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...[T]HEY 
EMPHASIZE THERE 

IS A VERITABLE 
ICEBERG’S BOTTOM 

OF STATS AND 
STUDIES THAT 

HAVE NEVER SEEN 
THE LIGHT OF DAY.

AllTrials launches U.S. campaign, 
demands clinical trial data release
Half of all clinical trials have never revealed results

By Gary Evans, Senior Staff Writer

Originally founded in the UK, 
the AllTrials Campaign — 
a varied group of patient 

advocates, medical associations, and 
academia — have brought their crusade 
for clinical trial transparency to the 
United States with the 
July 29, 2015 launch 
of its website, http://
www.alltrials.net/
news/usa-launch/.

They begin 
with the rather 
stunning but fully 
referenced assertion 
that some 50% of 
all clinical trials, 
involving hundreds 
of thousands of 

patients, have never reported results.1,2 
While acknowledging that the situation 
has improved in recent years, they 
emphasize there is a veritable iceberg’s 
bottom of stats and studies that have 
never seen the light of day.

“We need the 
results of past trials, 
and urgently, because 
these are the trials 
that were done on 
the treatments that 
patients use and will 
probably continue to 
use for many years 
to come,” the group 
states on the website.

Setting up an 
advocacy effort in 

ANPRM Update: The U.S. Department of Health and Human Services 
(HHS) published a Notice of Proposed Rulemaking at press time in the Office of 
the Federal Register. IRB Advisor will provide context and expert assessment of the 
notice and its proposed changes to the Common Rule in the November issue. For 
instance, some of the notice’s proposed changes involve informed consent — both 
in how it’s done and when it is necessary.  n
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EDITORIAL QUESTIONS
Questions or comments? 

Call Jill Drachenberg,
(404) 262-5508.

the U.S. was a must, says Trevor 
Butterworth, BA, MS, MPhil, 
one of the principals behind U.S. 
AllTrials and director of Sense About 
Science USA.

“The U.S. is the world leader in 
healthcare and medical research, so 
in order to be successful, the AllTrials 
campaign had to launch here,” 
he says. “The number of patients, 
patient groups, professional societies, 
and institutions is huge, and they 
have, collectively, an incredible 
capacity to actuate change. Much of 
the research on research integrity — 
or the lack of it — is being produced 
in the U.S., so there is considerable 
awareness within 
academia that 
a lack of data 
transparency is 
a critical issue, 
one that must be 
solved if we are 
to do scientific 
research properly.”

Devil in 

details

Transparency 
sounds good, but the devil in the 
details will have to be resolved 
as issues arise, notes Susan L. 
Rose, PhD, executive director of 
the Office for the Protection of 
Human Subjects at the University of 
Southern California in Los Angeles. 
Rose is also a member of the IRB 
Advisor editorial advisory board.

“I think this is a great idea,” 
Rose says. “The implementation 
and operation of it raises questions 
like how and when is it going to 
happen? It’s the detail like likelihood 
of identifiability and meaningfulness 
of conclusions. The IRB issue would 
[primarily] be protecting the privacy 
of the subjects — whether or not 

their consent allowed this. So that 
would have to be done on a study 
level.”

Proprietary issues and the 
vulnerability of the research 
subjects could also become issues 
if previously unpublished clinical 
trial data are released, she notes. As 
a practical matter, IRBs do not have 
the resources or jurisdiction to do 
literature searches or other methods 
to track down previously undisclosed 
data.

“We rely on the principal 
investigator, sponsor, or the FDA 
submission to provide needed 
background information,” she says. 

“We work with 
what is provided 
and expect 
honesty.”

U.S. AllTrials 
is not seeking 
regulation or 
government 
mandates for 
clinical trial 
data disclosure, 
Butterworth says. 
Instead, the group 
has adopted a 

strategy of activism, 
historical inevitably, and coercion 
that urges the medical industry to get 
on board because this train is leaving 
the station. As evidence, some 
companies have broken ranks and 
released data, he says.

“The remarkable thing is that 
GSK, Johnson & Johnson, and 
Bristol-Myers Squibb have figured 
out the means to do this and share 
data,” he says. “There are people in 
the industry who take this issue very 
seriously. They know the direction in 
which history is going.”

As momentum builds, clinical 
trial transparency will be rewarded in 
the marketplace, he adds.

“I think there will be enormous 

“THERE ARE 
PEOPLE IN THE 
INDUSTRY WHO 
TAKE THIS ISSUE 
VERY SERIOUSLY. 
THEY KNOW THE 

DIRECTION IN 
WHICH HISTORY 

IS GOING.”
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pressure on doctors to choose drugs 
that come from companies with the 
best records on transparency — and 
that will spread across academia,” 
Butterworth says. “There will be an 
ethical obligation to reify transparency 
as a good in many different settings. 
There will be market rewards for 
those companies that are the most 
transparent with their data.”

In addition, a robust open data 
movement exists outside medicine, 
and the consensus across many fields 
is that data collaboratives are a better 
way of solving problems.

“A data collaborative can’t really 
function if critical data is buried,” he 
says.

Clinical impact

Among the 50 U.S. groups that 
signed on in support of the U.S. 
launch of AllTrials — they have 600 
globally — is the American Academy 
of Family Physicians (AAFP), the 
only medical society devoted solely to 
primary care.

“If there is data or the results of 
a test is not favorable or what you 
expected, maybe you don’t publish it, 
but that can be useful information, 
too,” says Robert Wergin, MD, 
president of the AAFP. “That’s 
where the transparency comes in. I 
am a practicing physician in a rural 
community, so I rely on the outcomes 
of many of these clinical trials to 
formulate my best treatment plan for a 
particular patient. If there are trials or 
evidence that shows me my treatment 
plan is not the best, I would certainly 
like to alter that. So transparency is a 
useful thing and some of the [medical] 
discoveries we have made, and some of 
the bigger changes we’ve made, were 
almost an indirect outcome of another 
study [looking for something else]. 
Transparency results in more evidence 
to build the best possible treatment 
plans for patients.”

In addition to a total blackout of 
trial results, another concern is that 
data that shows efficacy or benefit in 
one portion of a trial may be revealed 
independently.

“We are concerned about 
[investigators] cherry picking the data 
and saying, ‘This portion of the study 
shows this and therefore, this might 
be a result of this treatment,’” Wergin 
says. “It’s much better to have full 
transparency so the physicians and 
critiquers can look at the exact data 
that went in and the exact outcomes 
that came out. I think that was one 
of the reasons [we joined AllTrials]. 
We have always been an organization 
that has been very open and think 
transparency — [putting data] in the 
light — is certainly a good thing.”
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Verbal consent and decision tree assist research 
community
Keeping up with changes is full-time job

As informed consent and IRB 
work evolve, new tools can 

help ease the transformation. For 
instance, IRBs and researchers might 
benefit from new informed consent 
tools and help with determining 
exemptions.

A dozen years ago, many IRBs 
worked with a simple, written 
informed consent (IC) form. There 
were fewer IC nuances, even with 
social-behavioral-educational 
research (SBER) studies.

In those days, if a researcher 

wanted to use verbal consent and 
the IRB agreed to waive written 
consent, then the IRB might offer 
the investigator a written consent 
form and tell him or her to remove 
the name, date, and signature line, 
says Carrie McDaniel, CIP, senior 
IRB regulatory analyst at the human 
subjects committee, social-behavioral 
IRB, Yale University in New Haven, 
CT.

“So the forms still looked 
very formal and didn’t work 
very well with research involving 

ethnographies or casual 
conversations where they needed 
a more casual consent,” McDaniel 
explains. “Over many years we 
revised the verbal informed consent 
to capture elements of informed 
consent, but more in a verbal script.”

The verbal consent template, 
revised this year, lends itself to a 
speaking, rather than written, voice.

The Yale University IRB also 
has learned over the years that the 
traditional IC form needs to be 
tweaked for other types of research, 
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as well. These include surveys 
conducted online, McDaniel adds.

“You have to have something that 
doesn’t require a name, date, and 
signature,” she says. “For online, you 
need a click-through consent where 
they can click ‘yes.’”

IRB staff created a rough draft of 
the verbal IC template and consulted 
with the IRB chair and vice chair for 
their feedback on it, says Cathleen 
M. Montano, JD, CIP, IRB manager 
in the human research protection 
program at Yale University.

“Our typical process for making 
changes is we work on it in-house 
and then move it up to the chairs of 
the relevant IRBs for their review,” 
Montano says. “If there are further 
concerns raised, then we take it to 
the full board.”

The verbal IC is worded to make 
certain participants understand that 
their involvement in the study is 
entirely voluntary, McDaniel notes.

“You go through the entire 
paragraph so they know they do 
not have to participate and that 
the decision of whether or not to 
participate will not affect their 
relationship with any of those 
entities,” she explains. “So if I’m 
interviewing patients at a clinic 
setting and perhaps the clinic staff 
had referred them to research staff, 
we want them to know whether or 
not they participate will not affect 
services they are receiving at this 
clinic.”

When principal investigators 
adapt the template to their own 
studies, they submit their revised 
version to the IRB for approval, 
McDaniel says.

“The fact that it’s a verbal 
informed consent means it takes less 
time,” she adds. “There’s no need to 
have it be lengthy.”

The follwing is an example of 
the verbal consent script template’s 

language regarding risks:
• “You may experience 

description of risks (distress over the 
nature of the questions, potential for 
informational risks, etc.) OR (if no 
known risks, state the following) — 
There are no known or anticipated 
risks to you for participating. (If 
no benefit to participants, state) — 
Although this study will not benefit 
you personally, we hope that our 
results will add to the knowledge 
about (describe public good. If 
benefit to participants, state what 

they are and) — we hope that our 
results will add to the knowledge 
about (describe public good).”

The Yale IRB also recently 
began to use a decision tree for 
determining standard or exempt 
research. A member of the IRB 
staff felt it would help researchers 
to have some type of guidance in 
determining whether their study fit 
into one of the exempt categories, 
Montano says.

“There hadn’t been a specialized 
application form to separate the 
types of research,” she adds. “So 
it occurred to our colleague that 
we ought to have a guidance 
document, such as a decision tree, 
to help researchers self-identify 

what they’re doing and whether it 
falls into an exempt category.”

The decision tree starts with 
the simple question, “Are you 
proposing to do a study involving 
the use of existing data?” (See Yale 
decision tree chart, page 113.)

So far, the decision tree has 
been well-received by investigators, 
McDaniel says.

“It looks complicated, but if you 
follow the arrows, it points you to 
the right form,” she notes.

“The feedback I have from 
investigators is that they love it; 
they can go through it and answer 
these questions without the IRB’s 
help,” she adds. “This has led to the 
IRB office receiving fewer inquiries 
about exempt or expedited reviews 
than before, and it empowers 
researchers to figure out what 
they’re doing and which form to 
use.”

Updating forms and tools is an 
important part of the IRB office’s 
work, so there is dedicated staff 
that are watchdogs for regulatory, 
guidance, and other changes 
necessitating a change, Montano 
says.

The IRB also has posted a table 
online that identifies the changes 
they’ve made to policies and 
procedures and forms, Montano 
notes.

“It’s a good resource for 
researchers to readily see what has 
been substantially changed,” she 
adds.

“We also receive feedback from 
our investigators, who let us know 
if there’s confusion about answering 
a question or if they have more 
questions about a topic,” she adds. 
“Our educational specialist is 
particularly in tune with changes 
and trends and what needs to 
be updated for our research 
community.”  n

“THE FEEDBACK 
I HAVE FROM 

INVESTIGATORS IS 
THAT THEY LOVE 
IT; THEY CAN GO 
THROUGH IT AND 
ANSWER THESE 

QUESTIONS 
WITHOUT THE 

IRB’S HELP.”
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HIC/HSC #__________________     
This decision tree may help you decide which category of exemption to apply for. The IRB 
makes the final determination. This is meant as a guide only; additional requirements may need 
to be met. Do not submit this page. 

 
 Are you proposing to do a study 

involving the use of existing data?

YES

Are you recording identifiers?

NO

Try Exemption Category 2 
or Category 7

YES

Are identifiers available as part of 
publicly available data?

YES

NO

Does your research involve the use 
of educational tests (cognitive, 
diagnostic, aptitude, achievement), 
survey procedures or interview 
procedures?

NO

YES

The project probably cannot be 
exempt under category 4. If you 
propose to evaluate or examine 
methods and procedures of public 
benefit or service programs, you may 
try Exemption Category 5, otherwise 
the project is not exempt.

Does your research consist of 
taste and food quality evaluation 
and consumer acceptance studies?

YES

Try Exemption Category 6

NO

Project probably cannot 
be exempt.

NO

Does your project include 
observations of public behavior?

NO

Are you proposing research on educational 
practices?

YES

Try Exemption 
Category 1

Are you enrolling minors?

YES

Project probably 
cannot be exempt.

NO

Are you collecting 
identifiers?

Try Exemption 
Category 4

NO

YES

NO

YES

Would disclosure of the participant’s 
responses be harmful to him or her -
e.g., due to criminal or civil liability,
or be damaging to that person’s 
financial standing, employability, or 
reputation?

NO

Are subjects elected officials?

NO
YES

Project probably 
cannot be exempt 
under category 2 but 
try Exemption 
Category 3.

YES
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Research noncompliance is a problem of 
system failure
Handling noncompliance takes a village

E very IRB and research 
organization should view 

research noncompliance as systems 
failures that need to be dealt with 
professionally, consistently, and 
transparently, according to an IRB 
expert.

“Whether it’s noncompliance 
or medical error, they should 
be dealt with in the manner of 
collegiality, professionalism, and 
transparency,” says Scott Lipkin, 
DPM, managing director of FTI 
Consulting in Philadelphia. Lipkin 
speaks at national conferences about 
noncompliance and IRBs.

Organizations should not treat 
them as “gotcha” moments with a 
punitive, blame-assigning approach, 
but more as a sign that researchers 
need better education and training 
about human research protections 
and compliance, he says.

Sometimes, when an investigator’s 
conduct is in noncompliance, 
the investigator doesn’t even 
understand that what occurred was 
noncompliance and so he or she 
might not report it, Lipkin says.

In other cases, investigators might 
not want to report noncompliance 
out of fear of the IRB taking punitive 
action, he says.

These problems highlight the 
need for clearly written policies 
and procedures that articulate 
the requirements with regards 
to reporting events related to 
noncompliance, and every 
organization should define what 
noncompliance and serious 
noncompliance are, he adds.

Policies also should describe the 

process for handling noncompliance; 
for instance, which board or entity 
reviews issues of noncompliance, and 
how are they handled.

“Personally, I don’t believe the 
IRB committee is best suited to 
review and manage events related 
to noncompliance,” Lipkin says. 
“Generally, those are reviewed and 
managed by an entity separate from 
the IRB.”

Some large organizations might 
have the IRB review and manage 
noncompliance, and it might work 
very well, but this model doesn’t work 
for everyone, he notes.

However, the IRB should have 
the final say over a management plan 
that is required for an incident of 
noncompliance, and the IRB also 
is responsible for reporting serious 
and continuing noncompliance and 
unanticipated problems, he adds.

Institutions that have a corporate 
compliance office, but no specific 
research compliance board or 
office, might consider forming a 
committee that integrates the IRB 
with the corporate compliance 
office. For instance, they could form 
a hybrid committee that consists 
of a research administrator, such as 
an IRB chair, a compliance and/or 
legal representative, a member of the 
medical staff, and someone involved 
in management at the organization, 
Lipkin suggests.

One of the problems with how 
research organizations handle 
noncompliance is that there is no 
consistency in how it’s defined, 
Lipkin says.

“I’ve seen in my experiences 

in consulting and with AAHRPP 
site visits that what one hospital 
or university or medical school 
might consider noncompliance, 
another might consider serious 
noncompliance,” he says. “Who 
ultimately is responsible for crafting 
or making a noncompliance 
determination and making a plan?”

To illustrate how difficult it 
might be to reach consensus on 
noncompliance issues, Lipkin 
provides this example: “A cardiologist 
has a research protocol that involves 
placing a stent in the cath lab. The 
cardiologist has a patient who has 
failed multiple treatments and 
whose only option is to have this 
investigational stent inserted by virtue 
of his unique anatomy and heart 
muscles,” he explains.

“The protocol was approved by 
the IRB, and the investigator asks a 
coordinator if he could get started. 
The coordinator says the contract has 
not been finalized by the sponsor. 
The principal investigator asks the 
coordinator when the contract will 
be approved, and the coordinator 
says, ‘In two to three days,’” Lipkin 
continues. “The investigator says, ‘So 
we can get started by converting the 
patient’s Coumadin [warfarin] over to 
heparin.’”

The research protocol requires 
patients who have had a recent 
venous thrombosis event to be 
bridged from warfarin to heparin, 
so the investigator wants to admit 
the patient to begin bridging him so 
when the contract is signed, he can 
bring the patient right up to the cath 
lab to put in the stent, he says.



114   |   IRB ADVISOR / October 2015 IRB ADVISOR / October 2015   |   115

The doc who kicked the hornet’s nest: Is conflict 
of interest overkill stalling medical advances?
Play by ‘silly rules or else we risk losing our credibility. It’s really kind of bizarre.’

“If he waited until it was signed, 
then he’d admit the patient three 
days later and then wait three days 
to put in the stent,” Lipkin says. “So 
the investigator begins to admit the 
patient, and it turns out that the 
only reason the patient is admitted 
is for bridging the medication in 
anticipation of participation of a 
clinical trial.”

Although the IRB had reviewed 
and approved the study, IRB approval 
is only achieved after there is an 
executed contract with the institution 
and the sponsor, he explains. “In 
this case, the IRB would not release 
the IRB-approved informed consent 
document without final institutional 
approval of the study.”

When Lipkin provides this 
noncompliance example to groups of 
human subjects research professionals, 

it gets interesting: “When I show 
up and talk about this case at 
lectures and conferences, the vote is 
always split: Some think it’s serious 
noncompliance; some say it doesn’t 
rise to the level of serious, but is 
noncompliance; and some think it’s 
not noncompliance at all.”

If one were to go by the facts 
and ignore what they believe is 
the researcher’s intent, then it is 
serious noncompliance because the 
researcher essentially conducted 
research without IRB approval and 
had a patient participate in research 
without signed informed consent, 
Lipkin says.

“People who think it’s not 
noncompliance will say that there 
is no harm to the patient,” he adds. 
“We agree that safety was not an 
issue.”

But that is not how 
noncompliance is defined. Once 
the investigator began to bridge 
the patient over to heparin because 
the protocol called for that action, 
then the activity became a research 
procedure that required finalized 
IRB approval and informed consent, 
Lipkin says.

Research organizations can 
prevent these types of noncompliance 
— due to a lack of understanding of 
the rules — by improving research 
training and credentialing, he says.

“Researchers should have 
competency in conducting informed 
consent, reviewing adverse events, 
understanding documentation 
requirements, site management, 
and even research billing,” Lipkin 
adds. “It’s all about training and 
establishing core competencies.”  n

L isa Rosenbaum, MD, a 
cardiologist at Brigham and 

Women’s Hospital in Boston, caused 
quite a stir earlier this year when she 
challenged medical orthodoxy in 
writing a three-part series on conflict 
of interest issues that was published 
in the venerable New England Journal 
of Medicine.1-3 Rosenbaum argues 
that conflict of interest policies 
designed to detect and prevent bias 
in medical research have morphed 
into an “anti-pharma, anti-industry” 
mindset that stifles legitimate research 
collaborations that could lead to new 
treatments and advances.

A writer at the journal in addition 
to being a practicing clinician, 
Rosenbaum’s provocative series hit 
a central nerve. This was in part 

because the series was published 
in the prestigious journal that is 
generally seen as the standard-bearer 
of the conflict of interest movement 
since it called attention to the issue 
more than three decades ago.4,5 Given 
this history, Rosenbaum’s series was 
subjected to withering criticism by 
three former senior editors at the 
journal, who called it “a seriously 
flawed and inflammatory attack 
on conflict of interest policies and 
regulations. … [F]inancial conflicts 
of interest have repeatedly eroded 
the credibility of both the medical 
profession and journals.”6 On the 
other hand, an article in the Wall 
Street Journal said, “Rosenbaum’s 
measured, thoughtful essays call 
for a more rational approach to 

managing conflicts.”7

For her part, Rosenbaum dutifully 
notes the past damage caused by 
conflicts of interest in medical 
research, but argues the pendulum 
has swung too far — the medical 
profession has overcorrected and 
now harbors an anti-industry bias 
of its own. Rosenbaum agreed to an 
interview with IRB Advisor to discuss 
some of the issues raised and the 
ongoing debate that followed.

IRB Advisor: Could you 
comment on the implications of 
your series on conflict of interest for 
IRB boards? Some members may 
certainly fear this perceived taint of 
industry, even though as you note 
we are missing opportunities for 
collaboration and medical progress.
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Rosenbaum: One of the big 
points of the series was that, yes, these 
financial conflicts engender bias but 
potentially so, too, do these anti-
pharma, anti-industry agendas that 
are ideological and hard to measure 
— but really critical to pay attention 
to. The point is that as much as there 
may be an industry bias engendered 
by financial conflicts, there are other 
ideological biases including those that 
are anti-industry. And that was part of 
the main point of the series.

IRB Advisor: Is there common 
ground that allows appropriate 
skepticism without jumping to a 
guilty verdict at the first signs of 
some mutually beneficial relationship 
between industry and medical 
researchers? You really touch on this 
issue when you note: “Though I 
believe outrage over industry behavior 
has made reasoned regulation 
difficult, I don’t think we should 
excuse past wrongdoings or eliminate 
oversight. Rather, I think we need to 
shift the conversation away from one 
driven by indignation toward one that 
better accounts for the diversity of 
interactions, the attendant trade-offs, 
and our dependence on industry in 
advancing patient care.”

Rosenbaum: I wrote [the series] 
because I believe we can have more 
common ground. And I think the 
place we have to all begin is that we 
all want to treat disease. If we can 
just keep coming back to that and 
remembering that is what it is all 
about, I think we can establish that 
common ground. Do I think that it 
exists right now? Absolutely not.

IRB Advisor: You certainly got 
quite a reaction by raising this topic.

Rosenbaum: Yes, part of that is 
just because this was a different take. 
Before this, there has been sort of a 
steady tide in the tenor of what is 
written and published in this space 
[that said], “We need to manage 

conflicts better. We need to get the 
pharmaceutical industry away from 
our trainees, our medical students. 
People with pharma ties should not 
be on advisory panels, guidelines 
committees, etc.” The point is that 
much of what is written in the 
literature about this emphasizes 
the risks of academic/industry 
relationships. I wanted to put [this 
other view] on the table and start a 
discussion, and I think we did. The 
discussion is really just beginning. I 
know we wanted to get people talking 
and now we are still thinking about 
where we go from here.

IRB Advisor: You describe 
something almost akin to peer 
pressure in medical school to be a 
“pharmascold,” yet in many cases 
you reveal that perceptions of bias 
were flat wrong. The researcher 
wasn’t trying to get rich, a perceived 
bias toward a medicine was, in part, 
because it was better medicine, etc. 
Is this “the rest of story” that is not 
being told?

Rosenbaum: Exactly. First, I do 
think it’s important when we talk 
about these perceptions to make 
a distinction between marketing 
activities and those that revolve 
around research and dissemination of 
expertise. The research collaborations 
are so obviously important, but 
I think what’s hard is that the 
marketing practices drive the 
impression of what pharma is. But 
the way our market is set up — a free 
market — this [marketing] is just an 
inevitability. The drug companies, 
of course, seek a profit, but they 
are also seeking to make drugs and 
devices to help people. So I think a 
few things happen when we are so 
quick to dismiss pharma as evil, as 
far as medical students and trainees 
are concerned. One is that there is 
fear or a disincentive to collaborate. 
Another is that there is an increasing 

skepticism about any data funded 
by pharma — which we saw in the 
Kesselheim study8 I reference, even 
though the studies funded by pharma 
are often as well executed as any.

IRB Advisor: You concur with 
one of the researchers you interviewed 
that scientists who develop novel 
treatments should not be the ones 
testing them in humans, writing, 
“financial conflicts aside, the desire 
for the treatment to succeed, can 
cloud judgment.” Is that kind of 
decision currently being made on a 
case-by-case basis?

Rosenbaum: All of these rules are 
so nuanced and they depend on the 
institution and obviously the IRB 
board. Exceptions might occur for 
very rare diseases where there is one 
physician treating 12 people in the 
world. That, and some research with 
devices where [the designer] needs 
to be there to know how to put it in. 
But in most cases, my sense in talking 
with the investigators is that that 
[separation] was desired because it 
protected them.

IRB Advisor: You observe how 
many highly qualified people end up 
being replaced by those with much 
less expertise on advisory panels and 
specialty boards just to remove any 
hint of industry influence.

Rosenbaum: That’s a huge issue, 
actually, and not spoken about 
enough. What happens is the best 
researchers are asked to collaborate 
with industry, so then by keeping 
those people off advisory panels, you 
lose the people who know the most. I 
don’t support that.

IRB Advisor: Have you found 
IRBs are making these kind of 
decisions in order to be, like Caesar’s 
wife, above all suspicion?

Rosenbaum: Well, that’s what 
we see with the recent Campbell 
study9 that showed that, while the 
proportion of those on IRBs with 
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industry ties is somewhat stable, 
they actually found evidence of 
anti-industry bias in terms of how 
protocols were presented. Indeed, the 
anti-industry bias was more common 
than the pro-industry bias, judging by 
their survey results. One point [my] 
series raised is whether by explicitly 
prohibiting those with industry ties, 
we are selecting for a group made up 
of people who have chosen not to 
work with industry, who may have 
an anti-industry bias. I think that 
was one of the findings of the recent 
Campbell study. Again, these are not 
biases that we are prone to scrutinize, 
but I think they are equally rampant 
and problematic.

IRB Advisor: Your closing 
comments note some of the 
consequences of our current system: 
effective therapies adopted more 
slowly; missed opportunities to 
understand complex medical topics; 
even life-saving therapies whose 
development requires the combined 
talents of clinicians and industry 
scientists. Yet even in recognizing 
these potential benefits, you describe 
being interested in an offer to work 
with industry, but reluctantly turning 
it down rather than risk the harsh 
judgment of the prevailing medical 
culture.

Rosenbaum: Yes, I have been 
asked and I want to, but I can’t. I 

can’t risk my credibility as a writer 
right now. But that’s absurd, right? 
We all have to play by these silly rules 
or else we risk losing our credibility. 
It’s really kind of bizarre.

IRB Advisor: Was there a moment 
when the possible consequences of 
the prevailing conflict of interest 
culture really hit you — inspired you 
to write your series?

Rosenbaum: It was the moment 
[when 2013 cholesterol guidelines 
expanded recommendations for statin 
drugs]. I was studying medication 
non-adherence and thinking a lot 
about the emotional factors that 
influence patient perceptions about 
medication and why they do not 
want to take them. It struck me that 
there was this sort of insinuation  
that the [statin] drugs were being 
recommended in order to make 
money for the docs involved or a 
drug company that may really weigh 
on patients. When I heard that 
articulated and these guidelines were 
really maligned for these conflicts that 
didn’t really exist, I thought, “This is 
crazy — this has gone too far. This 
is where we have to draw the line 
because if patients don’t want to take 
meds because they think [the system 
is corrupt] that is a big problem.”
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Variety of strategies needed to educate IRB 
members & chairs
“Take Five” is quick and easy, developers say

Human research protection rules 
and regulations evolve and 

change, and it’s difficult for even the 
most experienced IRB members and 
chairs to keep up with them. So as 

one IRB has found, the best practice 
is to create an educational program 
that provides orientation, training, 
and continuing education for IRB 
chairs and members, the director says.

“It’s hard to keep a huge number 
of IRB members familiar with all 
of the nuances to regulations and 
guidance,” says Rebecca Rousselle, 
CIP, director of the Emory University 
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IRB in Atlanta. The Emory University 
IRB has more than 110 members 
across eight panels.

The following are the Emory IRB’s 
educational strategies:

• Keep chairs aware of new 
regulations, guidance. “Fortunately, 
our chairs tend to be long-standing 
members and are very experienced,” 
Rousselle adds. “The issue with them 
is making sure they get information 
about new guidance that comes out 
and new policies we have.”

So the IRB has an informal way 
of keeping chairs and vice-chairs up 
to date: “We meet monthly in the 
lounge at the university’s conference 
center,” Rousselle says. “We can sit 
outdoors or by the fireplace, ordering 
snacks and drinks.”

Chairs receive the meeting’s 
agenda in advance, and attendance is 
voluntary. Meetings are held the first 
Thursday of each month from 4:30 to 
6 p.m.

The meetings focus on new federal 
guidance or institutional policies, as 
well as examples of problems other 
research institutions have had and 
that the IRB would like to prevent, 
Rousselle says.

“We use these meetings as an 
opportunity to get their input on 
changes to our standard operating 
procedures [SOPs] and to gain their 
input on anything we can do to 
make our members happier and more 
productive,” she adds. “We talk about 
what we can do to retain and educate 
members.”

• Train and prepare new IRB 
members. Education of new IRB 
members begins with an initial email 
exchange with the IRB office in 
which an IRB coordinator lets the 
prospective member know what the 
board’s expectations are, says Shara 
Karlebach, WHNP-BC, CIP, quality 
assurance and education consultant at 
Emory IRB.

If the prospective board members 
continue to show interest, then they 
go through multiple steps, including 
submitting necessary documentation 
and attending an in-person, two-
hour training, Karlebach explains.

“We spend half the time 
going over regulations, logistics 
of meetings, requirements, and 
expectations for reviews on all 
levels,” she says. “The second part 
of training is familiarizing them 
with an online system on how to 
complete the review, and we talk 
them through every type of review 
and amendment.”

New members learn how to 
access IRB resources, which human 
research protection materials are 
recommended reading, and observe 
an IRB meeting, she adds.

“They watch how other people 
discuss studies at the meeting, so they 
can have a sense of what’s expected of 
them and ask questions as they need 
to,” Rousselle says.

This is followed by the formal 
appointment process, in which they 
become official IRB members. This 
appointment is signed off by an 
institutional official, and the new 
member is told that there will be 
ongoing training, as well.

“For their first reviews, we provide 
technical guidance if they need it 
and have a staff member help them,” 
Karlebach says. “There’s a small 
team that’s in charge of onboarding 
members, and we control for that 
content and process.”

In the future, the IRB plans to 
add a mentorship program for new 
members, as well. “There’s so much 
to know about regulations that we 
think they’d benefit from having an 
experienced member be there for 
them,” Rousselle says.

The IRB is supported by a highly 
trained professional staff that takes 
care of most of the new member 

onboarding, she notes.
But IRB chairs welcome new 

members and help facilitate 
their transition to the role. For 
instance, the vice chairs will turn to 
community members to make certain 
they have input, Rousselle says.

• Provide various continuing 
education opportunities. 
Continuing education for IRB 
members includes an annual, half-
day, catered retreat that covers the 
most important topics at that time 
and older topics where members 
might need a refresher course, she 
says.

“We bring in a researcher to talk 
about specific research, and we plan 
to have a research participant come 
in and talk about that perspective,” 
Rousselle says.

The IRB also provides members 
with a 30-minute, monthly 
educational webinar and an 
educational newsletter. Hard copies  
of the newsletter are brought to 
meetings, and it’s also sent out 
by email. (See sample items from 
newsletter, page 119.)

A third educational strategy is the 
“Take Five” at IRB meetings. This 
refers to a five-minute educational 
update.

“We’re sensitive to the fact 
that meetings go from 4 p.m. to 
overlapping with dinner time, so 
the Take Five is a change of pace in 
the middle of the meeting or at the 
beginning,” Rousselle notes. “We go 
over something in the IRB review 
process that people have trouble with 
or if there are new policy changes or 
guidance, and we present it in five 
minutes.”

Take Five topics typically are 
provided by meeting facilitators, who 
are IRB staff.

The IRB member education 
program is for all members, and 
there are no specific education 
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sessions for just the community 
members, Karlebach says.

“But obviously, they might not 
be as familiar with research as faculty 
in the research world, so we do 
our best to highlight for them how 
their input is critical and why it’s 
so important,” she explains. “We 
like to remind them how they add 

value; it’s not additional training, per 
se, but there’s a focused discussion 
when we’re onboarding a community 
member about how it’s important 
they add their thoughts, speak up 
in meetings, and not let themselves 
be intimidated by clinicians and 
experts.”

Also, the IRB has a semi-annual 

community member luncheon for 
networking and discussing resources 
and their particular concerns. There 
is also a member page on the IRB’s 
website. Plans are to enhance it 
with practical tools to assist with 
completing reviews and guidance, 
tailored to what IRB members need 
to know, Rousselle says.  n
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IRB newsletter gives visually appealing info  
and updates
Titled “IRB Member’s Corner”

The Emory University IRB 
sends out a monthly newsletter 

updating IRB members about 
educational opportunities, new 
tools for review, regulatory and 
policy updates, and other news.

Since the newsletter is 
distributed both as a print copy and 
a digital copy, it provides links to 
additional information.

Here are a few sample items 
from the August 2015 newsletter:

• Easy Opportunities for 
Continuing Education

The IRB presents a new webinar 
on the second Thursday of every 
month during the academic 
calendar year. The presentations 
start at 12 p.m. and typically 
last about 30 minutes. As IRB 
members, it is crucial that you 
stay up to date on the regulations, 
guidance, and Emory policies and 
procedures. The webinars and 
Q&A sessions are archived on the 
IRB website for easy access. Every 
webinar has its own survey to 
provide your feedback and ideas 
for future webinars, which may be 
accessed at any time…

• Important: NIH Policy in 
effect Jan. 25, 2015

As you have previously heard, 

an important new NIH policy 
applies to “large-scale genomic 
research” using human or non-
human specimens and data. This 
policy requires robust data sharing 
plans as a condition of funding for 
these studies, and explicit informed 
consent for this sharing (previously, 
the IRB just had to ensure that 
the consent was “consistent” with 
sharing de-identified data). The 
NIH also now deems such genetic 
information “identifiable” even 

if there are no other identifiers 
attached to it.

What is the IRB Member’s 
role? The IRB staff and members 
can help by making sure there is 
language in the informed consent 
form that lets subjects know their 
de-identified data will or may be 
shared widely, and that certain 
kinds of genetic information may 
be re-identifiable in the future. The 
IRB offers template language for 
this on our website.  n
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CNE/CME INSTRUCTIONS

CNE/CME QUESTIONS
1. According to the AllTrials 

campaign, what percentage of 

clinical trials have never been 

published?

A. 20%

B. 35%

C. 50%

D. 66%

2. Which of the following is 

language that an IRB might 

want included in a verbal 

consent template?

A. There are no known or 

anticipated risks to you for 

participating

B. Although this study will not 

benefit you personally, we hope 

that our results will add to the 

knowledge of this topic

C. You may experience the 

following risks

D. All of the above

3. Lisa Rosenbaum, MD, was struck 

by the potential negative 

impact of anti-industry bias 

on patients when some in the 

medical community questioned 

whether recommendations for 

expanded use of statin drugs 

were more about profits than 

cholesterol. What patient 

outcome did she fear?

A. They would increase statin use 

beyond recommended levels

B. They would not take the statin 

medications

C. They would seek unapproved 

medical alternatives

D. None of the above

4. Why is it important for 

research organizations to 

provide continuing education 

opportunities to members of an 

IRB?

A. Because it’s required under 

state and federal laws

B. Because rules, regulations, and 

policies change and IRB members 

need periodic educational 

updates

C. Because the IRB’s chief role is 

to educate investigators, and so 

they also need to be continually 

educated

D. All of the above


