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Participant recruitment can pose 
challenges from ethical perspective
Educating potential subjects is crucial

Federal regulations require 
researchers to maintain 
an equitable selection of 

participants, and IRBs take this into 
consideration when reviewing study 
protocols. But what are the ethical 
implications when a study has difficulty 
recruiting or retaining 
subjects? From an 
IRB perspective, 
recruitment must 
not be coercive, but 
how can researchers 
ensure participants 
are truly willing 
volunteers in small 
studies that require 
a major physical 
commitment?

This issue can 
arise in studies that 
prove physically 
or emotionally 
challenging for 
specific participant populations.

For example, a new study about 
functional magnetic resonance 
imaging (MRI) recruited stroke 

survivors and asked for their 
perceptions of the study’s physical 
demands.1 Participants underwent 
procedures that required multiple 
visits and spending a long time in 
an MRI, says Niloufar Niakosari 
Hadidi, PhD, APRN, CNS-BC, 

FAHA, associate 
professor and 
coordinator, adult/
gerontological 
clinical nurse 
specialist at the 
University of 
Minnesota in 
Minneapolis.

Ischemic stroke 
patients underwent 
two MRI sessions, 
each lasting 1.5 
hours and including 
functional MRI 
tasks.1

“When participants 
go through the functional MRI, they 
can be in there for one and a half 
hours, and we give them tasks to do,” 
Hadidi says. “We show them images, 
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so they’re not just lying there.”
It proved to be a difficult study 

for recruiting: “It took a year to 
recruit 10 participants,” Hadidi 
says.

“We didn’t reimburse them 
much — only free parking and a 
$100 gift card at the end,” Hadidi 
says. “It was our little way of 
saying, ‘Thank you.’”

Recruitment challenges

Recruitment also was 
challenging because of exclusion 
criteria that kept out of the 
study any stroke survivors with 
pacemakers or other implanted 
magnetic devices.

IRBs and researchers should 
keep in mind that unintended 
coercion can occur when doing 
research that involves lengthy 
or potentially uncomfortable 
procedures, Hadidi notes.

“The patient might feel 
obligated to participate in a study 
conducted by someone who 
impacts the patient’s care,” she 
explains. “I’ve seen how that can 
happen.”

One way to prevent this is 
for IRBs to review recruitment 
procedures and suggest that 
someone other than the potential 
participants’ physician approach 
patients about participating in a 
study, Hadidi says. “You can say, 
‘There’s someone here who would 
like to talk with you about a study. 
Would you be willing to listen to 
this?’”

Then the researcher would 
approach the people who said “yes.”

Another recruitment challenge 
involves placebo studies in 
situations where every potential 
participant would like to receive 
the study intervention, Hadidi says.

“We have to adhere to the 
protocol,” she says. 

IRBs and researchers walk a fine 
line between seeing the study from 
the patient participant’s perspective 
and following the study’s protocol 
while adhering to research 
regulations, she adds.

None of the MRI study 
participants dropped out, but 
retention can be as challenging as 
recruitment, Hadidi notes.

“Often, as researchers, we 
are so into our protocol and 
what we have to do next that we 
forget about what participants’ 
experience,” Hadidi says. “So I did 
a study that looked at what they 
experience and how they see the 
whole study.”

Investigators interviewed each 
participant in person and, after the 
last MRI procedure, asked them 
about their experience and their 
advice for researchers or patients, 
she says.

The goal for adding the 
questions was to learn more 
about the patient’s experience, 
both to improve recruitment and 
to understand and improve the 
patient’s experience as a study 
participant, she says.

Patient education

Hadidi learned that participants 
needed to be well educated about 
the study, its procedures, and 
goals. They especially wanted 
to learn more about MRIs and 
safety. Claustrophobia, pain, and 
temperature discomfort were not a 
problem, the participants reported.

“There were themes emerging 
from the study: It would be helpful 
to do education and give them 
a tour of the place before taking 
them into it,” she adds. “They 
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New SACHRP board member explains goals, HRP 
advocacy
Efficiency is chief goal

IRB Advisor asked Diana T. 
Chingos, MS, MFA, executive 

director of the Noreen Fraser 
Foundation in Los Angeles, to tell 
readers a little more about herself 
and her hopes and goals for the 
Secretary’s Advisory Committee 
on Human Research Protections 
(SACHRP), to which she was 
appointed in October 2014. 
SACHRP was created in 2001 by the 
secretary of the U.S. Department of 
Health & Human Services (HHS). 
Chingos began her term on Oct. 29, 
2014 and will serve through Oct. 29, 
2018.

IRB Advisor: Would you please 
tell us a little about your work in 
human subjects research — both 
your current position and your past 
work in the field?

Chingos: I come to my work in 
human subjects research first as a 
patient: I’m a three-time survivor of 
early-onset breast cancer. Admittedly, 
I’m not a typical patient; most 
people don’t get diagnosed with 
cancer while in their 30s and then 
have two more diagnoses before 
the decade is over. I have educated 
myself beyond the efforts of most 
patients. I’ve spent a lot of time 

around both patients and academic 
researchers, observing what slows the 
research process. I don’t purport to 
speak for all patients in this richly 
textured country called the U.S. I do 
my best to consider all perspectives 

while keeping patients’ interests 
front and center.

Since 1999, I’ve served as a 
patient advocate in research, engaged 
with breast cancer researchers, 
mostly at the University of Southern 

California, the City of Hope, and 
the University of California, on 
research projects that require patient 
advocate participation and in Team 
Science for the SU2C [Stand Up to 
Cancer] Epigenetics Dream Team, 
among others.

I’ve advised various federal, 
state, and local research funding 
entities, including the State of 
California Breast Cancer Research 
Program, the National Cancer 
Institute’s Investigational Drugs 
Steering Committee, and the 
NCI/NIEHS Breast Cancer 
Environmental Research Program’s 
External Advisory Board/Working 
Group. Also, I’ve reviewed 
grants as a consumer reviewer/
patient stakeholder reviewer 
for the Department of Defense 
Breast Cancer Research Program’s 
Integration Panel and, most recently, 
for the Patient-Centered Outcomes 
Research Institute.

Since 2006, I’ve served on the 
IRB at the University of Southern 
California. I have also performed 
data and safety monitoring for an 
NCI-sponsored early phase clinical 
trials group called the California 
Cancer Consortium.

did the study because they wanted 
to help other stroke survivors and 
contribute to science.”

Another strategy for improving 
retention involves making certain 
potential participants know from 
the beginning how challenging the 
study’s tasks and time commitment 
might be.

“I took the time to say from 
the beginning, ‘Is this something 
you could commit to because it 
will take eight sessions with two 
functional MRIs, and we prefer 
that if you are unable to stay with 
the study that you let us know 
now,’” Hadidi says.

“I’d make sure they were really 

comfortable with the study before 
we’d begin.”

REFERENCE
1 . Hadidi NN, Cullen KR, Hall LM, et 

al . Functional magnetic resonance 

imaging as experienced by stroke 

survivors . Res Gerontol Nurs . 

2014;7(5):200-205 .  n
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Overall, I’m familiar with the 
Sisyphean task that is designing, 
opening, conducting, and 
completing a clinical trial in its 
various phases, and I am particularly 
interested in how to accelerate 
research to benefit patients and to 
make jobs easier for researchers 
without compromising patients’ 
protections.

We are living in a really 
compelling time for research. We 
have technologies and capabilities 
that far exceed anything we’ve had 
in the past. We can put the pedal 
to the metal, as they say on the race 
track, and that’s a blessing and a 
curse. We need the big payoff and we 
need to figure out how to achieve it 

efficiently and safely.
IRB Advisor: What do you see 

as the most important aspects of 
SACHRP’s role and work, and what 
are your specific goals?

Chingos: I think providing 
guidance on the harmonization 
of regulations across the federal 
government and the reduction of 
regulatory burden are the key areas 
for SACHRP. All of their work is 
important. But most important is 
to streamline these processes so that 
everyone benefits, instead of no one. 
This sounds like dramatic language, 
but when research progress slows 
due to an unfocused, cumbersome 
system, no one benefits. I’m very 
hopeful for the National Cancer 

Institute’s Clinical Trial Network, a 
reorganization of its system. Working 
more efficiently is never a bad idea. 
We need to achieve efficiencies in the 
ethical conduct of research across the 
entire research enterprise, public and 
private.

I aim to represent patients’ 
perspectives credibly and capably 
while communicating the urgency 
to accelerate research progress now, 
not later. I believe that patient 
stakeholders play a key role in the 
design and conduct of research. 
Our role as patient stakeholders far 
exceeds that of the research subject. 
To whatever extent I can influence 
this perception, in all of my work, is 
at the top of my list of goals.  n

Researchers punt subject complaints to IRB — but 
then what do you do?
Research, review, report, CAP

It’s a long-standing issue with 
IRBs: Studies are approved, 

participants are enrolled, study 
interventions and visits occur — 
and someone complains. But then 
what?

“We dealt with subject 
complaints on the research side 
all the time, but generally they are 
punted to the IRB as ombudsman,” 
says Stephanie Collins Reed, PhD, 
an IRB administrator at the New 
York State Psychiatric Institute in 
New York City. Reed is an assistant 
professor of clinical neurobiology 
in psychiatry at Columbia 
University Medical Center in New 
York. She worked in research for a 
decade prior to working as an IRB 
administrator.

The question from an IRB 
perspective is: How do they handle 

complaints? Is each complaint 
subject to a new process, or should 
standard operating procedures 
(SOPs) be written?

“All IRBs deal with this issue, 
and everyone has their own way 
of doing so,” Reed says. “We were 
interested in operationalizing 
the way we handle complaints, 
including writing an SOP and 
presenting it on a larger scale.”

Systemize the IRB’s 

approach

Reed has dealt with research 
complaints from both sides — the 
researcher side and the IRB side. 
“This is what interested me in taking 
part in this project,” she says.

Reed offers the following 

suggestions for systemizing an 
IRB’s approach to handling study 
participant complaints:

1. Categorize complaints and 
check consent.

All complaints are viewed by the 
executive director, who starts the 
complaint handling process, Reed 
says.

“You need to identify the 
complaint and put it in a category,” 
Reed says. Complaints could be 
about confidentiality, compensation 
issues, adverse events, and other 
factors.

“You can bucket it according to 
who needs to review it,” she adds.

For instance, does the complaint 
involve an allegation of gross 
negligence or a study medication, 
or is it a minor complaint that can 
be handled by the study team?
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“Also, we look over the consent 
form and make sure all the bases 
were covered in the consent form 
and there wasn’t an oversight,” Reed 
explains. 

Studies that involve numerous 
procedures might have incidental 
findings that could be shared with 
study participants, and sometimes 
they’ll file a complaint if they do 
not receive this information, Reed 
notes.

“This is a bigger issue going 
forward with a lot of institutions 
doing biomedical research,” she 
adds. “Incidental findings are a big 
issue in genetics.”

One solution is to have policies 
in place with the right language 
about how these are handled. So 
when a participant complains, the 
policy can be used as a reference.

Resolutions to the more serious 
complaints might include making 
the informed consent form clearer, 
reporting a problem to the FDA 
or OHRP, or handling it internally 
through the corrective action plan, 
Reed says.

Depending on the complaint, 
it might involve input from Reed, 
a protocol manager, an operations 
director, legal department, IRB 
chair, and the full board.

2. Research and review the 
complaint.

“Gather complaint information 
from the complainant, the principal 
investigator, and the study team,” 
Reed suggests. “Get both sides of 
the story.”

One challenge is to determine 
the validity of the complaint. 
“That’s a tricky one because it often 
ends up being a ‘he said,’ ‘she said’ 
thing,” she adds.

The complainant might 
feel wronged, but the IRB can 
determine if there was wrongdoing 
or something else going on.

Once the complaint has been 
researched, determine the next level 
of review.

For instance, a complaint 
might be about a late subject 
compensation check. This can be 
handled easily by the research site.

Other complaints could be 
resolved by the study team and 

IRB office, and still others might 
require more serious attention. For 
instance, a complaint might involve 
informed consent or an allegation 
of misconduct that should be 
brought to the attention of the full 
board, Reed says.

Complaints also can be reviewed 
by an institution’s legal office and 
even sent to the Food and Drug 
Administration (FDA). 

“There can be many levels of 
review at this point,” Reed says. 
“About 75% of complaints are 
handled relatively quickly, while the 
rest go to the full board.”

3. Develop an action plan.
An IRB or research compliance 

office might require an investigator 
to develop an action plan to resolve 
a complaint. The action plan might 
be simple, i.e., pay a subject who 

felt he or she was not compensated 
as promised. Or it could grow into 
something more complex, Reed 
says.

“The goal is to come up with 
a resolution that is satisfying to 
everyone,” she adds.

For the simpler complaints 
that do not require the full IRB 
to weigh in, there is a fast track 
approach involving a meeting with 
the study team and complainant to 
discuss finding a resolution, Reed 
explains.

“Often those things revolve 
around compensation issues, and 
the study team usually agrees 
to give the compensation the 
participant feels is due,” she says.

Other simple cases might 
involve the participant experiencing 
a side effect that the person did 
not think was fully explained. 
Sometimes that kind of complaint 
can be handled by simply listening 
to the study participant.

“When complainants feel 
they’ve been heard, they will say, 
‘I’ve said my piece. Make sure you 
address this in the future with 
other people,’” Reed says. “When 
these aren’t major issues, the 
complainants often just want to be 
heard and to make sure it doesn’t 
happen in the future.”

Complaints involving 
confidentiality might result from 
a miscommunication. These also 
might be resolved through listening 
to a participant’s concerns and 
providing more information about 
the steps the research site has taken 
to ensure confidentiality.

“A big complaint we see is about 
a study’s strict inclusion/exclusion 
criteria,” Reed says. “When people 
are ruled out for a study, we often 
cannot pinpoint the exact reason, 
but can say it’s for their safety and 
protection.”

“WE DEALT 
WITH SUBJECT 

COMPLAINTS ON 
THE RESEARCH 

SIDE... BUT 
GENERALLY THEY 

ARE PUNTED 
TO THE IRB AS 
OMBUDSMAN.”
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This is a hot button issue for 
people who are upset about being 
excluded, she adds.

“These complaints are tricky to 
handle because they’re not major 
issues where you have to bring 
in regulatory or legal officials, 
but the reasons for exclusion are 
difficult to explain to people,” 
Reed explains. “They become upset 
about it.”

So the human research 
protection executive director will 
talk with the complainant and 
sometimes ask the investigator to 
become involved too, Reed says.

“Usually, we just have to say the 
same thing over and over to them, 
emphasizing the safety issues and 
how it’s for their benefit to not 
include them in the study, and that 
it is not a personal issue,” she adds.

4. Handle more serious 
complaints and determine the 
next level of reporting.

For the one in four complaints 
deemed serious, the IRB chair gets 

involved, determining whether it 
should be brought before the full 
board, Reed says.

When the full board sees the 
complaint at its next scheduled 
meeting, the IRB will help 
determine the corrective action 
plan (CAP). The executive 
director will discuss the actions 
being taken with the person who 
complained so the complainant 
will know it’s being addressed, she 
adds.

“The IRB’s big decision is 
whether or not to report the 
complaint to the Office for 
Human Research Protections 
(OHRP),” Reed says. 

The IRB and IRB staff also 
look at the regulations and 
definitions to see if the complaint 
alleges regulatory violations.  n

“ABOUT 75% OF 
COMPLAINTS 

ARE HANDLED 
RELATIVELY 

QUICKLY, WHILE 
THE REST GO 
TO THE FULL 

BOARD.”

Find the right CBPR training for your IRB
Consider the roles of community partners, researchers

Community-based participatory 
research (CBPR) brings 

members of the community 
into a study as partners who are 
involved with subject recruitment, 
study design, informed consent, 
and other aspects of research. 
Community partners can 
include tribal councils, religious 
organizations, neighborhood 
groups, and other social 
organizations.

IRBs face unique training 
challenges when engaging in CBPR. 
Personnel involved in research — 
including community partners — 
must complete a human subjects 
training course before engaging in 
research.

“Community engagement is 
becoming a lot more part and 

parcel of health research,” says 
Emily Anderson, PhD, MPH, 
assistant professor of bioethics at 
Loyola University Chicago. “There 
are more people getting involved 
in the research enterprise who have 
not had any previous exposure to 
or experience with research. There 
is a growing need for materials 
used to explain research ethics and 
integrity.”

There may be an increased 
blurring of research roles in CBPR 
where community partners could 
serve in more than one capacity, 
says Sarena Seifer, MD, senior 
consultant for Community-Campus 
Partnerships for Health, based in 
Seattle. “In conventional research 
you have more defined roles, but it 
can get really messy in CBPR,” she 

says. “You might have an agency 
that’s a co-investigator, and the 
clients might be participating and 
also on the advisory committee. 
There are different roles and more 
potential for conflict of interest.”

Human subjects research 
training can address many of 
these concerns and alleviate 
possible conflicts of interest, 
experts say. IRBs may face 
challenges in ensuring community 
partners receive proper training 
if the standard human subjects 
protections training modules, 
typically used to train and certify 
IRB members and staff, prove to be 
too cumbersome for those partners.

“The overwhelming feedback 
on CITI is that it’s not very helpful 
[for CBPR training],” Seifer says. 



6   |   IRB ADVISOR / January 2015 IRB ADVISOR / January 2015   |   7

“Right now, unfortunately, each 
IRB has to figure it [education] out 
by themselves because there is no 
national standard.”

The standard modules can take 
up a lot of time, can be difficult 
for community members who 
don’t have computer access or 
experience, and could focus on 
topics and situations community 
members may not encounter in the 
field. “We work with a lot of non-
English-speaking populations and 
tribal groups. We also have a huge 
anthropology school and public 
health groups that do research — 
it’s not practical to require people 
have our training,” says Mariette 
Marsh, MPA, CIP, director of 
the Human Subjects Protection 
Program at the University of 
Arizona in Tucson. In some unique 
situations, researchers work with 
community groups from war-
torn areas where people have been 
displaced and don’t have access 
to technology, she says. “We can’t 
insist that they take our training,” 
she adds.

In instances where community 
members cannot take the IRB’s 
standard training, the University 
of Arizona IRB works with the 
principal investigators (PIs) to 
develop a CBPR training that is 
specific to the particular study. The 
training guide would show what 
the researchers will address with 
the study population, elements 
of informed consent, privacy and 
confidentiality issues, and other 
materials that would be used. The 
PI would then document the type 
of training used and the dates and 
times on which it was given. “If 
[the study is] audited, we could see 
what materials they used,” Marsh 
says. “They’re obligated to work 
with the participants to understand 
what the research is about and 

nuances they have to be aware 
of. No one method works for all 
studies,” she adds.

CIRTification

When Anderson saw PIs were 
developing their own training 
curricula for community members, 
she saw a gap that needed to 
be filled. “I wanted to create 
something to keep people from 
reinventing the wheel,” she says.

Anderson developed the 
CIRTification training curriculum 
while she was at the University of 
Illinois at Chicago, with support 
from UIC’s NIH-funded Center 
for Clinical and Translational 
Science. CIRTification materials 
can be tailored for the specific 
needs of project personnel, but the 
training is meant to be delivered 
by a facilitator — usually a PI or 
someone at the IRB office — in 
sessions totaling a minimum of 
three hours. The sessions train 
community members on the history 
of human subjects protections, 
privacy and confidentiality, justice 
and beneficence, informed consent, 
and other research issues. Sessions 
include role playing, brainstorming, 
and case-based discussions. There 
is also a video series on informed 
consent. The participant and 
facilitator workbooks and informed 
consent videos are free and can be 
downloaded from www.ccts.edu/
content/CIRTification.

The training can be tailored 
to the needs of the community 
members depending on what their 
research roles will be, Anderson 
says. For example, if community 
partners will be obtaining informed 
consent and collecting data, 
they will need the most training. 
If partners will be involved in 

recruitment and not in data 
collection, training may not have to 
be as intensive. 

Anderson cites a PI who was 
working with community partners 
who would only be involved in 
data analysis by listening to audio 
recordings of study participants. 
There was a very small chance that 
the community partners could 
recognize participants’ voices in 
the recordings, but the PI and the 
IRB both agreed that some training 
on privacy and confidentiality 
was necessary. “We did an 
hour-long modified education 
explaining the expectations that 
need to be upheld with privacy 
and confidentiality,” she says. “It 
wouldn’t have made sense for them 
to do extensive online training 
for biomedical issues. We sat 
with them for an hour and went 
over the basics of human subjects 
protections, focusing on privacy and 
confidentiality, and they learned 
what they needed to for the project.”

“Not everyone has the same role 
in research — IRBs need to think 
about what every individual person’s 
role is going to be and what they 
need to know and don’t need to 
know,” Anderson continues. “What I 
was trying to do with this curriculum 
was think of the person who has 
to go out in their community and 
knock on people’s doors to get them 
to do a survey, or people responsible 
for keeping confidential information 
safe. What do they need to know? 
It’s important they understand there 
are federal regulations in place. 
What if the person learns something 
private about someone they know 
and are asked about it? Those really 
practical problems are missing 
from traditional HRPP training. 
Partners are getting inundated with 
information that isn’t relevant and 
missing the relevant and practical 
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stuff. That’s the gap I’m trying to fill.”

Community-engaged 

research

At Harvard Catalyst — the 
Clinical and Translational Science 
Award (CTSA)-funded program at 
Harvard that helps catalyze research 
across clinical and translational 
domains — the community-
engaged research subcommittee 
developed educational materials for 
community partners and for IRBs 
in community-engaged research 
(CEnR). In CEnR, community 
partners are involved in the research, 
but not as intensely involved as 
with CBPR. “Community-engaged 
research is a broad — and fairly new 
— umbrella term that encompasses 
many levels of community 
engagement including community-
based participatory research. 
That expansiveness leaves a lot of 
questions for the IRB as to the best 
and most appropriate ways to review 
community-engaged research.” says 
Sabune Winkler, JD, director of 
regulatory affairs operations for 
Harvard Catalyst at the Harvard 
Clinical and Translational Science 
Center in Boston.

Inspired by CIRTification, 
the Harvard Catalyst CEnR 
subcommittee developed CEnR-
focused training and educational 
materials for local investigators, 
community partners, and IRBs. The 
materials include a Community-
Engaged Research 101, a PDF 
which explains CEnR and the 
challenges it poses to IRBs as well as 
potential solutions; Human Subject 
Training for Community Partners, 
a training document using case 
studies focused on the roles and 
ethical responsibilities of community 
partners; and Ethical Conduct of 

Research with Human Participants 
Training for Youth Audiences, which 
is geared toward younger community 
partners. Copies of the content 
can be requested and downloaded 
at http://catalyst.harvard.edu/
programs/regulatory/cenr.html. 

When developing the educational 
materials, the Harvard Catalyst 
subcommittee partnered with IRBs 
to make sure the materials were 
acceptable. “It wasn’t enough just to 
develop the training — we had to 
collaborate with local IRBs to make 
sure they would accept an alternative 
training,” says Julie Kaberry, IRB 
administrative chair, Office of 
Human Research Administration at 
Harvard School of Public Health, 
and CEnR co-chair at Harvard 
Catalyst. “After sharing the final 
draft with other IRBs with whom we 
partner for research, they said they 
would be pleased to accept this in 
place of CITI when appropriate.”

Kaberry and others on the 
subcommittee are willing to meet 
with researchers and partners to tailor 
training to everyone’s specific needs. 
“We aim to do something more 
appropriate for the target audience, 
using the training to focus on their 
specific roles and responsibilities,” 
she says. “Not everyone has the 
background knowledge and not 
everyone is comfortable with high-
level computer-based training. We 
use, for example, lay terminology 
and real life examples to enhance the 
training experience.”

Other methods

Community-Campus 
Partnerships for Health in Seattle 
developed a curriculum in 2005 
entitled “Developing and Sustaining 
Community-Based Participatory 
Research Partnerships: A Skill-

Building Curriculum.” While it 
was not developed specifically for 
IRBs, Seifer and colleagues used 
portions of the curriculum at Public 
Responsibility in Medicine and 
Research (PRIM&R) conferences to 
positive response. Among the units 
in the curriculum are introduction to 
CBPR, ethics in CBPR, developing 
and maintaining partnerships, 
and disseminating research results. 
“People have been using pieces of the 
curriculum as part of graduate-level 
courses or leadership workshops,” 
Seifer says. The curriculum is free 
with permission and can be found at 
http://cbprcurriculum.info.

Seifer also suggests these resources 
for IRBs looking for CBPR training:

• “Human Subjects Protection 
in Community-Engaged Research: 
A Research Ethics Framework,” 
published in the March 2010 issue 
of Journal of Empirical Research on 
Human Research Ethics.1 “It’s good 
content if an IRB wants to create 
its own curriculum — it lays out 
common CBPR issues and how to 
work around them,” Seifer says. 
The article can be found at http://
www.ncbi.nlm.nih.gov/pmc/articles/
PMC4004423/.

• Project TRES (Training in 
Research Ethics and Standards). 
This curriculum gives research ethics 
training to community partners who 
participate in CBPR in Hispanic/
Latino communities. The tutorial is 
in English and Spanish and can be 
found at https://nationalethicscenter.
org/tres/?view=curriculum.

REFERENCE
1 . Friedman Ross F, Loup A, Nelson R, 
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NIH proposes tougher clinical trial reporting 
requirements
All NIH-funded studies would be required to register

The National Institutes of 
Health (NIH) is beefing up 

its reporting requirements for 
completed clinical trials.

The agency’s Notice of Proposed 
Rulemaking (NPRM), released 
in November, expands clinical 
trial registration and reporting 
guidelines for clinical trials that 
are required to register with 
ClinicalTrials.gov under the U.S. 
Food and Drug Administration 
Amendments Act (FDAAA). 
Currently under the act, certain 
research studies and clinical trials 
involving human subjects must 
register with ClinicalTrials.gov 
and publish the trial results on 
the website and/or in a scientific 
journal within one year of 
completion. However, studies have 
shown that registered trial data is 
incomplete, unpublished, or slow 
to be published. (For more coverage 
on these studies, see the January 2014 
issue of IRB Advisor, page 11, and 
the September 2014 issue, page 106.) 
The NIH also proposed a draft 
policy to require that all clinical 
trials that receive full or partial 
NIH finding be required to register.

“ClinicalTrials.gov currently 
contains registration information 
for more than 178,000 clinical 
trials and summary results for 
more than 15,000,” according to 
a statement from NIH. “These 
numbers include trials that are 
not subject to FDAAA. Among 
the primary benefits of registering 
and reporting results of clinical 
trials, including both positive and 
negative findings, is that it helps 

researchers prevent unnecessary 
duplication of trials, particularly 
when trial results indicate that a 
product under study may be unsafe 
or ineffective, and it establishes 
trust with clinical trial participants 
that the information from their 
participation is being put to 
maximum use to further knowledge 
about their condition,” according 
to the statement.

Noteworthy changes

Major changes in the NPRM 
include the following:

• Registration of all NIH-funded 
studies — even those receiving 
partial funding — regardless 
of study phase or intervention. 
Currently, wholly NIH-funded 
studies of FDA-approved products 
are required to be registered to 
ClinicalTrials.gov within 21 days of 
enrolling the first subject. 

• Studies on non-FDA approved 
products are required to register.

• Expansion of data elements 
required for registration, including 
“data elements that are necessary 
to implement other provisions of 
the law, provide more complete 
descriptions of the clinical trial 
and the intervention(s) studied, 
and indicate the status of human 
subjects protection review for 
the clinical trial,” according to 
the notice. Currently, descriptive 
information, recruitment 
information, location and contact 
information, and administrative 
information are required.

• For drugs available under 

expanded access, the responsible 
party would be required to submit 
a separate expanded access record 
with details on how to obtain access 
to the drug.

• Submission of study summary 
results within a year of trial 
completion, regardless of whether 
the drug, biologic, or device 
received FDA approval; however, 
summary results can be delayed 
for two additional years if the 
unapproved article is still being 
developed by the manufacturer, or 
if the sponsor will seek a new use 
for the article. Right now, only 
articles that receive FDA approval 
are required to have summary 
results. 

• Expansion of the scope of 
information to be included in the 
summary results, including chart 
and table information (for example, 
two data tables are now required to 
show adverse event information).

• Submitted trial information 
must be updated at least once a 
year if anything changes, and any 
errors must be promptly corrected.

• The NIH will post submitted 
results information no later 
than 30 days after submission to 
ClinicalTrials.gov.

“This proposed rule would 
close an important gap, making 
additional information about 
clinical studies of investigational 
drugs, medical devices and 
biological products available to the 
public,” said FDA Commissioner 
Margaret A. Hamburg, MD, in a 
statement. “It would help eliminate 
unnecessary duplicative trials, 
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advance biomedical innovation, 
and provide the public with a much 
richer understanding about the 
clinical trials for these products.”

Public comment for the 
NPRM is open until February 
19, 2015. Highlights from the 
NPRM can be read at http://www.
nih.gov/news/health/nov2014/

od-19_summary.htm, while the 
rule in its entirety can be found 
at http://ofr.gov/OFRUpload/
OFRData/2014-26197_PI.pdf.  n

Research participants’ social media use can 
compromise study’s validity
Online sharing could undermine results

Blogs, message boards, and 
patient communities are 

being used not only by patients, 
but also by research participants. 
In some cases, this reveals whether 
or not a participant is taking 
actual medication or placebos, 
compromising the study’s validity.

“Some research participants 
are using social media to have 
public discussions on the 
enrollment process and side 
effects experienced,” says Katrina 
A. Bramstedt, PhD, a clinical 
ethicist and professor at Bond 
University School of Medicine 
in Australia, and former faculty 
in the Department of Bioethics 
at Cleveland (OH) Clinic 
Foundation.

“Some people even attempt 
to use clinical trials as a ‘second 
opinion,’” says Bramstedt.1 “All of 
this creates the potential to impact 
the integrity of a study due to the 
risk of the injection of bias.”

This can lead to breaking of 
study blinding, or inappropriate 
participants falsifying information 
in order to meet inclusion criteria.

“The most important thing 
is to never violate the integrity 
of a study,” says Jonathan L. 
Halperin, MD, director of 
Clinical Cardiology Services in 
the Zena and Michael A. Wiener 

Cardiovascular Institute at The 
Mount Sinai Medical Center in 
New York City.

Participants’ communication 
on social media could alter the 
behavior of study participants, 
compromising the study’s findings. 
For instance, if researchers 
are evaluating a treatment for 

hypertension and know that people 
are often non-compliant with the 
recommendation for an exercise 
regimen, social media could 
potentially skew the results.

“If suddenly the behavior of a 
group of participants was changed 
as a result of communication, the 
study would no longer reflect the 
real world,” says Halperin. “That 

would reduce the generalizablity of 
results.”

The study’s findings would no 
longer apply to the typical patient 
with hypertension. “We would 
then need to quantify the results, 
to reflect that 93% of participants 
were engaged in a social network 
that potentially influenced their 
concomitant management,” says 
Halperin.

Researchers go to great pains 
to validate outcomes, he says, and 
if social media use undermines 
scientific integrity, “it can be 
harmful and wasteful.”

Results are undermined

The goal of research is to create 
reliable new knowledge, free 
of researcher bias and based on 
accurate information obtained from 
willing participants, says Edward 
Goldman, JD, associate professor 
of the ObGyn Program in Sexual 
Rights and Reproductive Justice at 
the University of Michigan Health 
System in Ann Arbor.

“To the extent that participants 
do things to undermine the validity 
of the research, the results are not 
useful,” says Goldman.

If participants try to find out 
which arm of a study they are in, 
or compare information with other 

“ALL OF THIS 
CREATES THE 

POTENTIAL TO 
IMPACT THE 

INTEGRITY OF A 
STUDY DUE TO 

THE RISK OF THE 
INJECTION OF 

BIAS.”
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participants, they can harm the 
study’s validity.

“The ethical goal of research is 
therefore damaged,” says Goldman. 
While a participant can always 
decide to discontinue being 
involved in research, this does not 
mean a participant can decide not 
to follow the rules while continuing 
in the study.

“Of course, participants have 
rights to autonomy,” says Goldman. 
“But in deciding to participate, 
they are agreeing to follow the rules 
of research — even if that means 
limiting autonomy.”

Some participants use social 
media to discuss adverse events, 
instead of bringing these to the 
attention of researchers. “Truly 
important matters that should be 
discussed with the research team 
can, instead, be taken directly 
to the Internet for ‘community 
consultation,’” says Bramstedt.

Education before 

enrollment

Researchers should be proactive 
to limit harmful effects of social 
media use, says Goldman, by 
stating prior to enrollment, “If 
you decide to participate in this 
research, you agree that you will 
not share information or use social 
media to attempt to determine 
which arm of a study you are in,” 
he says. “You understand that 
research is not treatment, but 
rather, is a scientific approach 
to see if a theory has practical 
application, and that research 
only produces reliable results if 
the scientists and participants 
rigorously follow the rules.”

Most research participants are 
likely unaware of the potential 
of their social media use to 

impact study integrity. Bramstedt 
recommends including a section in 
the consent form titled “Participant 
Responsibilities,” or using the 
confidentiality section to specify 
participant requirements.

“Research teams and sponsors 
may need to patrol the Internet 
while their study is in operation to 
ensure adherence to confidentiality 
requirements,” she adds. “This 
should be disclosed in the consent 
form.”

During the enrollment process, 
the research team can carefully 
review these sections of the 
consent form with the participant. 
Researchers could make participants 

aware that sharing information on 
social media could potentially lead 
to participants’ loss of insurance or 
employment.

“We cannot prevent a participant 
or a patient from sharing medical or 
research information through social 
media,” says Goldman. “But we can 
and should make it clear what the 
dangers of such sharing could be.”

REFERENCE
1 . Glickman SW, Galhenage S, McNair 

L, et al . The potential influence of 

Internet-based social networking 

on the conduct of clinical research 

studies . J Empir Res Hum Res 

Ethics 2012; 7(1):71-80 .  n

Here’s a change we know you’ll like: From now on, there is no more hav-
ing to wait until the end of a 6-month semester or calendar year to earn your 
continuing education credits or to get your credit letter.

Log on to www.cmecity.com to complete a post-test and brief evaluation 
after each issue. Once the completed evaluation is received, a credit letter is 
e-mailed to you instantly. 

If you have any questions, please call us at (800) 688-2421, or outside the 
U.S. at (404) 262-5476. You can also email us at: customerservice@ahcmedia.
com.



EDITORIAL ADVISORY BOARD

Kay Ball, RN, PhD,  
CNOR, FAAN
Perioperative Consultant/Educator
K & D Medical
Lewis Center, 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

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

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 and  
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. Scan the QR code to the right or log on to www.cmecity.com to take a post-test; tests 
are taken after each issue. First-time users will have to register on the site using the 8-digit 
subscriber number printed on their mailing label, invoice or renewal notice. 

3. Pass the online tests 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, your browser will be 
automatically directed to the activity evaluation form, which you 
will submit online. 

5. Once the completed evaluation is received, a credit letter will 
be e-mailed to you instantly.

CNE/CME INSTRUCTIONS

CNE/CME QUESTIONS

1. When recruiting subjects for 

a clinical trial in which some 

discomfort is anticipated, it’s 

important to make certain 

potential participants know 

from the beginning how 

challenging the study’s tasks 

and time commitment might be.

A . True

B . False

2. Which of the following are 

three steps to take when a 

research participant makes a 

formal complaint, according to 

Stephanie Collins Reed, PhD?

A . Interview the complainant, 

have the full IRB assess the 

validity of the complaint, and 

issue administrative compliance 

action on the investigator and 

research site .

B . Categorize complaint and 

check consent, research and 

review the complaint, and 

develop an action plan .

C . Have IRB make full report of 

complaint for research institution, 

send complaint to OHRP, and 

send complaint to FDA .

D . None of the above

3. According to Diana T. Chingos, 

who was newly appointed 

to the Secretary’s Advisory 

Committee on Human Research 

Protections (SACHRP), what is 

the most important goal of the 

national committee?

A . Streamline processes to 

everyone’s benefit

B . Increase the number of central 

IRBs nationally

C . Increase federal research 

spending

D . All of the above

4. According to experts, which of 

the following is not an issue 

IRBs and community partners 

face when it comes to CBPR 

training?

A . The community partners’ roles 

in the research

B . Partners’ level of education

C . The type of study being 

performed

D . Community partners’ access to 

technology
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IRB offices find workloads increase even as wages, 
staffing coast
Salaries mostly rise very little

In IRB Advisor’s 2014 annual salary survey of 
readers, most respondents reported an increased 
workload over 2013, although 56% reported no 

change in staffing and 16% said they had lost staff this 
past year.

In support of the survey participants’ general feeling 
that their workloads had increased, the survey showed 
that 64% of the IRB professionals work more than 40 
hours per week. For instance, 29% work between 41 
and 45 hours and 24% work between 46 and 50 hours. 
Another 12% work 51 or more hours each week.

The survey also found that more than 20% of 
respondents reported salaries that stayed the same or 
even decreased. Most — 62.5% — reported a salary 
increase of 1% to 3% in the past year. A handful of 
respondents reported more significant pay increases.

The IRB Advisor readers reported salaries mostly 
between $50,000 and $69,999 (40%), and another 
28% said their salaries were in the $100,000 to 
$129,999 range.

The increased workload might be the result of both 

stagnant staffing levels and increased responsibilities 
and roles, suggests Susan L. Rose, executive director of 
the office for the protection of research subjects at the 
University of Southern California in Los Angeles. Rose 
is also on the editorial advisory board of IRB Advisor.

IRBs are cost-causing centers, not cost-giving, so 
they’re viewed in a different light by administrators, 
Rose notes.

“IRBs are not money-generating, so they’re the 
stepchildren of [institutions’] being generous or even 
providing adequate staffing,” Rose says.

Finding more efficiency

The other issue involves pre-reviews, which have 
caught on as an IRB office function at some larger 
research sites nationwide, she adds.

“Pre-reviews take increased effort,” she says. “It’s 
absolutely a trend — I want to do it here, but I think 
it would take additional staff.”

Many IRBs could benefit from reviewing their 
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processes and finding ways to work more efficiently, 
says Gretchen Bowker, MS, RAC, FRAPS, chief 
operating officer and co-founder of Pearl Pathways in 
Indianapolis.

“For older institutions, it’s part of that business life 
cycle where every so often you have to break down 
things, going back to basics and rebuilding,” Bowker 
says. 

“Because you’re filling out forms you have filled 
out for the last 20 years, you don’t know why they 
were created,” she adds. “We call it running with your 
bicycle; sometimes you just have to stop and get on it.”

The goal would be to question the value of each and 
every process and keep only those that are necessary for 
regulatory and institutional demands.

For example, as multicenter studies increasingly use 
central IRBs, many community boards have policies 
and procedures that make handling these arrangements 

time-consuming, Rose says.
“You might tell your IRB that we’re relying on 

another institution’s review, but then we still have an 
11-page form to fill out,” Rose says.

Perhaps that 11-page form can be eliminated, as can 
some other forms and tasks, she says.

“We might still ask about conflicts of interest locally, 
and we ask about HIPAA, which we shouldn’t do 
because one HIPAA review is enough for all 200 sites,” 
she adds. “All of these are trends that absolutely add 
work.”

Consultants could help

As community IRBs also cope with expanded 
missions and workloads, one of their solutions has been 
to hire consultants to teach them ways to become more 
efficient and to do a better and faster job of reviewing 
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studies with their current staffing levels, Rose says.
For instance, Rose knows of IRBs hiring consultants 

to help them improve efficiency through restructuring 
their processes. But this is also something an IRB 
administrator can initiate.

Rose recommends IRBs take the first step of writing 
better and more efficient standard operating procedures 
(SOPs). And when an investigator fills out information 
for another office in a research institution, that 
information should be made available automatically 
to the IRB so there is no need to repeat the questions. 
With electronic systems and databases, there ought to 
be less redundancy, she says.

Other survey findings

The IRB Advisor 2014 salary survey also found that 

readers largely are well-educated and work in small IRB 
offices, mostly in medium-sized and larger hospitals and 
also in academic settings.

Sixty percent of respondents work in offices with one 
or two people, and all except one respondent (among 25 
total) are women. Most (88%) of the surveyed readers 
reported supervising staffs of six people or fewer.

A growing trend in IRB work is staff with a higher 
education and experience level. Forty-four percent of 
readers surveyed reported having a graduate degree, and 
24% had a bachelor’s degree, while an additional 8% 
said they had completed some graduate work.

Also, 48% of readers said they had worked in the 
field for between 10 and 15 years, while 12% reported 
16-18 years of experience, and 8% had 19 years or more 
experience. 

As IRB Advisor has noted in recent years, IRB staff 
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and leaders tend to be older. The survey found that only 
a couple of respondents are ages 45 or younger. Most 
are between the ages of 46 and 60, with a few in the 
retirement age categories of 61 to 65 and 66-plus.

The survey’s readers are well-distributed nationally 

— situated primarily in urban, suburban, and medium-
sized cities. Twelve percent are located in rural areas.

Readers reported IRB workloads fairly evenly 
spread out between full reviews, expedited reviews, and 
continuing reviews.  n
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