
Going pro: Research monitoring 
program keeps sites in compliance 
Proactive and flexible enough to be applied to any institution

Research institutions and IRBs can keep trial sites in compliance
through proactive measures that address regulatory issues before
an IRB or federal audit reveal problems.

This strategy improves an institution’s overall human subjects pro-
tection program and may prevent poor audit findings.

But how does an institution implement such a proactive program to
obtain the best departmental and trial site buy-in?

The Office of Protocol Research at the University of Texas M.D.
Anderson Cancer Center of Houston has an answer. The office recently
launched a new compliance tool that’s called ARMP, short for adminis-
trative research monitoring plan.

“We wanted to proactively address regulatory issues in departments
before compliance problems occurred,” says Wanda Quezada, CIP,
research regulations manager of the Office of Protocol Research.
Quezada and co-authors presented a poster about the ARMP at the
2009 PRIM&R Advancing Ethical Research Conference, held Nov. 15-16,
2009, in Nashville.

“Normally, an IRB will request that an investigator or department
submit a corrective action plan in response to a bad report,” Quezada
explains. “We tried to create a proactive approach so that before a
department or investigator has a regulatory issue, we help them devel-
op a plan to address it.”

The ARMP template was created last fall, says Martha Matza, MS,
CIP, CIM, director of operations of the Office of Protocol Research.

“It’s not a plan for each research protocol,” Matza says. “It’s a plan
for the entire department, for an organization.”

The goal is for research departments to develop their own ARMP
with help from the template and use this as a foundation for the protec-
tion of research subjects, she adds.

“It’s a guideline, a process-driven type of system,” Matza says. “So
when you have any type of problem you can go to your process and
say, ‘How do I deal with that problem? How do I report the problem?’”
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For these plans to succeed, sites need to have
institutional senior management support, she
notes.

“That’s critical to the success of this endeavor,”
Matza says. “You have to have resources to cre-
ate and implement this, and if you don’t allocate
time then people won’t take the time to focus on
it.”

It’s too early for outcomes, but the IRB and
research officials have given positive feedback
about its use, she notes.

“It really helps the department be proactive
instead of reactive,” Matza says. “The ARMP
helps to protect research patients, and it brings
higher quality research to the institution.”

From the IRB’s perspective, the ARMP helps
reduce the workload, Quezada says.

“When there are issues with the protocol, then
the IRB will ask if there’s an administrative
research plan in place to address these issues,”
she says. “Often times there are regulatory issues
with individual studies, so we go with the ARMP
that’s been created and have investigators follow
the procedures in the departmental plan.”

The Office of Protocol Research came up with
the plan as a solution to one department’s
research compliance issues, says Marion Olson,
CIP, research regulations supervisor.

“Wanda and I met with a department that was
struggling with trying to be compliant,” Olson
says. “They were at a point where they had to sub-
mit a corrective action plan, and we went to them
and suggested they may need a monitoring plan.”

Working with the department, they sketched
out a basic concept that eventually became the
ARMP. It contains these six steps:

• Step 1: Perform a department profile assess-
ment;

• Step 2: Perform an assessment of the depart-
ment research resources;

• Step 3: Develop a department monitoring
plan;

• Step 4: Define an implementation strategy;
• Step 5: Regulatory monitoring of the ARMP;
• Step 6: Outcome expectations. (See story

about ARMP’s six steps, p. 39.)

Each department adapts to own plan

Each department uses these skeletal guidelines
to develop its own plan, tailoring the plan to
departmental goals and types of research con-
ducted, says Evanna Thompson, MPH, CIP,
research regulations supervisor.

“We have seen plans that are three-to-five
pages, but they can be up to 20 pages,”
Thompson says.

“When we talk with different departments, we
tell them to first do an assessment of which
resources are available and of their studies and
who has responsibilities for those studies,” she
adds. “The process for consenting patients, doing
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lab work and clinical work can be incorporated
into that plan.”

If a department has had past experience with
particular compliance issues, then these also can
be added to the plan.

“Then the IRB reviews their plan and acknowl-
edges whether it is acceptable,” Thompson says.

Often the IRB will request changes; the depart-
ment will implement them, and then the ARMP
will be approved.

ARMP participation is voluntary, but the
Office of Protocol Research encourages it,
Quezada says.

“There are times when an IRB may mandate
an ARMP because of regulatory compliance
issues with that particular department,” she
adds. “That has happened several times.”

When Quezada and Olson met with the ini-
tial department that prompted their develop-
ment of the ARMP, they gave the department
leaders some specific points to follow, Olson
notes.

“We required their department chair to do an
assessment of their resources as far as FTEs,
research nurses, physicians, and the type of
research they do,” she explains. “They needed
to outline the educational process.”

Each ARMP needs to address communication
between the department chair and researchers
and the IRB.

“They need to make certain everybody is on
board with regard to how these research proto-
cols are monitored,” Olson says. 

Also, the ARMPs should be included in the
study design of high-risk protocols and can be
used to report unanticipated problems or
trends that might necessitate stopping a study.

The Office of Protocol Research staff has been
educating researchers and others about the
ARMP in brown-bag lunch sessions, Quezada
notes.

“Education is part of our ongoing mission,”
she says.

The one-hour lunchtime education sessions are
held every other Monday and have been well
attended with 50 to 100 attendees each session,
she adds.

“We also have an IRB help-email-line where
people send in questions about implementing the
plan,” she says. “We provide guidance on the
development of an ARMP.”

There also have been departments that
requested individual educational sessions as they
work on completing an ARMP, Olson says.

“It’s been a positive response as departments
try to be proactive,” she explains. “They recog-
nize their shortcomings, and as they complete
the ARMP they identify their shortcomings,
change and their departmental procedures, and,
anecdotally, they report seeing fewer protocol
deviations.”

One important aspect of the ARMP is that it’s
a continuous process, Olson says.

“It’s a continuous cycle, and it’s flexible
enough to be applied to any institution that is
doing human subjects research,” Matza says.  ■

Six steps to compliance
monitoring success
‘Senior faculty need to get on board’

The Office of Protocol Research of the
University of Texas M.D. Anderson Cancer

Center in Houston developed its administrative
research-monitoring plan (ARMP) as a simple,
user-friendly systematic tool.1 The idea is to
show research sites the main objectives they need
to create their own ARMPs while allowing them
flexibility in the details.

Here are the six steps needed to create an
ARMP:

• Step 1 - Perform a department profile
assessment: “This should be done by a depart-
ment chair or administrative director or depart-
ment manager,” says Marion Olson, CIP,
research regulations supervisor in the Office of
Protocol Research.

This step entails reviewin g the type of
research conducted by investigators, defining
investigator qualifications, setting research goals,
outlining research vision, and identifying chal-
lenges unique to the department.

• Step 2 - Perform an assessment of the
department’s research resources: “They need to
review the type of research they’re going to do,
the qualifications of investigators, the depart-
ment’s vision and goal,” Olson says. “Also, look
at the funding sources and education required
for research staff.”

This assessment should include gathering criti-
cal information and buy-in from senior leaders in
the department, she adds.

“The senior faculty need to get on board and
provide input on how the ARMP is developed,”
she says.



• Step 3 - Develop a department monitoring
plan: “This lists the nitty gritty of what needs to
be in the ARMP,” Olson says. “It should include
the informed consent process procedures, mak-
ing sure informed consent is documented appro-
priately and that they’re following the process.”

In addition, step 3 includes determining the
study’s risk, number of subjects, subject popula-
tion, complexity of research design, and number
of study locations.

There should be a procedure for handling
unanticipated problems (UPs) and details about
the institution’s policies for reporting time
frames, she adds.

“They should have procedures on how to han-
dle violations or issues that impact research and
how the process will occur,” Olson says. “You
need to address these issues across the board.”

The ARMP also should define procedures to
enhance data integrity.

Another aspect to consider is how research
studies will be monitored if they’re conducted at
outside sites.

“Because this is such a large institution, a lot
of departments will do multi-site studies where
we’re the lead site,” Olson says. 

The ARMP in step three also needs to discuss
standard operating procedures (SOPs), checklists,
delegation log templates for studies, and other
aspects of human subjects research, she adds.

• Step 4 - Define an implementation strategy:
“This is where the department would submit the
administrative research monitoring plan to the IRB
for review and approval,” says Evanna Thompson,
MPH, CIP, a research regulations supervisor.

“Once the plan is reviewed and approved,
communication is reported back to the responsi-
ble person in the department, who should then
inform the research staff of the department’s
expectations,” Thompson says.

Research officials can take steps to review the
ARMP, resubmit the plan, and then revise.

Specifically, step 4 entails determining how to
provide for continuous re-evaluation of the plan,
identify responsible staff for regulatory monitor-
ing, and seek IRB guidance and approval.

• Step 5 - Regulatory monitoring of the
ARMP: “This is done by the department research
committee, which could be research supervisors
or whoever has been designated to take that
role,” Thompson says. “Each department has its
own designated person or persons.”

The Office of Protocol Research recommends
that departments have a team of people conduct

the regulatory monitoring, says Wanda Quezada,
CIP, research regulations manager of the Office of
Protocol Research.

The team monitors the review schedule, meets
to see if the plan is working well and ensures
that it aligns with institutional and departmental
policies, Thompson says.

The meetings should be weekly or bi-monthly
and used to discuss protocol status and unantici-
pated problems that have occurred.

In step 5, the ARMP’s action items are to set
review schedules, use audit tools developed by
regulatory groups or the institution, and identify
how safety information is communicated to the
IRB, institution, sponsors, and others.

• Step 6 - Outcome expectations: “The
research committee should report to the depart-
ment chair all findings and outcomes,”
Thompson says.

The committee should see that the site adheres
to the plan and perform quality improvement
assessments and make adjustments to the plan,
periodically, she adds.

“As changes are needed or things start to come
up that should be added to the plan, it can be
revised,” Thompson says. “You need to look at
what’s going on as a whole with regard to com-
pliance issues.”

The ARMP can be used to define the depart-
ment’s best practices, as well.

The six steps could be seen as a circular flow
chart. After assessing outcomes, it’s time to
return to step 1 and review the department’s pro-
file and resources as they relate to the research
being conducted.

Reference

1. Quezada W, Olson M, Thompson E, et al. An essential
regulatory compliance tool for the development of an
administrative monitoring plan. Poster presented at the 2009
PRIM&R Advancing Ethical Research Conference. Nov. 14-
16, 2009. Nashville, TN. ■

‘Sled dogs’ haul research
into unmapped territory 
Collaborative RECS take IRBs to far destinations

There are a variety of models for research
ethics consultation services (RECS), but a

common factor that has made these new ethics
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boards appealing to top U.S. health officials and
foundations is the idea that they can work collab-
oratively with IRBs to improve human subjects
protection, an expert says.

Larger research institutions, especially those that
deal with genetic and embryonic research, have
begun to form RECS, sometimes self-funding them
and sometimes obtaining grant funding.

RECS often are charged with going into
uncharted ethical and research territory, handling
issues that are beyond the typical IRB purview,
says Jim Lavery, MSc, PhD, a research scientist at
Saint Michael’s Hospital in Toronto, Canada, and
an assistant professor at the University of
Toronto. Lavery is a co-principal investigator on
a grant funding the RECS, called the Ethical
Social and Cultural Program for the Bill and
Melinda Gates Foundation Grant Challenges in
Global Health Initiative.

One luxury RECS have is they typically do not
deal with IRB-type issues, such as ensuring regu-
latory levels of compliance, he notes.

“RECS handle issues that are super regulato-
ry,” he explains. “These are issues we don’t have
answers for, and there’s not a lot of literature on
these issues.”

For example the Gates Foundation-funded
RECS have addressed the ethical and cultural
issues related to a Chinese scientist’s research
into developing a mouse model for the human
liver for vaccine testing, Lavery says.

“Our challenge was seeing if this could be
done by emerging international standards in a
country that didn’t have rules that are the same
as in the United States,” Lavery explains. “So we
developed a customized oversight system for
that project.”

The Gates Foundation wanted an ethics con-
sultation service that would bring expert knowl-
edge to the table on emerging international stan-
dards, U.S. standards and current governmental
policy, as well as research ethics’ history.

“In our program we proposed we develop an
advisory service with the objective of working
very closely with scientists,” Lavery says. “We
have a stable of topics that research ethics people
talk about.”

A different perspective 

The idea is to help scientists look at their cut-
ting-edge and novel research with a research
ethics perspective. A mouse model for the human
liver might be a breakthrough way to develop

products that could save thousands of lives. But
from another perspective it could raise political
and ethical red flags.

The key is to design studies and conduct them
in ways that are sensitive to ethical concerns.

“We can say to an investigator, ‘If you don’t
get this right then no one will use the product
from your research, and all of this work will be a
complete waste of time,’” Lavery says. “We’re
here to shepherd this process so you don’t miss
important issues.”

For instance, a RECS member might visit a col-
laborating hospital where embryos are procured
to see that the process meets National Academy
of Sciences standards, he adds.

If IRBs are the watchdogs of human subjects
research, then RECS are the sled dogs, Lavery says.

“Someone came up with the analogy of how
we’re not watchdogs; that’s not our goal here,”
Lavery says. “But we’re not lapdogs either; we’re
not just going to give some ethical stamp of
approval to someone doing something 
controversial.”

Likewise, RECS are not the guide dogs
because researchers do consider and care about
ethical issues and give these consideration when
they develop protocols, he adds.

“So we settled on sled dogs, a Canadian analo-
gy,” Lavery says. “There’s a bunch of terrain that’
s a little more unfamiliar to you, and we proba-
bly have more experience with crossing that ter-
rain, and so we’ll sort of hitch ourselves together
and work collaboratively with you to get to
wherever the destination is.”

The hallmark of a RECS program is to be as
integrated in the clinical research process as is
possible, he adds.

RECS are not replacing IRBs, since both have
necessary roles as science advances.

“No one wants to run a RECS and leave the
impression that IRB folks can’t handle these
issues,” Lavery says.

Establish RECS within the context of the exist-
ing human subjects protection program and col-
laborate with IRBs, he says. 

“The key to me is that IRBs have a clear cut
responsibility to make sure investigators are
compliant with federal regulations and good eth-
ical practice in general,” Lavery says. “But IRBs,
especially in the United States, are not well-
equipped with staff and resources because of reg-
ulatory demands, so this makes it harder for IRBs
to deal with emerging challenges.”

RECS can shepherd ethical discussions



between IRBs and investigators.
“One thing we try to do is broker that relation-

ship,” Lavery says. “We tell investigators, ‘This has
nothing to do with IRBs, but these kinds of issues
are things your IRB would like to know about, and
we can help structure that conversation.’”

Some of the issues RECS deal with are exotic
and so far outside known research ethics territo-
ry that IRBs probably shouldn’t spend much time
on them, he notes.

“But any work we do should help IRBs get a
sense of what’s done and what’s on the horizon,”
he adds.

Encouraging biomedical innovation

Research institutions that charge IRBs with
handling all issues, including gray areas of
research that only marginally could be consid-
ered human subjects research, run a risk of hav-
ing judgments that discourage biomedical 
innovations.

“The Common Rule requires IRBs to make
judgments, but we’re so far beyond that now,”
Lavery says. “IRBs are terrified of making any
kinds of judgments, so what I’d be worried about
is if RECS are not rolled out properly then that
could reinforce the notion that IRBs have only
this very narrow mandate.”

Instead, institutions should develop RECS to
draw IRBs into new and emerging issues that
they don’t have very good guidance for, Lavery
says.

“This will give them some confidence and the
tools they need for making judgments,” he adds.

There are three reasons why IRBs should not
be left alone to weight the ethics of super-regula-
tory issues, he says. They are as follows:

• The first is that IRBs have very heavy work-
loads and do not have time to explore super-reg-
ulatory issues.

• Then there is the fear that their institutions
will be shut down if, even on the surface, they
have very technical departures from the regula-
tions, Lavery says.

• And, third, there’s a high degree of variabili-
ty amongst institutions that perform research, he
adds.

“If you are at a major research institute and
working on cutting-edge issues with the immune
system to combat cancer, then you will deal with
entirely different issues than a small IRB at a hos-
pital in the Midwest,” Lavery says. “What you
see on your desk will be different each day.”  ■

OHRP: No penalties 
for research no-shows
University students can’t be docked class credits 

Many universities are rewriting their student
subject pool policies in the wake of a deci-

sion by the Office of Human Research
Protections (OHRP) regarding penalizing stu-
dents who fail to show up for research appoint-
ments. 

The OHRP correspondence, released in
January, states that taking away research credits
from students as punishment for breaking their
appointments violates federal requirements that
research participation be completely voluntary.

The ruling came in the form of a letter to an
Estonian company that provides human subject
pool management software, but the ruling also is
causing repercussions at universities that do not
use the software.

“Under the provisions of 45 CFR 46.116(a)(8),
students must be free to choose not to participate
in research that they have signed up for at any
time prior to the start of their involvement in the
research,” OHRP Associate Director for
Regulatory Affairs Michael Carome, MD, wrote
in a letter to the company. “Furthermore, stu-
dents must be free to communicate their deci-
sions not to participate in research in whatever
way they choose, including by simply not show-
ing up for the research.”

The correspondence notes that the ruling
applies to non-exempt human subjects research
conducted or supported by the U.S. Department
of Health and Human Services (HHS) or to non-
federally supported research to which an OHRP-
approved Federalwide Assurance applies.

James R. Larson, PhD, a psychology professor
the University of Illinois at Chicago, has coordi-
nated UIC’s student subject pool for 25 years. His
institution does not use the software in question,
but he’s still revamping UIC’s policies, which did
assess penalties against students who missed
research appointments.

“I think assessing these penalties is very com-
mon,” he says. 

Options for credit

Under the terms of the UIC student subject
pool, students in Psychology 100 classes gain
credits for participating in IRB-approved studies
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conducted by psychology researchers on campus.
Students also can earn credits by serving as sim-
ulated clients in training sessions for advanced
psychology students, which is not technically
research, but has a participatory element to it,
Larson says. A third credit option is for a student
to complete a written assignment based on pub-
lished research.

He says the university has its own software to
track students’ participation. Students can sign
up for studies online and researchers record their
attendance. Prior to the OHRP letter, students
who failed to show up for a scheduled research
appointment without cancelling up to the day
before were penalized one hour’s credit (a total
of eight credits are required for the course).

“Certainly if there was an emergency or a
legitimate excuse, those penalties were waived,”
Larson says. “But if they don’t show up, if they
just forgot, they’re being irresponsible.”

According to the UIC’s subject pool policy, stu-
dents can withdraw from a study without penal-
ty if they stay for the informed consent process
and determine that they don’t want to partici-
pate. Larson says he believes most students who
skipped appointments weren’t doing so because
they were concerned about the requirements of
the study.

“There’s really no evidence that’s the case,” he
says. “I think what goes on in a psychology sub-
ject pool is probably a little different than what
goes on in medical research or where people
from the community are participating.

“It’s not that college students aren’t adults, but
they haven’t quite got it together yet. They just
tend to blow things off a lot.”

Researchers, students hampered

Larson says that even with the previous penal-
ties in place, the pool usually had a 6% to 8% no-
show rate. He says no-shows can greatly hamper
researchers, particularly those who study one-on-
one interactions or small groups.

“Some people do research where they’ll get 10
or 15 people in a room to fill out a questionnaire.
One person missing from that or even 6% miss-
ing from that is not a huge setback to the
research,” he says. 

“But lots of researchers do research one person
at a time. And it takes an hour to collect the data
points. So if somebody doesn’t show up they’ve
lost that hour, they’ve collected no data.”

Larson says if a researcher is looking at the

dynamics of a group of three or four people and
one participant is missing, the study may not be
able to go forward. “In this scenario, you have
four times the opportunity for someone not to
show up. That’s very problematic for those kinds
of researchers.”

He says no-shows also inconvenience other
students who are working to get their required
credits.

“If the person had withdrawn from the study
(with notice), another student could have made
use of that opportunity,” Larson says. “I’ve got
1,000 students who are trying to earn these extra
credit points. And the competition gets a little
fierce sometimes, so it’s a problem when some-
one else is not showing up and preventing others
from doing what they want to do.”

Alternatives offered

In its letter, OHRP recommends some possible
options for dealing with no-shows that do not
violate federal requirements:

• Awarding a credit point, or some fraction of
a point, to students for showing up for appoint-
ments.

• Penalizing students who don’t show up by
limiting the amount of credits they can earn
through research participation, as long as there
are non-research alternatives available to them. 

Larson says he plans to use a form of the latter
suggestion.  If a student fails to show up without
giving a day’s notice, that student cannot earn
that particular credit through research participa-
tion or by serving as a simulated subject in train-
ing exercises – leaving only the option of a writ-
ten assignment for that credit. The student can
continue to earn other credits through participat-
ing in research.

Larson still must get the changes approved by
his IRB, which reviews the subject pool policies
annually.

The American Psychological Association
released a statement to members outlining the
OHRP correspondence and asking for input
from researchers.  According to Sangeeta
Panicker, PhD, director of research ethics for the
Washington, DC-based APA, both her office and
the organization’s newly formed Committee on
Human Research will examine the OHRP deci-
sion to assess its impact.

Health and Human Services spokesperson Lt.
Kate Migliaccio says about 20 people, most of
them psychology researchers, have submitted



emails in response to OHRP’s invitation for com-
ments on the correspondence.

“Most of the comments disagreed with this
determination and many asked for OHRP to
reconsider its position,” Migliaccio says.
“However, none of these individuals addressed
why the additional options that were outlined in
the letter might not lessen or even eliminate their
concerns.”

Larson says he’s unsure how his institution’s
new approach will affect no-show rates. But he
sees no point in trying to fight OHRP over the
matter.

“I tend to see the federal government as an
unmovable object,” he says. “They’ve laid out an
alternative that may work. It seems like we
ought to at least try it. We don’t know if it will
work, it’s an empirical question, we’ll see.”

For more information on the correspondence,
visit the agency’s Web site at www.hhs.gov/
ohrp/policy/correspond/. 

Study: Schizophrenia
researchers less likely to
submit studies to IRBs
More wary than depression researchers

In analyzing the potential obstacles to conduct-
ing schizophrenia research, it’s tempting for
some to see IRBs as the sticking point. But a

recent study of mental health researchers sug-
gests that the situation is more complex than
that. 

The study, published recently in the journal
Schizophrenia Research, found that researchers
who study schizophrenia were more reluctant to
submit research protocols to IRBs than those
studying depression.1

But when asked how their protocols were
received by IRBs, the two groups of researchers
reported no real differences between the turn-
around times for protocol review, rates of
approval or the number of IRBs required to
review protocols.

Bernard A. Fischer, MD, assistant professor of
psychiatry at the University of Maryland’s
Maryland Psychiatric Research Center in
Catonsville, says he got interested in the issue of
psychiatric research and IRBs after having diffi-
culty getting approval for schizophrenia studies.

“It was difficult trying to explain to the IRB
what we were trying to do,” Fischer says.

He wanted to look at attitudes about mental
health research from both sides of the protocol —
the researchers and the IRBs. His team hypothe-
sized that both groups would be more leery of
moving forward with schizophrenia research
than depression research.

“Schizophrenia can be a more devastating ill-
ness — people function at a lower level,” Fischer
says. “We thought people would have more cau-
tion in dealing with that population, in what the
investigators submitted, in the time that the IRB
would take. We thought IRBs would not approve
at the same rates as for depression research.”

Cautious investigators

He says the predictions about investigators’
attitudes were borne out by the study, which sur-
veyed 108 researchers — 45 schizophrenia
researchers and 63 depression researchers. Most
schizophrenia researchers submitted about half
as many protocols per year (1-2, compared to 3-4
for depression researchers). 

When presented with ethically complex hypo-
thetical protocols, schizophrenia researchers were
less likely to say they would submit such a pro-
tocol to an IRB than depression researchers were:

• Asked if they would submit a protocol that
involved studying prisoners, 57% of schizophre-
nia researchers said they wouldn’t, 23% of them
citing difficulty in getting such a study approved
by the IRB.  Only 22% of depression researchers
said they wouldn’t submit a prisoner study, with
only 7% citing IRB issues.

• In considering a study comparing a standard
treatment (such as an anti-psychotic in schizo-
phrenia research or an anti-depressant in a
depression study) to a placebo, 58% of schizo-
phrenia researchers would decline to submit the
study, the majority of them deeming it unethical.
In contrast, 31% of depression researchers said
they wouldn’t attempt to submit the placebo pro-
tocol, in most cases for the same reason.

• In the case of an international protocol that
would compare a low-cost treatment to the stan-
dard of care in a developing country (rather than
the standard in a developed country), 64% of
schizophrenia researchers would decline to sub-
mit the study, compared with only 27% of
depression researchers. In both groups, the most
common reasons given were concerns about
ethics and the difficulty of implementing such a
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study rather than wariness about dealing with
IRBs.

“It looked like for some researchers, concern
about IRBs was the reason (for deciding not to
submit), but they were also concerned about
what was ethical, or concerned about just trying
to get a study done,” Fischer says.

The researchers’ IRB experiences were far from
ideal: None of those surveyed had had all of
their protocols approved on initial submission,
and about half reported that none of their proto-
cols were approved unconditionally on the first
try. 

More than 90% of respondents had an average
turn-around time (from initial submission to IRB
review) of longer than three weeks.

But overall, schizophrenia researchers did not
report longer turn-around times, or approval
rates, results that Fischer says he found some-
what surprising. 

Among both groups of researchers, most
regarded IRB paperwork requirements as “bur-
densome but necessary,” and more than half
thought of IRB comments on protocols as either
“always” or “mostly” helpful.

The majority thought IRBs should monitor
conflicts of interest and enforce participant priva-
cy, but should not evaluate research design.

Bridging communication gaps

Fischer says that in his own experience, prob-
lems between researchers and IRBs often come
down to breakdowns in communication.

“Often, there’s a set institutional way of doing
things that an IRB has that it doesn’t communi-
cate to investigators,” he says. “For example,
there may be a set piece of language required
that’s not obvious to the investigators. So they
submit something, and when they get it back, the
IRB will say, ‘You didn’t address the privacy
issues.’ So they expand the privacy section,
resubmit and it still wouldn’t get through
because it didn’t hit (the IRB’s) buzzwords.”

Fischer says IRBs should communicate exactly
what they need, particularly if the board is look-
ing for specific language. “Tell them to cut and
paste from the IRB Web site to the protocol,
instead of making it a guessing game.”

He says IRBs also may suffer from a lack of
institutional memory, as members rotate off the
board and others arrive who haven’t been privy
to previous discussions.  He says this can cause
roadblocks for researchers, even those who have

previously had success getting protocols
approved.

“There needs to be some sort of institutional
memory, some ability to reference other IRB deci-
sions,” he says. “So an IRB can see that we’ve
done this study before, even though the IRB may
have a different makeup now. And that can
weigh toward their decision.”

He says it’s important for IRBs to understand
that most studies with people who have mental
illness are not inherently more dangerous than
other types of research, as long as reasonable
protections are in place.

Fischer says he would like to see further study
of IRB functions. Specifically, he’s interested in
the relationship between IRB turn-around times
and measures of subject safety. 

“It strikes me that nobody really knows
whether taking more time with things is really
helpful for safety or whether we are going
through the motions without any benefit,” he
says.
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Informed consent: 
Helping parents of 
kids with leukemia
Program encourages families to ask questions

In the days after a child has been diagnosed
with leukemia, parents often must wrestle with

decisions about participation in clinical trials. It’s
a busy and stressful period, as family members
are still dealing with the trauma of the diagnosis.

To try to help families through this difficult
time, researchers must not only get information
to them in an understandable way, but without
inconveniencing them as they deal with
demands of their child’s clinical care.

Rebecca Hazen, PhD, a psychologist at
Rainbow Babies and Children’s Hospital in
Cleveland, OH, says she noticed while working
on studies that it was difficult to schedule with
families to relay information to them.

“Sometimes it was hard to get parents to agree



to sit down for an extra session with a nurse to
go through this information,” she says. “In some
studies we had done, we had a pretty high par-
ticipation rate, but we were finding there were a
fair amount of people who said they just didn’t
have time for this.”

So when her team developed an anticipatory
guidance to help lead families through the
informed consent process, they instead used a
DVD presentation, which made it available for
the family to review on their own time.

The guidance is not for a particular study, but
seeks to explain to families what they should
expect from informed consent in general. Hazen
says the goal was not necessarily to increase par-
ticipation — she says most children with
leukemia end up participating in clinical trials —
but to better prepare the parents for dealing with
the informed consent process, and in turn
improve understanding.

“We’re really more interested in improving the
process,” she says. “It’s more about making sure
that they actually understand what they’re agree-
ing to participate in.” 

Encouraging questions

Anticipatory guidance is a technique that also
has been used in injury prevention and relaying
child-rearing information to families. In this
study, it consisted of a 20-minute video that edu-
cated parents about the goals of research and
treatment, the principle of voluntary participa-
tion, confidentiality protections, the idea of ran-
domization and other aspects of informed con-
sent for a clinical trial.

“One of the big goals of this was to help them
going in (to the informed consent) to be more
active participants during the discussions,” she
says. “If we prepare them for what’s going to
happen, it’s going to be easier for them to ask
questions, to engage in more of a dialogue versus
going in and not knowing what to expect ahead
of time.”

Throughout the video, Hazen says, parents are
encouraged to take notes and ask questions. The
DVD actually instructs parents to pause the
video at various points and write down any
questions they have.

“If parents are more engaged and they ask
more questions, it leads to better understanding,”
she says. “So there was a big emphasis in the
video on the fact that the physician wants you to
ask questions.  We wanted to really hammer

home that point with them that we want you to
be involved in the conversation.”

The video features oncology physicians and
nurses speaking directly to the camera about the
consent process. In the video, parents are told
that they can have the consent carried out in the
place that is most convenient for them and to
decide whom they would like to be present.

They’re encouraged to ask for breaks, if need-
ed, during the informed consent, or to ask the
doctor to slow down or explain unfamiliar
words. “If the doctor moves on to a topic before
you are ready, you may want to stop and ask,
‘Could you please go back to what you were
talking about and tell me a little more?’” a nurse
advises in the video.

Testing with parents

Hazen’s team tested the DVD intervention
with a dozen parents at Children’s Hospital of
Pittsburgh whose children had been recently
diagnosed with leukemia. After obtaining
informed consent, participants watched the video
on a portable DVD player in the child’s room
with a research assistant. Parents were given
paper and pencils to write down questions.
While the research assistants did not answer
questions themselves, they referred parents to
the informed consent conference.

At those later conferences, parents’ questions
were counted and compared to previous studies
looking at communication during informed con-
sent conferences.

The parents who viewed the video had a high-
er rate of questions during conferences than par-
ents in previous studies. Most parents said the
video made it easier for them to understand
what the physician was telling them, to think of
questions to ask and to feel more comfortable
with asking questions.

Parents said they appreciated the brevity of
the video, and a few reported watching it addi-
tional times with other family members.

The study turned up one unusual finding.
While nine of the parents reported that watching
the video either decreased their anxiety or had
no effect on anxiety, three parents reported that
their anxiety increased after watching it (two of
them by “a little” and one by “a lot”).

Hazen suspects that some people are tem-
porarily made more anxious when they get more
information.  Hazen’s group theorizes that that
anxiety would have occurred later anyway, when
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the information was presented during the
informed consent conference.

Hazen says she’d like to try the intervention
with a larger sample to get more data on this and
other issues.

The video is available online to members of the
Children’s Oncology Group or others who might be
interested in using it at: https://members.childrenson-
cologygroup.org/DISC/bioethics/default.asp 
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PRIM&R online 
course for IRB members
Mock IRB meetings explain principles of review

Anew online course for IRB members will use
animation, audio and interactive features in

order to teach members not just the principles of
human subjects protection but also what would
be expected of them in real board meetings.

The new course is the latest educational offer-
ing from Public Responsibility in Medicine and
Research (PRIM&R), already well-known to insti-
tutions for its conferences in research ethics and
“IRB 101” courses. Amy Davis, JD, MPH,
PRIM&R’s managing director for programs, says
the new online offering is a logical outgrowth of
the organization’s other educational programs.

She says that as institutions’ travel budgets
shrink and interest in international research
expands, PRIM&R has been looking for ways to
conduct distance learning. 

“We started out doing webinars, where we’d
set up a time for people to call in to a conference
line and have presenters speaking on a topic,”
Davis says. “We’d provide access to a URL where
they could see a PowerPoint presentation and

participate in live chats. 
“Then we wanted to take the next step, which

was to actually develop a short course,” she says.
“This one is for IRB members, which is another
idea that’s been percolating for a long time. We’ve
wanted to provide some sort of package for new
IRB members that might include some of the regu-
lations, some articles and ethical reports such as
the Belmont Report, and also some case studies.”

The original plan was to provide this introduc-
tory package in a paper format. “But over the
years, as technology changed so rapidly, we
started to realize that maybe that concept could
be delivered in a little more interactive and inter-
esting and engaging way,” Davis says. “So that’s
where we came up with this online course.”

PRIM&R’s course lasts four hours, and will be
hosted on a server, so that those taking it can
work at their own pace and save their progress.
It uses text, animated photos and audio clips to
simulate a mock IRB discussing two protocols. ■
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13. Which of the following is a good reason to
develop a thorough research monitoring
plan?
A. This can serve as a proactive tool to 
prevent problems
B. It gives research leaders a template for
handling systemic or individual problems
C. It helps educate research staff about 
regulatory compliance
D. All of the above

14. A study found that researchers who study
which condition were more reluctant to 
submit research protocols to IRBs than 
those studying depression.
A. social anxiety disorder
B. schizophrenia
C. phobias
D. obsessive-compulsive disorder  

15. True or False: According to a recent ruling,
universities may continue to deduct class
credit from psychology students who sign up
for research studies and then fail to show up.
A. true
B. false  

16. A survey of schizophrenia and depression
researchers showed approximately what pro-
portion of them reported that none of their
protocols were approved unconditionally on
the first try.
A one fourth 
B. one third
C. one half
D. three fourths

Answers: 13. D; 14. B; 15. B; 16. C.

CNE/CMEquestions
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