargic review process drives
research money away and with it jobs. When others are gaining a
competitive edge then change will be forced.Your competitors around
the world would prefer that your IRB becomes more inefficient.
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