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THE COMMON 
RULE’S CHANGES 

TO INFORMED 
CONSENT PROVIDE 
AN OPPORTUNITY 
FOR BOARDS TO 

UPDATE THEIR 
CONSENT FORMS, 

USING NEW 
STRATEGIES.

Beware of Good and Bad News 
About the New Common Rule
Informed consent changes are a plus

By Melinda Young, Author

The revised Common Rule chang-
es will go into effect on Jan. 21, 
2019, but it is quite likely IRBs 

will be adjusting their processes without 
all of the federal guidance they need.  
(http://bit.ly/2yAdD0Q)

“There have been 
scattering bits of 
guidance, but there 
are big chunks of it 
we don’t have guid-
ance on,” says Bruce 
Gordon, MD, assis-
tant vice chancellor 
for regulatory affairs, 
executive chair-
man of institutional 
review boards, and 
professor of pediat-
rics at the University 
of Nebraska Medical 
Center in Omaha.

Gordon was a scheduled speaker 
about the new Common Rule at the 
recent 2018 Advancing Ethical Research 
Conference, sponsored by PRIM&R, 
held Nov. 14-17, 2018, in San Diego.

“We have lots of changes that sound 
good on paper, but we don’t have the 
details, and we’re close to January of 
2019,” he adds. “So we have to take the 
good stuff and bad stuff and make the 
bad stuff as good as possible.”

The best parts of 
the Common Rule 
revisions are the 
changes to informed 
consent, he says.

“It’s the change I’m 
most excited about,” 
Gordon says. “The 
changes in the Com-
mon Rule are directed 
at the informed con-
sent form — not so 
much the process.”

The Common 
Rule’s changes to 

informed consent 
provide an opportunity for boards to 
update their consent forms, using new 
strategies, says Ryan Spellecy, PhD, 
professor of bioethics at the Medical 
College of Wisconsin in Milwaukee.
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EDITORIAL QUESTIONS
Questions or comments? 

Call Jill Drachenberg,
(404) 262-5508.

For instance, IRBs could meet 
with stakeholders to find out 
what they would like to see in the 
informed consent document, he says.

“If your IRB is thinking about 
overhauling the consent form — 
which a lot of us are thinking about 
doing because of the Common 
Rule changes — then this is a good 
opportunity to reach out to patient 
advisory groups,” Spellecy says.

The informed consent process 
should focus on the things that are 
most important to people, and it 
should make these as comprehensible 
as possible, says Baruch Fischhoff, 
PhD, Howard Heinz University 
Professor at Carnegie Mellon 
University in Pittsburgh.

When a potential study 
participant reads a long consent form 
with incomprehensible information, 
then the potential subject believes the 
researchers do not really understand 
him or her, Fischhoff notes.

“But if the document goes to your 
strength — the things that people 
like you find to be interesting — 
then you think, ‘Oh, they’re working 
on my problem,’” he explains. (See 
story on improving informed consent, 
page 136.)

These Common Rule changes 
have the potential of making consent 
a more truly informed consent, 
Gordon says.

For example, IRBs have always 
been asked by regulators to make 
sure a consent process is directed 
toward the subject and easy to 
understand, eliminating extraneous 
information. “It should aid informed 
consent, not impede it, and now the 
regulatory language is pushing us in 
that direction,” Gordon says.

The chief change is the new 
Common Rule’s directive to use 
a concise and focused summary 
preceding the consent form.  
(http://bit.ly/2Gorspk)

Regulators have not yet said what 
should be in the concise summary, 
but it is likely the priority information 
involves methods, risks, benefits, and 
other information research partici-
pants need before they decide whether 
to participate in a study, he says.

“We’re interpreting it as an execu-
tive summary — a one-page summary 
of what research is about,” Gordon 
says. “Our institution has required an 
executive summary along those lines 
and invoked it when the consent form 
was particularly onerous.”

“This forces investigators to do an 
elevator talk — a two-minute discus-
sion of their research, rather than 
a 20-to-30-page consent form,” he 
explains. “The first page will have the 
key points people need to know.”

The new Common Rule reinforces 
the idea that the consent form 
has to be written in a way that is 
understandable. It should not just be a 
list of potential risks.

“Sponsors’ research has pages 
upon pages of potential risks,” 
Gordon notes. “The regulations call 
for reasonably anticipated risks, and 
informed consent forms went well 
beyond that, so the new regulations 
will take us back to this idea.”

On the negative side, the new 
Common Rule mandates establishing 
a single IRB of record, creating a new 
unfunded mandate.

“This won’t happen until 2020, 
and we’re already seeing trauma 
associated with that,” Gordon says.

If this Common Rule change 
follows the same pattern as previous 
changes requiring a single IRB of 
record, then chaos might follow — at 
least for a time.

The National Institutes of Health 
(NIH) in 2018 required all NIH-
funded research to use an IRB of 
record. Research institutions have 
worked to create reliance agreements 
and new policies and procedures, 
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but it has been a challenging process, 
Gordon says.

“While it’s a wonderful idea to 
reduce duplication among single IRBs, 
it was not well thought-out,” he says. 
“It’s not reducing burden, even for 
investigators, and we just don’t know 
how to do this well.”

It would take large IRB staffs and 
bigger budgets to make the single IRB 
change work well, he adds.

Most IRBs do not know how to 
handle this, and the implications 
are problematic as it will slow down 
research and not result in streamlined 
research, Gordon says. “In the short 
and medium time, it will disrupt 
things; most of us are scrambling to 
make the NIH mandate work.”

One of the chief problems is how 
to fund the change. Many institutions 
are adding one or two additional 
full-time equivalent positions to 
their staffs to handle the work of 
becoming a central IRB. Sometimes, 
the institutions have little choice when 
it comes to deciding whether to be a 
central IRB, so just deciding to rely 
on another organization is not an easy 
answer.

For example, investigators apply for 
NIH funding and list their institution’s 
IRB as the central one.

“Then they come to the IRB and 
say, ‘I got my grant funded, and you 
guys are the central IRB, so what do I 
do now?’” Gordon says. “We say, ‘We 
don’t know how to be the central IRB 
— we can’t negotiate with 20 different 
sites.’”

Some institutions will go ahead 
and become the IRB of record for 
these researchers’ studies. Others will 
say, “No,” and let investigators know 
that if they want the IRB to take on 
that role, they will have to meet with 
the IRB before applying for funding.

“That’s just the bad side if it,” 
Gordon says. “The idea of a single 
IRB review is fundamentally sound. 
There are advantages to be had by not 
having 12 IRBs review the same study 
and make 112 sets of requirements.”

On the other side of the debate, 
there are benefits to having different 
IRBs review the same study. 
Sometimes, one IRB will pick up on 
a problem that others missed. And 
the local context is more difficult to 
manage with one IRB of record, he 
says.

“We know our investigators, and 
we know which ones need hand-
holding and which ones have 15 
projects open and are stretched too 
far, so we’ll evaluate them differently,” 
he explains. “But we don’t know 
the investigators at the [relying] 
institution. We don’t know their local 
community’s feeling toward research.”

A third option of hiring a 
commercial IRB to be the IRB of 
record might be the easiest path to 
take, but it often is not an affordable 
option, especially for federally funded 
studies with limited budgets. “It can 
be a big line item, so it’s cheaper to 
go through your local IRB,” Gordon 
says.

Big changes like the Common 

Rule’s changes to IRBs can take years 
for institutions to absorb.

These kinds of systematic changes 
require IRBs to develop new systems, 
new policies and procedures, and 
educate and train stakeholders. Then 
they likely will not function well for a 
while, he says.

“Five years ago, we didn’t use any 
commercial IRBs. Then we chose one 
commercial IRB that we’d allow our 
investigators to use, and the first few 
years were very difficult,” Gordon 
says. “We worked it out and are better 
at it now, but it took us a while.”

Once the Office for Human Re-
search Protections issues more guid-
ance on how to make this transition 
to a single IRB of record for multisite 
studies, the change will be a little 
easier, he adds.

Also, the recently passed 21st 
Century Cures Act requires that FDA 
regulations and Health and Human 
Services regulations be congruent. 
Until this happens, IRBs will have to 
deal with making one requirement for 
federally funded studies and expect 
some resistance from investigators of 
FDA-regulated studies, where that 
requirement is not in force, Gordon 
says. (http://bit.ly/2JihLaa)

“Relying IRBs are going to 
have to develop new systems that 
also complicate things, and their 
investigators are going to have to learn 
new patterns, but it’s not a bad thing,” 
he explains. “It’s potentially a very 
good thing — but it’s a steep learning 
curve.”  n
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Research Offers Clues on How to  
Improve Informed Consent
How to make it comprehensible

D eciding to make informed 
consent as comprehensible 

as possible is the easy part. What 
is not easy is determining how to 
accomplish this goal.

“Some institutions are very 
accommodating in making the 
informed consent process as 
comprehensible as possible, and some 
aren’t,” says Baruch Fischhoff, PhD, 
Howard Heinz University Professor 
at Carnegie Mellon University in 
Pittsburgh. Fischhoff is one of the 
editors of an FDA book on risks and 
benefits called Communicating Risks 
and Benefits: An Evidence-Based User’s 
Guide.

“We’ve often had our IRB led 
by or including members who 
were cognitive psychologists who 
understand these issues,” he says.

One issue is: How does one 
determine whether an informed 
consent document is easily 
understood?

IRB members have their own 
intuition and theories based on 
their IRB and research experience. 
“But, at the end of the day, it’s an 
empirical question of whether people 
understand these things or not,” 
Fischhoff says.

There are several approaches 
IRBs might take to determine 
comprehensibility:

• Rely on the board’s clinical 
judgment.

“The way it’s typically done is rely-
ing on the clinical judgment of the 
people involved — the professional 
judgment of people running the study 
and the IRB approving the informed 
consent forms,” Fischhoff says.

IRBs that rely on their members’ 
clinical judgment would benefit from 
having a diverse set of professionals. 
Bioethicists and informed consent 
experts could be helpful to have on 
the board.

“If you don’t have a decision 
scientist on your IRB, you’re missing 
one important perspective,” Fischhoff 
says.

• Study priorities.
Determining study participants’ 

priorities is one of the hardest parts 
of making an informed consent form 
comprehensible, he says.

“We have a lot of science on 
helping people to think through 
difficult trade-offs, but thinking 
about what really matters is difficult,” 
Fischhoff says.

IRBs could ask potential 
candidates and the people helping 
them make decisions what they most 
want to know.

“Let the people who might be 
candidates shorten the form and see if 

that performs just as well as the long 
form,” Fischhoff says.

For example, researchers looking 
into a patient-centered approach to 
informed consent designed a study 
to identify prospective participants’ 
priorities and to test the use of these 
priorities in a shortened consent 
form.1

Specifically, they recruited asthma 
patients from an online pool and had 
them examine sections of a standard 
informed consent document for 
an asthma trial. Researchers asked 
participants to select the information 
they felt was most crucial to their 
decision-making process.1

Then another group of asthma 
patients was randomly assigned 
to a full informed consent form, a 
shortened form that was created from 
the results of the first study, and a 
video with content matching the 
shortened paper form. They found 
that participants who viewed the 
shortened form or the video reported 
greater engagement than those who 
saw the full informed consent form. 
And their comprehension was the 
same.1

IRBs and researchers could 
follow a similar process to shorten 
the document and test an informed 
consent form.

“There are various ways to recruit 
people online,” Fischhoff says. “You 
can give them an evaluation for how 
well the short form works.”

Ideally, a shortened informed 
consent form would result in good 
comprehension, good trust, and 
satisfaction that is on par with the full 
informed consent document, he says.

“SOME 
INSTITUTIONS 

ARE VERY 
ACCOMMODATING 

IN MAKING 
THE INFORMED 

CONSENT 
PROCESS AS 

COMPREHENSIBLE 
AS POSSIBLE, AND 

SOME AREN’T.”
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“I think that to replicate what 
we did on a routine basis is a trivial 
cost relative to the cost of the clinical 
trial,” he says. “You recruit people 
online, pay them decently, and give 
the shortened form to another group 
of people.”

The result is an informed consent 
document that is better understood 
by research participants.

“This strikes me as an ethically 
and scientifically sound and practical 
way of managing consent processes,” 
Fischhoff says.

• Use an analytical approach.
A process of information analysis 

can be used to calculate which 
information in an informed consent 
is the most important to participants, 
Fischhoff says.

“This is not familiar to most 
people in the informed consent 
world, which is why it has not taken 
off,” he says.

The analytical approach also is 

used in medical decision-making. 
Fischhoff describes how it works: 
“Imagine you are a candidate for this 
surgery, and this would be a good 
deal if there were no risks. What if 
I told you that the surgery could 
result in you having broken teeth? 
Would that tip the scale where you 
wouldn’t have the surgery? What if I 
said you might have migraines from 
this? Would that change the scale for 
you?”

These questions result in people 
identifying the risks that matter 
most to them. Knowing what those 
risks are, investigators can make sure 
the informed consent document 
lists all of the risks but particularly 
emphasizes the ones determined to 
be the most important, Fischhoff 
says.

For each of the most 
consequential risks, there are 
two things people want to know: 
What is the probability of the 

problem occurring, and what is the 
consequence of the risk?

“There are a lot of people in the 
medical decision-making world 
that have the skills to do this kind 
of analysis, but they work on other 
things like cost-effectiveness,” he says.

Medical decision aids were 
developed to help people think 
through their decisions about cancer 
treatment and other medical options. 
These also could be developed for 
IRBs and informed consent.

“If IRBs don’t have people on the 
board who know decision-making, 
they miss some expertise,” Fischhoff 
says. “Once you teach decision-
making skills, people get it.”  n

REFERENCE
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New Common Rule Suggests Changes  
for Informed Consent Documents
Consent is a recipe, not a checklist

IRBs often spend too much time 
wordsmithing informed consent 

forms and not enough time on the 
big issue of comprehension, one IRB 
director says.

“All too often, IRBs focus too 
much on the words in the consent 
document,” says Joshua Fedewa, MS, 
CIP, associate director of the human 
research protection program at the 
University of Texas Southwestern 
Medical Center in Dallas.

Researchers and IRBs do a good 
job of ensuring consent forms contain 
all of the elements of informed 
consent. But when the document 

is reviewed in the IRB office, IRB 
professionals often start to tweak the 
wording or rework the form to make 
certain it can be read at a sixth-to-
eighth-grade reading level, Fedewa 
says.

Nowhere in the regulations does it 
say that informed consent forms must 
be written at a middle-school reading 
level, he says.

“So we need, as IRB professionals, 
to stick to what regulations say, and 
that level of understanding may differ 
according to which informed consent 
is being discussed,” Fedewa says.

For example, an oncology study 

can be very complicated. Informed 
consent for cancer research can be 
very long and filled with jargon. 
For the general public, this type 
of informed consent would not be 
comprehensible, but the people who 
enroll in this type of study have 
greater medical literacy than the 
general public, he explains.

“If a cancer patient has exhausted 
all treatment options and is taking 
part in Phase I of a cancer study, 
this person might have a level of 
understanding that is greater than 
about anyone in the IRB office,” 
Fedewa says.
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This scenario highlights why it 
is important to aim for informed 
consent comprehension that is 
specific to a particular study and 
its population rather than shooting 
for a blanket reading level aimed at 
middle schoolers, he says.

“Instead of focusing on the 
words, are you finding out what the 
informed consent process is? Do you 
know the time between presentation 
of the document and signing of the 
document? How do you know what 
undue coercion is in actions and not 
just in words?” he says.

The goal is for an informed 
consent document to present 
the research study in a fair 
light. This means the risks and 
benefits are simply stated without 
overemphasizing the benefits and 
sugar-coating the risks, Fedewa says.

“Make sure the informed consent 
is a discussion and not a sales 
pitch,” he says. “Make sure when 
training new coordinators that they 
understand it’s a discussion where 
you’ve given them the information, 
and they’re making their own 
decision.”

With the new Common Rule, 
IRBs should keep in mind that one 
important word has been added to 

its section on informed consent. The 
old Common Rule said informed 
consent should provide subjects with 
sufficient opportunity to consider 
whether to participate in a study. 
The new Common Rule added the 
word “discuss,” as in this phrase: 
“discuss and consider whether to 
participate.”

This means researchers should 
make sure they discuss the consent 
form with potential participants, 
Fedewa says.

“How IRBs interpret that word 
is very important,” he notes. “Is it a 
discussion between researchers and 
subjects, or between subjects and 
their friends and families?”

IRBs might think about how 
investigators are facilitating a 
discussion and following the new 
regulations.

“The most powerful way to do 
this is to make sure investigators 
are, at a minimum, presenting the 
informed consent and also asking 
open-ended questions to determine 
subjects’ understanding of the 
research,” Fedewa says. “See that 
subjects have the opportunity to 
discuss it after they are informed 
about the research study.”

The University of Texas 

Southwestern Medical Center IRB 
has not changed how it evaluates the 
proposed informed consent process 
as a result of the new Common 
Rule because the IRB already was 
proactive in encouraging discussion 
in informed consent. The consent 
templates will be updated to comply 
with the new regulations, he says.

“We have a form that the 
investigator fills out to tell us how 
they will identify participants and 
how the consent process is done,” 
Fedewa says. “After recruitment 
is complete and the subject wants 
to hear more about the study, we 
ask them how they’ll make sure a 
consent discussion occurs.”

The Common Rule changes 
give IRBs and investigators an 
opportunity to rethink the whole 
informed consent process.

“Think of informed consent 
more as a recipe and not just a list 
to checkmark and make sure these 
elements are in the form, and after 
that, you’re good,” Fedewa says. 
“Think of a good consent form as 
a starting point, an opportunity 
to improve informed consent 
so participants have a better 
opportunity to understand the 
study.”  n

NIH Marshalling Data Defenses for  
All of Us Project
Trust of participants could be undermined by data breach

In a disarmingly frank lecture 
in an ethics training course at 

the National Institutes of Health 
(NIH), a leader of the landmark All 
of Us project shared some of the 
concerns that come with the immense 
responsibility of collecting data on 1 
million people.

“People talk about the All of Us 

research program like we already have 
all of this figured out — we don’t,” 
said Katherine Blizinsky, PhD, the 
policy director for the NIH program. 
“We launched the program and we 
are beginning to collect data, but we 
haven’t figured out all of the answers.”

There are plenty of questions, and 
Blizinsky peppered her talk with those 

of the rhetorical variety. One issue 
is how to secure the eroded trust of 
transgressed communities while ac-
knowledging the risk that data could 
be deidentified or otherwise compro-
mised to the harm of participants.

“We can tell [researchers] what 
we expect them to do and not to do, 
but that is not going to stop people 
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who really want to do bad things,” 
she said. “So, a good portion of my 
day I sit around dreaming about all 
the horrible things people are going 
to do with our data. Because if I can 
think of it, somebody else out there is 
thinking [of it].”

The NIH is seeking research 
participants across the United States 
and territories that represent a broad 
diversity of racial and socioeconomic 
conditions. The All of Us project will 
use whole genome sequencing and 
other cutting-edge tools to create, 
aggregate, and analyze individual 
health data for years into the future. 
Some of the data protections 
outlined when the program was first 
announced included taking the novel 
measure of hiring hackers to try to 
breach the system on an ongoing 
basis. (See IRB Advisor, June 2018.)

Data Use Agreement

In addition, Blizinsky outlined 
a series of measures and protective 
layers that will limit access and 
possibly criminalize breach of research 
agreements. To eventually access 
the massive data trove, researchers 
will have to sign off on a data use 
agreement that clarifies what they can 
and cannot do.

Researchers must agree that they 
will:

• know and follow all applicable 
state and federal laws regarding 
human data access and privacy;

• contact the All of Us Resource 
Access Board (RAB) within 24 hours 
if they become aware of any uses 
or disclosures of All of Us data that 
endanger the security or privacy 
of research participants, including 
any unintended reidentification of 
participants.

Researchers must agree that they 
will not:

• use All of Us program data for 
research that is discriminatory or 
stigmatizing of individuals, families, 
or communities;

• attempt to reidentify research 
participants or their relatives;

• use or disclose the information 
other than as permitted by the data 
use agreement;

• make copies of or download 
individual-labeled data resources 
outside of the All of Us research 
environment without approval from 
RAB.

Locked in a Cloud

The accumulated All of Us 
data will be stored in a cloud 
enclave environment, which will 
use increasing layers of protection 
stratified by the sensitivity of the 
information.

“There is a public tier anyone can 
access without signing a data use 
agreement,” Blizinsky said. “That is 
all aggregate results, and you can only 
make certain types of queries. It is 
also not particularly sensitive data. If 
you want to use sensitive, individual-
level data, you have to go through the 
application pipeline.”

This includes researchers proving 
their identity, passing ethics and 
security training, and signing the data 
use agreement.

“When researchers want to sit 
down and work with the data, they 
need to write a research proposal, 
which will be publicly posted on our 
website,” Blizinsky said.

This transparency allows others to 
flag a research proposal that they see 
as potentially stigmatizing and un-
ethical. These and other matters will 
be reviewed by the All of Us RAB.

The NIH is striving to balance 
allowing access to the data against 
the risk of violating the privacy of 

research participants. A primary 
threat to the latter is reidentifying the 
data, which some researchers have 
warned is getting easier to do.

“As we are increasingly sensitive 
of how easy it is to reidentify, we are 
having to reconceptualize our strata of 
data sensitivity,” she said. “There is a 
sense that there is a set of infractions 
that we can neither 100% prevent, 
nor can we really dissuade people 
from doing. How can we loose this 
amazing data set to as many people as 
possible yet simultaneously trust them 
to do the right thing? What can we 
do to curb those bad actors?”

One measure under discussion is 
criminalizing the data use agreement, 
making violations not only unethical 
but illegal.

“We can treat these data use 
agreements as a binding contract, and 
a violation can be pursued as a breach 
of contract.”

Although the scale of the project 
is unprecedented, it begins with the 
common challenge of building a 
research cohort.

“We are trying to build a deep 
data set on a very diverse group of 
participants that includes longitudinal 
data of many modalities,” she said. 
“We are hoping to do that on a 
scale that has not to date been 
approached.”

The NIH is collecting data 
through electronic health records 
(EHRs) and taking physical 
measurements and biospecimens from 
participants.

The All of Us consent form used 
for this is “modular,” meaning it is 
multilayered. “We have a primary 
consent that goes over the bulk of the 
research program,” she said. “We have 
a separate HIPAA authorization that 
talks about the donation of the EHR 
data. We have a third consent, which 
talks about the return of medically 
actionable genomic results.”
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Currently, the quest for diverse 
participation includes looking at ways 
to reach groups that speak neither 
English nor Spanish. Diversity is 
needed because the history of research 
“is embarrassingly white, straight, and 
male,” she said.

“This does us a disservice,” 
Blizinsky said “It is not good 
science when we continue to rely 
on the extrapolations based on that 
population. We are talking about 
groups of people that have been 
massively maltreated by science in the 
past. The battle to rebuild trust is a 
long and difficult one.”

Betrayed by Research

Before it receives a wealth of data 
to protect, the NIH program must 
face the disgraceful history of research 
abuse of minority populations 
such as African-Americans, Native 
Americans, and other groups.

“We are doing this through the 
lens of ethics,” she said. “We need 
to think about the implications of 
our actions: The way we are doing 
what we are doing, and the people 
we are trying to enfranchise with 
this program, and do it in a very 
conscientious and respectful way. We 
only get this one chance. There is no 
right way to do something the wrong 
way.”

For example, the NIH formed 
a panel to address concerns of 
Alaska Native and American Indian 
participants, including tribal 
sovereignty and the widespread 
rejection of DNA tests to establish 
tribal membership. (See IRB Advisor, 
November 2018.) Until these and 
other issues are resolved, the All of Us 
project has a moratorium on enrolling 
indigenous people.

“We are hoping to bring them 
into the program in a way that 

allows them to shape the way 
we interact with them,” she said. 
“To fundamentally change the 
conversation from ‘We are doing 
something to them’ to say, ‘They are 
allowing us, and helping us foster the 
program in its nascent stages in the 
tribal communities.’”

These communities distrust the 
use of genetic data in part because 
past studies used the data in ways 
researchers did not include in the 

informed consent, including to 
report levels of alcoholism or other 
stigmatizing tribal data.

“We are doing genomics as part of 
the All of Us research program, but 
this is not [just] a genomic study,” 
Blizinsky said. “We are collecting 
other valuable data. We are hoping 
that this is a resource that will be 
valuable to more than just people 
studying genomics.”

The challenge in reaching out 
to communities exploited through 
research is that they have the most 
disincentives to participate but could 
greatly benefit from the research. 
Even if cures or treatments are 
discovered, they will be of little 

good to underserved communities if 
they are too expensive to benefit the 
people that need them.

“How do we as a program ensure 
that the benefits that are derived from 
the data we are collecting benefit the 
people that have given us the data?” 
she said. “What happens if we collect 
information that is then used in a 
way that reinforces institutionalized 
stigma that affects a certain 
population?”

A part of the data use agreement 
that is still being drafted is how to 
prevent stigmatizing research from 
the onset and in later communication 
of results.

“A lot of the stigma occurs in how 
the information and findings are 
conveyed to the community — how 
that is interpreted and added back 
into common knowledge,” she said.

For example, research on gender 
and sexuality can become politicized 
and taken up by one side or the other 
as evidence of their views.

“We need to do more research 
in understanding how gender and 
sexuality affect health,” she said. 
“There is a need to do that research, 
but at the same time we don’t want 
the community to suffer from the 
political nature of that label.”

These issues will be addressed 
through the project’s Resource Access 
Board, which is part of the All of Us 
Committee on Access, Privacy and 
Security.

There is an ongoing effort to 
develop tools to help researchers 
“not necessarily ensure, but at least 
encourage them to convey their 
information in ways that will not raise 
that kind of response,” Blizinsky said.

Part of the answer is to have 
members of a potentially stigmatized 
community come before the access 
board and give their views on 
research that affects their population, 
she said.  n

“A LOT OF THE 
STIGMA OCCURS 

IN HOW THE 
INFORMATION 
AND FINDINGS 
ARE CONVEYED 

TO THE 
COMMUNITY — 

HOW THAT IS 
INTERPRETED 

AND ADDED BACK 
INTO COMMON 
KNOWLEDGE.”
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Researcher: Measure the Quality and Efficacy  
of IRBs
Consortia could report IRB individual quality data, benchmarks

While it is intuitive that IRB 
oversight effectively protects 

human research subjects from ethical 
breaches and other risks, there is 
surprisingly little data on the quality 
and performance of review boards.

“Despite the importance of 
IRBs in protecting human subjects 
participating in research and the 
well-known benefits of performance 
measurements, there has been no 
systematic assessment of the quality 
and performance of IRBs,” the 
author of a recent commentary 
states.1

Although some argue that 
there are few metrics to measure 
the quality of IRB functions, the 
author states that “The IRB, with 
its well-defined missions, functions, 
structure, and procedures, should 
be readily amenable to performance 
measurements.”

Indeed, the lack of such 
assessments almost half a century 
after IRBs were established is 
striking, observes author Min-
Fu Tsan, PhD, of the McGuire 
Research Institute in Richmond, 
VA. He argues that IRBs are bound 
by key tenets of the Common 
Rule, but focus on them somewhat 
haphazardly.

Tsan cites a prior study that 
found that protocol reviews by IRBs 
primarily discussed informed consent 
documents — failing to adequately 
address risk minimization, the 
risk-benefit ratio, equitable subject 
selection, data monitoring, privacy 
and confidentiality, and protection 
of vulnerable populations.2 Tsan 
proposes that IRBs and institutions 

form consortia for sharing agreed-
upon quality measures that could 
be aggregated and reported back as 
benchmarks.

“Individual IRB data would be 
kept strictly confidential and only 
aggregate group data [would be] 
analyzed and published,” he states 
in the paper. “Each year, each IRB 
would be provided with its own data 
along with the group average so that 
individual IRBs can identify areas of 
vulnerability and carry out quality 
improvement.”

‘Complex Reasons’

IRB Advisor asked Tsan to 
comment further on this issue in the 
following interview, which has been 
edited for length and clarity.

IRB Advisor: What are some of 
the reasons for the lack of assessment 
of the quality and performance of 
IRBs?

Tsan: There are complex reasons 
for this. First, the IRB is a very 
important and powerful committee. 
Most members and chairs of the 
IRBs believe that they are doing a 
good job and there is no need for 
them to be scrutinized. So, there is 
no incentive for them to assess the 
quality and performance of their 
IRBs.

Second, some people believe that 
since the primary purpose of IRBs 
is to protect the rights and welfare 
of human subjects participating in 
research, if you are not measuring 
human subject protections, there is 
no point of measuring the quality 
and performance of IRBs. Third, 

conducting ethics reviews of human 
research protocols is a major function 
of IRBs. Many people equate IRB 
quality to the quality of IRB reviews. 
However, neither human subject 
protections nor the quality of IRB 
ethics reviews are well-defined. They 
are not readily quantifiable and 
measurable.

Finally, research institutions and 
IRBs also are concerned about the 
possibility of their IRB performance 
measurement data becoming public, 
which may adversely impact their 
ability to compete for external 
research funding, including 
participation in clinical trials. It was a 
combination of these reasons that led 
to the situation we are in today.

IRB Advisor: Can you cite some 
possible performance measures that 
may address this problem?

Tsan: I believe that the quality 
of IRBs should be judged based on 
how well and efficiently they conduct 
ethics reviews of human research 
protocols and how well they provide 
continued oversight of approved 
research.

The Common Rule, in 
implementing the ethical principles 
of the Belmont Report, has clearly 
defined what IRBs must do in order 
to approve human research protocols 
and conduct continuing reviews of 
the approved research. One could 
also measure outcomes, such as the 
lapse rates of IRB continuing review 
approval, and how often investigators 
continued research activities during 
a lapse. How often do investigators 
initiate research activities prior to 
IRB approval? How often are subjects 
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enrolled into research protocols 
in violation of the inclusion and 
exclusion criteria? These are just some 
examples. I believe that there are 
no real barriers to implement IRB 
performance measurements.

IRB Advisor: What would be 
some of the benefits to human 
research protections if IRB 
performance could be assessed along 
the lines you propose?

Tsan: The primary purpose of 
performance measurements is for 
quality improvement. Systematic 
assessments of the quality and 
performance of IRBs will likely lead 
to improvement of IRB qualities. 

It is reasonable to expect that high-
quality IRBs are likely to lead to 
better quality of IRB ethics reviews 
and better human subject protections, 
even though we do not yet know how 
to measure the quality of IRB reviews.

With the scheduled 
implementation of the recently 
revised Common Rule in January 
2019, collecting IRB performance 
measurement data prior to and 
after the implementation will allow 
the opportunity to determine the 
impact of the revised rule. [IRBs can] 
evaluate whether the rule achieves 
its goal of providing more regulatory 
flexibility to investigators while 

improving protections to human 
subjects. Data on IRB performance 
will also guide future directions and 
changes in human subject protection 
policies and regulations.  n
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Small World, Big Data: International Research 
Collaborations
Public concerned about ethical safeguards beyond U.S.

The National Institutes of Health 
has encouraged international 

collaboration in the Human Genome 
Project and other precision medicine 
research. For example, as approved 
last year, the 21st Century Cures Act 
included support for an international 
pediatric study network.

However, there also is increasing 
public concern regarding transfer 
of data about U.S. subjects to 
international researchers, reports 
Mary Anderlik Majumder, JD, 
PhD, an associate professor of 
medicine in the Center for Medical 
Ethics and Health Policy at Baylor 
College of Medicine in Houston.

Majumder breaks down the 
legal and ethical issues in a recently 
published study,1 which follows 
her 2016 study2 that found a 20% 
increase in the public’s discomfort 
with sharing health data with 
international researchers as opposed 

to those in the U.S. This distrust 
appears to stem from a concern that 
researchers in other countries may 
not be as bound by regulations or 
ethical expectations for use of the 
data.

“That seemed to be the primary 
factor,” Majumder says. “I think the 
U.S. public is unfamiliar with the 
high level of protection in some other 
countries. Also, I don’t think the 
U.S. public necessarily is aware of the 
degree to which U.S. researchers — 
and, ultimately, all of us — benefit 
from access to data from other 
countries.”

There are good examples of 
how this is currently unfolding in 
international groups. For example, 
the Public Population Project in 
Genomics and Society (P³G) is a 
consortium dedicated to fostering 
collaboration between population 
genomics researchers.

“Of course, that doesn’t mean that 
there’s no increased risk with data-
sharing, and managing risk has been 
a catalyst for thinking about ways to 
facilitate use of data for potentially 
beneficial research without necessarily 
having the data itself move,” 
Majumder says. “For example, I 
think efforts to limit downloads of 
full data sets while giving researchers 
access to what they need for their 
projects, and experiments with 
distributed data networks, are 
extremely promising.”

She also cites the work from the 
Electronic Medical Records and 
Genomics (eMERGE) Network in 
the area of informed consent.

“The focus on informed consent 
seems to me to be appropriate, 
at least for data-sharing that is 
occurring through established 
research consortia and NIH-
designated repositories, which have 
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 n How far is too far when docs ask 
for medical innovation studies?

 n New apps can help with informed 
assent

 n HIV cure research has many ethical 
challenges to consider

 n Common Rule deadline is here — 
now what?

COMING IN FUTURE MONTHS

safeguards in place,” she says. “I 
think it’s appropriate to address 
international sharing as part of the 
informed consent process whenever 
the cross-border sharing of data 
is contemplated or reasonably 
foreseeable.”

Whether research is domestic or 
part of an international group, there 
are current concerns that deidentified 

research participant data can be 
reidentified.

“That’s a larger issue, especially in 
the context of genomic data-sharing,” 
Majumder says. “I think of addressing 
this as part of the informed consent 
process as preventive ethics. Especially 
since the revised Common Rule 
recognizes that risk changes over 
time.”  n
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Ethical Challenges of Paying Addicted 
Participants
Earning their trust yielded results

Financial compensation and HIV/
HCV testing elicited trust and 

motivated an addicted population to 
participate in research, according to the 
authors of a recent report examining 
the ethical issues that can arise when 
intravenous drug addicts are paid for 
their research participation.

“As trust in research developed with 
participants’ continuous involvement, 
participants came to perceive compen-
sation as part of a reciprocal exchange 
in which they assisted researchers 
by providing a trustful account and 
researchers reciprocated with financial 
support,” they noted.

Research participants, rather 
than viewing payment as undue 
inducement, saw it as a fair exchange 
for their expertise.

“But if trust in the study is ab-
sent, financial compensation can lead 
participants to reassert themselves by 
deceiving researchers they feel are not 
fulfilling their obligations, thus com-
promising the validity of the study,” 
the authors warned.

The researchers assessed how people 
who inject drugs perceive payments for 
participating in HIV epidemiological 
studies. While carrying the inherent 
risk of overdose, injection drug use and 

shared needles can transmit HIV and 
HCV transmission. The researchers 
intervened and interviewed drug users 
in rural Puerto Rico.

“Findings suggest that financial 
compensation was the main motiva-
tion for initially enrolling in the parent 
study,” they reported. “Then, as trust in 
the researchers developed, participants 
came to perceive compensation as 
part of a reciprocal exchange in which 
they assisted researchers by providing 
a trustful account of their experiences 
and researchers reciprocated with 
financial support.”

Citing some concern and criticism 
of paying vulnerable populations like 
addicts, the researchers said the study 
underscores that “marginalized research 
participants might be vulnerable, but 
they are not without power.” Addicted 
participants can lie and undermine 
studies by researchers they do not trust.

“Participants in our study perceive 
trust as a process in which reciprocity 

plays a critical role,” they stated. 
“Financial compensation is perceived 
as an aspect of a relationship in which 
researchers support participants, not 
only financially but also by providing 
testing or other things that participants 
value.”

Once this trust was gained, 
participants aligned with the goals of 
the study and credibly shared personal 
experiences. In one of several quotes in 
the study, a research participant said, 
“If you help me, you’re curing me, 
well, then, I give you the information 
you need and then we both helped 
each other.”  n

REFERENCE
1 . Abadie R, Brown B, Fisher CB . 

“Money Helps:” People who 

inject drugs and their perceptions 

of financial compensation 

and its ethical implications . 

Ethics & Behavior 2018; DOI: 

10 .1080/10508422 .2018 .1535976 .



EDITORIAL ADVISORY BOARD
Kay Ball, PhD, RN, CNOR, CMLSO, FAAN
Professor of Nursing
Otterbein University
Westerville, OH

Paul W. Goebel Jr., CIP
President 
Paul W. Goebel Consulting Inc.
Monrovia, MD 

Elizabeth E. Hill, PhD, RN
Executive Director
Research Service/Sierra Veterans’ 
Research & Education Foundation 
VA Sierra Nevada Health Care System  
Reno, NV

John Isidor, JD
CEO, Human Subject Protection 
Consulting, LLC
Cincinnati

Lindsay McNair, MD, MPH, MSB
Chief Medical Officer, WIRB-Copernicus 
Group
Princeton, NJ

Robert M. Nelson, MD, PhD
Deputy Director
Senior Pediatric Ethicist
FDA
Washington, DC

James Riddle, MCSE, CIP, CPIA
Vice President of Client Services
Kinetiq, a Division of Quorum Review IRB
Seattle

Susan Rose, PhD
Executive Director
Office for the Protection of Human 
Subjects
University of Southern California
Los Angeles

Mark S. Schreiner, MD
Associate Professor of  Anesthesia 
and Critical Care 
University of Pennsylvania  
Executive Vice-Chair,  
Committee for the Protection of Human 
Subjects
The Children’s Hospital of Philadelphia

Jeremy Sugarman  
MD, MPH, MA
Harvey M. Meyerhoff  
Professor of Bioethics and Medicine 
Johns Hopkins Berman Institute of 
Bioethics 
Department of Medicine 
Johns Hopkins University 
Baltimore

J. Mark Waxman, JD
Partner, Foley & Lardner
Boston

To earn credit for this activity, please follow these instructions: 
1. Read and study the activity, using the provided references for further research.

2. Log on to ReliasMedia.com, then select My Account to take a post-test. 

3. Pass the online test with a score of 100%; you will be allowed to answer the questions as 
many times as needed to achieve a score of 100%. 

4. After successfully completing the test, a credit letter will be emailed to you instantly.

5. Twice yearly after the test, your browser will be directed to an activity evaluation form, 
which must be completed to receive your credit letter.

CME/CE INSTRUCTIONS

CME/CE QUESTIONS

1. Which of the following best 

explains an informed consent 

document change in the new 

Common Rule, which goes into 

effect on Jan. 21, 2019?

a . It requires the use of a concise 

and focused summary preceding 

the consent form .

b . It requires research participants 

to sign each page of the informed 

consent, declaring that they have 

read and fully understand it .

c . It requires trained informed 

consent specialists to administer 

each informed consent 

document .

d . It asks for two pages of 

“important information” 

bulletpoints at the end of the 

consent document .

2. Which of the following is a 

method IRBs and investigators 

could use to determine that 

informed consent documents 

prioritize information most 

important to potential 

participants?

a . Rely on the IRB’s clinical 

expertise .

b . Use a patient-centered 

approach to informed consent 

by designing a study to identify 

potential research participants’ 

priorities and to test the use of 

these priorities in a shortened 

consent form .

c . Follow a process of information 

analysis to calculate which 

information in an informed 

consent is most important to 

participants .

d . All of the above

3. Katherine Blizinsky, PhD, said 

the All of Us project aims to 

encourage diverse participation 

to enable researchers to:

a . support or refute stigmatized 

views of minority populations .

b . ask certain questions of only 

indigenous groups .

c . study gender and sexuality in 

these groups .

d . avoid extrapolating data based 

on only white, straight, and male 

participants .

4. According to Min-Fu Tsan, 

PhD, which of the following 

is not a reason for the lack of 

assessment of the quality and 

performance of IRBs?

a . IRB leaders already think the 

boards are doing a good job .

b . The quality of IRB reviews 

already is well-defined .

c . There are no incentives to 

assess performance .

d . IRBs are concerned about 

performance and quality data 

being released to the public .


