
‘Shared frustration’: Tensions arise 
in high stress world of clinical trials
Try honey vs. vinegar approach

Principal investigators (PIs) and clinical trial site staff increasingly
work in a high stress environment with budget and deadline pres-
sures that raise levels of stress and burnout.

Given these pressures, it’s understandable that tempers sometimes
flair and conflicts arise between CT professionals and the IRB.

“There’s a general climate with the regulations that not only frus-
trates investigators, but also frustrates many human protection profes-
sionals across the nation,” says Ann Johnson, MPH, IRB administrator
at the University of Utah in Salt Lake City, UT.

“There’s a shared frustration with IRBs and PIs when regulations are
vague,” she adds. “There’s a lot of guidance that is lacking and needs to be
built on.”

Clinical trial investigators and coordinators sometimes make incor-
rect assumptions about the IRB’s motivations, and this can lead to a
flare-up when there’s a mistake or crucial delay.

“If you’re submitting something to the IRB, I think you should not auto-
matically assume that this application is an exercise in bureaucracy,” says
Hannah R. Rothstein, PhD, professor of management and IRB chair at
Baruch College, Zicklin School of Business in New York, NY.

“My main goal is to get everybody to reframe things,” Rothstein says.
“We need to make sure we’re on the same side and find out what com-
mon interest is holding up the approval.”

When investigators and trial coordinators fail to control their anger
and frustration, the end result is negative, and the opportunity to
improve the CT process is thwarted.

“If you make someone at the IRB mad and then they might put you
at the bottom of the pile; the problem keeps reinventing itself,” notes
Tonya Edvalson, BS, CIP, research compliance manager at the Univer-
sity of Utah in the department of obstetrics and gynecology.

Consider the other person’s view

Edvalson is in the unique position of having both worked for over a
decade in clinical trial research and in having worked for seven years
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with an IRB. She’s tried to smooth tempers on
both sides and knows first-hand the pressures
both CT sites and IRBs encounter.

The key is to try to look at the situation from
the other person’s perspective and to use lan-
guage that doesn’t assign blame, Edvalson sug-
gests. (See story on tips for handling sticky CT
site/IRB interactions, p. 27.)

“You might ask, ‘What is it we can do to make
this work better for both of us because for me this
is not working,’” she says.

Each IRB has its own stories about notorious
investigators who yell at IRB staff and dislike the
IRB, always seeing it as a negative interaction,
Johnson notes.

Edvalson has experienced this from the IRB’s
perspective: “There was one instance when I was
an IRB administrator supervising a lot of staff,
and I could hear someone yelling at our recep-
tionist, and I couldn’t get off the phone call quick
enough,” she recalls.

“I walked outside and said, ‘Hi, I’m Tonya. Do
we have a problem and is there something I can
help you with?’” Edvalson says. “And he pounded
his fists on the table and said, ‘This is a tragedy!’”

Edvalson invited the investigator back into her
office and talked with him about the study. It
turned out that the IRB office had lost something
he’d submitted, so she helped him resolve the
issue without further emotional outbursts.

“Everything was fine, and two days later he
came back with candy bars and an apology,” she
says. “He said, ‘I appreciate you guys for taking
care of me.’”

The investigator was willing to come into the
IRB office and speak with them and never had
another problem again, she adds.

While candy gifts to IRB staff are a very rare
occurrence, the outbursts are not.

“We have people who are just so rude to the
IRB administrator,” Edvalson says. “Fortunately,
the IRB administrator is great and doesn’t take
them very seriously.”

When Edvalson acted as a mediator between
irate PIs and distressed IRB staff, she’d tell inves-
tigators that yelling and throwing things is unac-
ceptable behavior and they should just sit down
and take a deep breath.

Taking a positive approach 

Principal investigators should try a positive
approach first, Edvalson says.

“I say, ‘Instead of yelling at her the next time,
why don’t you bring her a box of chocolates —
you’ll catch more flies with honey than with vine-
gar,’” she adds.

Also, while it’s tempting for CR professionals
to think the IRB is being unreasonable in extra
requests regarding the informed consent process,
it’s likely that the IRB is looking at the situation
from a perspective the investigator had not con-
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sidered.
“I ask investigators to think about how they’d

feel if it was their sister who was going to be a
subject in a study,” Edvalson says. “How would
you want to have her treated and how would you
like her to hear about the study?”

Each subject on each study should be treated
with compassion, ethics, and understanding
throughout a study, she adds.

Sometimes, even the most experienced and
calm CR professional will encounter an IRB that
seems difficult to work with.

“One time we had three board reviews, and it
wasn’t until that third board review that we were
invited to come to the IRB meeting, and we finally
understood what the IRB wanted,” Edvalson
recalls.

“The IRB would write what it wanted, but it
wasn’t connecting with us,” she adds.

In these cases, open communication between
the CR site and IRB would help.

Sometimes IRBs get caught up in mission
creep, and board members need to hear the CR
staff’s perspective, Rothstein says. (See story on
understanding IRB’s culture, right.)

“One way to handle this is for the PI and IRB
to have a conversation,” Rothstein says. “If the
IRB invites the investigator in then they can
explain why they handled it this way, and people
can brainstorm for alternatives that meet both the
IRB’s concerns and the investigator’s concerns.”

Of course, to have a positive conversation
between IRBs and PIs means that IRBs need to be
open to hearing the other side too.

“I want IRBs to be better at asking why they’re
asking for a change and not just telling PIs that
they want this particular sentence in the
informed consent,” Edvalson says.

“I had one instance where I was working with
an IRB that was taking an unreasonable amount
of time getting approval letters back, so I spent a
lot of time tracking things,” Edvalson recalls.
“And even when I did everything in my power to
get it in on time, they didn’t review it.”

Edvalson documented her actions, keeping a
spreadsheet of submissions and tracking the time
from study submission to approval.

“I could have called and said, ‘How come you
let my study expire in January? There was no rea-
son in the world why it should have expired,’”
Edvalson says. “The situation was very frustrat-
ing, but turning to a defensive mechanism would
have reflected poorly on me, so I had to step back
and not play that card.”

Instead, she collected facts and showed them
to the IRB staff.

“I said, ‘This is what I see from this side, and I
need you to help me understand,’” she says. “I
told them: ‘I have a job to do too, and when I’m
meeting your deadlines and doing what you ask I
have expectations that you’ll do what you’re sup-
posed to do too. I hope your administration will
recognize the work that you are doing and give
you more resources.”

The key is to respond in a way that puts the sit-
uation in a more positive direction for everyone
involved, Edvalson says.  ■

Conflict resolution tips 
for CT staff and IRBs 
Anticipate questions before they’re asked

Conflicts and problems will always arise when
clinical trial investigators and coordinators

interact with IRB staff and members. But these
can be more easily and happily resolved if CT
professionals learn how to meet their own goals
without creating ill will in their communication
with the IRB.

So several experts on research and IRB conflict
resolution and anger management offer these
suggestions:

1. Understand how the IRB has multiple
responsibilities.

“Researchers need to understand that the IRB
has three masters,” says Hannah R. Rothstein,
PhD, professor of management and IRB chair at
Baruch College, Zicklin School of Business in
New York, NY.

“First, they’re responsible for protecting
human subjects, and that’s why they were cre-
ated,” Rothstein says. “They need to take the role
of subjects who can’t be there.”

Secondly, they are protecting researchers,
whose research would suffer if they make a
human subjects protection mistake, she adds.

“Researchers could lose their ability to get future
grants; their research would suffer, and studies
would be closed down,” Rothstein explains. “So
even though it looks like the IRB is slowing them
down, it is looking after them, as well.”

And, third, the IRB is tasked with protecting
the institution, Rothstein says.

“Nobody wants to be on the wrong side of the
Department of Health and Human Services or the
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National Institutes of Health (NIH) or be the per-
son who got research shut down for the whole
university,” she says.

For example, at Baruch College, which has
more than two dozen campuses, one rogue inves-
tigator’s mistake could impact 27 different cam-
puses, Rothstein notes.

When there’s a dispute between a PI and IRB,
Rothstein will mediate and try to get both sides
to listen to the other, putting themselves in the
person’s shoes, she says.

“This goes a long way to resolving a particular
conflict,” Rothstein says.

2. Anticipate the IRB’s questions and address
them early.

“If you know you work in a particularly com-
plicated field, or if you have a study coming up
and think the IRB may have some problems with
it, then set up time with the IRB director or some-
one in the office and say, ‘This is my study, please
just send me in the right direction one some of
these issues because I think the board might have
concerns with it,’” Edvalson suggests. “You can
say, ‘I just want your advice on the best way to
address these issues.’”

Anything a PI can do to anticipate the IRB’s
questions helps to expedite the process.

For example, Edvalson works with protocols
involving pregnant women and children. So
when she submits an application to the IRB, she
states how the CT site will address regulations
particular to this population.

“The regulations say that a pregnant woman
may be involved in research if all conditions above
are met, so I address the list of regulations and
might explain that there is no risk to the fetus, and
risk to the woman is minimal,” Edvalson explains.

Likewise, if the study involves an investiga-
tional drug, Edvalson will reference literature on
that drug, showing the IRB that the PI and CR
staff have given this some thought.

“It’s right there, spelled out for them so they
don’t have to look to see if we’ve addressed it,”
she explains. “I think that builds trust between
our sites and the multiple IRBs.”

The key is to address all potential regulatory
questions to reduce the amount of time spent going
back and forth with the IRB, Edvalson adds.

Often PIs will wait like college students cram-
ming for a test to complete the IRB application
the night before it’s due, she notes.

“Their application will seem like an
afterthought, and from the board’s perspective,
there should be a lot of thought that goes into it,”

Edvalson says.
While it’s difficult to anticipate all of an IRB’s

questions, PIs and CT coordinators can do much
better at this if they put more time into the appli-
cation process.

“Surround yourself with people who do know
the regulations, so you’ll understand what it is
the PI needs to address,” Edvalson suggests.

3. If the IRB reaches out, then take the offered
hand.

Many IRBs embrace the role of helping PIs and
CT staff with preparing protocols according to
the IRB’s requirements.

“We tell the PI that we’re here to help,” Johnson
says. “And if there’s a redundant requirement that
the PI doesn’t think is necessary, then we’re here to
tell them why it’s necessary and what their options
are in fulfilling that requirement.”

The University of Utah IRB also will help CR
staff plan their research protocol before it’s sent
to the IRB, so they’ll be well aware of what the
IRB will require, Johnson says.

“That way when the protocol is sent here it
doesn’t get stuck here,” she adds.

“We have an open door policy for PIs before
they submit research to the IRB,” Johnson says.

Both board members and IRB staff are open to
talking with PIs before the review, as well, she
notes.

“We encourage reviewers to give PIs a call to try
to get as many issues as possible taken care of
before they have the board meeting,” Johnson says.

The IRB staff might ask CR staff what the partic-
ular research project will entail, and staff members
will offer suggestions for meeting requirements
related to that project, she adds.

“We might say, ‘Here’s what we think would
work best for recruitment,’ and the PI could say,
‘This may not be the best thing, what about this?’”
Johnson explains.

“We can help them clarify issues in their applica-
tion or protocol so others who read their studies
down the line don’t have the same confusion,” she
adds.  ■

Learn how IRB works and
what board members want
Walk in each other’s shoes

Clinical research investigators and coordina-
tors could save time and aggravation during
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the IRB review process if they spent some time
learning how their particular IRB works and
what it wants.

“I work with several IRBs, and at any given
time I have 200 applications out there that I’m
watching from approval to amendments and
renewals,” says Tonya Edvalson, BS, CIP,
research compliance manager at the University of
Utah in the department of obstetrics and gynecol-
ogy in Salt Lake City, UT. Edvalson spoke about
anger management at the PRIM&R 2008 Advanc-
ing Ethical Research Conference, held Nov. 17-29,
2008, in Orlando, FL.

“So I have to know everybody’s culture and
what this board likes and what that board likes,”
Edvalson says. “Understanding what the IRB’s
role is makes this job easier for me, so I can figure
out a way to make them happy.”

Edvalson worked for an IRB for seven years,
and her experience left her with valuable insight
into the IRB’s world.

For instance, it’s a good idea to observe an IRB
meeting, if the IRB is open to this, Edvalson 
suggests.

“This way they can see their peers, see the
interaction between IRB members and the
thought process that goes into a protocol review,”
she adds.

Sometimes an IRB’s requests for additional
information can be confusing or misinterpreted.
This might lead to a protocol approval being
postponed through two or more IRB meetings.
When this happens, it might be essential for a PI
to meet with the board to ask them about the
issues holding up the protocol, Edvalson says.

“Sometimes it’s the board preference and not a
board requirement that you do something differ-
ently, and you need to find out why the IRB is
asking you for this,” Edvalson says.

In this case, there might be a way to resolve the
issue without redesigning the protocol or making
time-consuming changes, she adds.

When Edvalson discussed the CR site-IRB rela-
tionship at the PRIM&R conference, she asked
investigators to tell what their work pressures
were. And she asked IRB members to talk about
their pressures on a day-to-day basis.

“The lists were very, very similar,” Edvalson
says. “We have the same pressures and expecta-
tions, and seeing how similar they are was very
fun.”

Both PIs and IRBs have research participants’
best interests at heart, but they’re just looking at
it from different angles, says Ann Johnson, MPH,

IRB administrator at the University of Utah in
Salt Lake City, UT.

“PIs need to know that IRBs are doing what
they can to not burden them, but they want to
keep participants safe and well-informed,” John-
son says. “And if IRBs are willing to talk things
out before a conflict escalates and plan together
with CR sites, then they’ll build a positive rela-
tionship and everything will run smoothly.”

CR coordinators or PIs also might take time to
find out what an IRB’s policies and procedures
are, Edvalson suggests.

When Edvalson worked in an IRB office, new
investigators would sometimes ask to sit in the
office for a day to see how things worked.

“They had a putting-yourself-in-our-shoes
kind of perspective,” Edvalson says.

This approach takes time upfront, but it can
work, especially if an investigator begins to think
about human subjects protection in the same way
as IRB members.

Clinical research professionals need to retrain
themselves to think of IRB members as being
smart people who are reviewing the study to
improve its protection of subjects, Edvalson says.

If the IRB sends a protocol back with requests
for changes that seem unreasonable, then the
principal investigator should call the IRB chair or
reviewer and ask why the changes were
requested and whether there was some part of
the protocol that upset the board, she suggests.

“Take the time to gather information,” Edval-
son says.

In some cases the IRB’s questions might be too
vague, and it would be useful to ask for a clarifica-
tion before attempting to answer them, she adds.

“If you haphazardly answer it or answer curtly
and don’t address the question, it will come back
to you,” Edvalson explains. “Maybe the IRB
reviewer has had a hard day and doesn’t appreci-
ate that you said, ‘If you had just read page 3…’”

Or maybe the question isn’t exactly as big an
issue as the PI thinks it is.

“So really sit back and think about what
they’re asking,” Edvalson suggests. “If this is a
recurring problem or something that really is a
thorn in your side, then address it with them.”

Occasionally, there will be a personality conflict
with a particular IRB reviewer, and maybe the only
way to handle it is to try to make the nitpicking
changes the reviewer has requested, or to ask the
IRB chair to address this problem internally.

“You have to understand that some of the
things the board asks you to do is because these
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are regulations and there’s nothing anybody can
do about it,” Edvalson notes. “If it’s a regulatory
issue, then you have to figure out how to make it
work; if there’s a possible compromise, then work
with them, talk with them, and try to learn some-
thing from it.”

Also, it’s important to show the IRB your
appreciation for their work on your behalf,
Edvalson advises.

“Be there with the IRB and show your face,
calling and saying, ‘Thank-you,’” Edvalson says. 

“That goes a long way to facilitate relation-
ships,” she adds. “At the end of the day, everyone
wants to put together a good protocol and do
good research ethically and responsibly.”  ■

Quality indicator for 
CR billing helps keep 
compliance on track
One key is front-end billing system

When M.D. Anderson Cancer Center Orlando
in Orlando, FL, experienced a steep -- 96%--

rise in people enrolled in clinical trials within a
few years, leaders decided that some compliance
changes were needed.1

“Between 2005 and 2008, we increased from 64
patients to 117 patients and also increased our
number of sponsored studies,” says Allisun
Feazell, CIP, CCRP, manager of the office of pro-
tocol regulations at M.D. Anderson Cancer Cen-
ter Orlando.

The center’s industry-sponsored studies more
than doubled within the same time period of 2005
to 2008.1

“In order to continue with our growth, it was
very important for us to measure that we were
actually within compliance,” Feazell notes. “We
knew we wanted to take on more industry-spon-
sored studies, and we knew that to grow we
would need to have a good system in place to
take on more work.”

So the research organization began to use a
quality indicator that gives a quick snapshot look
at the organization’s level of billing compliance.

The billing indicator is measured monthly. It

divides the total number of new patients on
industry studies whose visits were billed cor-
rectly with the total number of new patients on
industry studies, says Meghan J. Cadwell, MPH,
CCRP, project coordinator in the office of protocol
regulations at M.D. Anderson Cancer Center
Orlando.

The goal is to achieve 100%, and the site’s aver-
age overall compliance rate has been fairly close
to that, she says.

From August, 2007, to September, 2008, most
months were 100% or nearly 100%, but there was
one outlier month in which only two new partici-
pants were counted, and one of these two cases
was not in compliance, Cadwell explains.

This resulted in an overall compliance rate of
93%, she adds.

“When we don’t have 100%, I look at a specific
patient screening visit from that month and see
why it wasn’t billed correctly, and then we make
process improvements,” Cadwell explains.

For the first year of measurements from the
quality indicator, the organization is doing very
well, Feazell says.

“And I fully expect this to go much closer to
100% over the years,” she adds.

The research organization has a proactive
billing compliance program. A research business
coordinator uses the study contract and proto-
col’s schedule of events to identify which proce-
dures should be billed to research and which
should be billed to third party payers.1

In establishing a billing compliance program, it’s
critical to have highly trained personnel, including
investigators, study coordinators, clinical nurses,
regulatory staff, and even phlebotomists, says Ana
Victoria Bendetowicz-Hajdenberg, PhD, a
research compliance consultant in Orlando and co-
author of a poster abstract on billing compliance.1

“A billing specialist and contract specialist
should be part of the team, and we need a well-
established process flow,” Bendetowicz-Hajden-
berg says. (See tips on establishing billing
compliance program, p. 31.)

“When we start any new study, we highlight
the items that are considered billed to research,”
Cadwell says.

Cadwell speaks with principal investigators to
determine which procedures are standard of care
and which are not and to learn of any specific line
items in the budget that are intended to be billed
to research.

Then Cadwell works with research nurse coor-
dinators and others on the CR staff to educate
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them about which items need to be billed to
research.

“The clinical research coordinator and nurses
have that information, and when it’s time to bill
for research, it’s entered in as ‘billed to research.’”
Cadwell says. “We have a hybrid system that’s
mainly electronic, and it’s entered into the elec-
tronic medical system.”

Then the information is transmitted to the
scheduling and registration department where
the order is updated and a research department
insurance code is assigned, ensuring that the
UB92 will be sent to the research department for
payment, Cadwell says.1

The research business coordinator audits the
bill-to-research patient study visits to ensure the
UB92 has been sent to the research department
and the patient’s insurance is not billed for
research procedures.1

“We basically use human auditing,” Cadwell
says. “I check the UB92s to make sure they list the
correct patient and procedure and that they
should be paid for by the study.”

Cadwell also works closely with research
nurses to make sure nothing is missed.

“I see every visit, and I know if something is
supposed to be billed to research or if it isn’t,”
Cadwell says. “We do catch mistakes from time
to time, and so that’s why we like to do the
majority of work on the front end.”

Occasionally a mistake will result in a third
party payer being billed incorrectly, and the insti-
tution will refund the insurance company if that
happens, Cadwell says.

“We like to do everything on the front end
when the procedures are being scheduled rather
than on the back end after the visits have
occurred,” Cadwell says. “We like to have every-
thing billed up front so there’s not a big hold-up
in payment.”

The quality indicator helps identify weak
spots.

For example, there have been a couple of
instances when an investigator or clinical
research nurse would order a CT scan in the med-
ical record system and order it to be billed to
research, Cadwell says.

“When that information was transmitted to the
scheduling staff they wouldn’t necessarily see it
as billed to research, so those items were missed
because they didn’t transfer them to our insur-
ance code, she explains.

“So we met with the manger of scheduling to
discuss the problem, and she went back to her

team to re-educate them so they wouldn’t miss
those items anymore,” Cadwell adds.

The scheduling manager also suggested some
changes in how the information was written into
the electronic medical system, Cadwell notes.

“What might sense for the clinical research
nurse is not what works for the scheduler, so we
decided to put the information in a section called
‘Comments,’ which now is where schedulers
know to find the information,” Cadwell says.

The problem was resolved and no more compli-
ance problems related to this occurred, she adds.

There was an initial educational push when the
quality indicator first was used, and now there is
continuing education in staff meetings, Cadwell
says.

“I present the results of the billing indicator
each month and answer questions [from the
staff],” she adds. “If anyone is new in the depart-
ment, we show them the billing indicator, and
this keeps the quality indicator fresh in every-
one’s minds.”

Reference

1. Cadwell M, Bendetowicz-Hajdenberg AV. Establish-
ment of a quality indicator that monitors clinical trials
billing compliance. Poster presented at 2008 PRIM&R
Advancing Ethical Research Conference, held Nov. 17-19,
2008, in Orlando, FL. ■

Starting a billing 
compliance program
Train team with all needed players

Clinical research (CR) sites will benefit from
implementing a billing compliance program,

particularly when handling complex studies, an
expert says.

“The risk the institution takes is directly pro-
portional to the complexity of the study,” says
Ana Victoria Bendetowicz-Hajdenberg, PhD, a
research compliance consultant in Orlando and co-
author of a poster abstract on billing compliance.1

A billing compliance program should start
with a well-established process flow, which can
be done electronically, she says.

A flow process should clearly identify study
procedure and visits versus those that are stan-
dard care, Bendetowicz-Hajdenberg says.

“In an ideal world, this flow process is sup-
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ported by a reliable electronic software and highly-
trained personnel,” she adds. “In the real world, it
is frequent practice that institutions use a variety of
electronic programs from different departments,
and interface is sometimes a major challenge.”

This is why continued training of personnel
and established processes of communication are
essential, she says.

“The point staff person for billing should be
someone who is fully informed of the protocol’s
schedule of procedures and the clinical trial
agreement,” Bendetowicz-Hajdenberg says.

The next step is to train staff, beginning with
the CR billing coordinator.

“This person should be extremely knowledge-
able about the study protocol and the study con-
tract to ensure contractual obligations match the
study schedule,” Bendetowicz-Hajdenberg says.

“The CR billing coordinator has to train the
study coordinator about the billings part of the
study,” she says. “Once the IRB approves the
study, then the billing coordinator gives it to the
study coordinator and either meets with the coor-
dinator or sends an email message about which
items are billed to the clinical trial.”

Face-to-face meetings are preferable, however,
she notes.

“The human factor is very important because
conditions can change in clinical studies,” Ben-
detowicz-Hajdenberg says.

Training begins when the trial is approved by
the IRB, she notes.

“Upon receipt of the drug, the trial is activated,
and you’re ready to have your first patient,” she
says. “The billing coordinator needs to hand the
trial to the research coordinator, who is by then
completely trained in what to do with the medi-
cal care.”

So the billing coordinator tells the study coor-
dinator what items will be billed and what the
schedule looks like and where each will be billed.

Also, CR institutions — both large and small
— should have a monthly billing compliance
program.

At least monthly, billing coordinators should
look at billing indicators to see how many proce-
dures were done and where bills were routed,
Bendetowicz-Hajdenberg says.

When mistakes are found, the research billing
officer should halt the incorrect billing by com-
municating with the institution’s billing office
and re-routing it to the correct clinical trial, she
explains.

“Successes and failures to route the billing

appropriately should be communicated to the
research team in a formal manner and should be
part of a standing agenda for a recurrent meeting
in order to support improvement,” she adds.

Also, the coordinator should communicate to
the phlebotomist and others involved how to
route CR bills correctly.

And there should be a quality assurance meeting
each month to review errors and emphasize billing
compliance, Bendetowicz-Hajdenberg says.

“The ultimate goal is to avoid billing insurance
for experimental procedures,” she adds.
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Keep informed consent
interactive, avoid 
therapy misconception 
Think “process” not “paper”

Clinical research (CR) sites that work with hos-
pitalized, critically-ill adults face special chal-

lenges in handling the informed consent process.
For one thing, this is a population whose

cognitive status can be impaired by both disease
and treatment while they’re in the intensive care
unit (ICU), says Cindy Munro, PhD, RN, ANP,
SAAN, a professor in adult health and nursing
systems at Virginia Commonwealth University in
Richmond, VA.

“The problem is that if you ask them anything
that requires recall, their memory of events dur-
ing their hospital stay is often less than perfect,”
Munro says. 

Recent studies have suggested that many clini-
cal trial participants have difficulty retaining
some basic information about the study in which
they are enrolled.

For instance, one study of long-term clinical
trials found that less than one-third of 789 partici-
pants who were asked at their final follow-up
visit what the main side effect of the study drug
was could answer the question.1

These same participants, who had been enrolled
in the study for five years were also asked what the



study’s purpose was and what was the name of the
medication under investigation.1

The study showed that 64.7% of participants
correctly reported the study’s purpose, and 79.6%
knew the drug’s name.1

Older participants had more difficulty recalling
the three main details about the study, the study
showed.1

The findings suggest that CR professionals
need to improve the informed consent process,
particularly when participants are older and criti-
cally ill.

They also need to make certain consent is
properly obtained in the cases of impaired or crit-
ically ill subjects.

“In our research we always have gotten the
consent of legally-authorized representatives,”
Munro says. 

The state of Virginia has clear guidelines about
how legally-authorized representatives for
research might be used, Munro adds.

“The other thing we do is because our patients
can’t either verbally or in writing provide their
consent, we look at their behavior,” she adds. “If
they shake their head that they don’t want to par-
ticipate, then we’ll respect that too.”

If patients are sedated, research staff will get
the legally-authorized representative involved,
Munro says.

“To the extent we can, we involve the patient,”
she adds.

Other strategies for improving the informed con-
sent process include making the informed consent
document more readable, Munro suggests.

“You can use appendices rather than putting
all the information in this dense packet,” Munro
says.

“One strategy that seems to have the best
results is having an extended informed consent
discussion,” she adds. “The longer you spend
answering patients’ questions and reviewing the
material, the better their recall will be.”

The ongoing model of informed consent works
best, Munro says.

“I would like to see investigators rely less on
the signature on the form and rely more on
patients’ understanding of the process,” Munro
adds. “I do think the simpler the consent form,
the more well-organized it is, then patients will
read the central information, and it would be
helpful.”

There isn’t a one-size-fits-all when it comes to
informed consent. So some strategies that might
work well for one population could be a bad idea

for another one.
For instance, providing subjects with CDs of

consent and trial information might be a very
good strategy for a population of media-savvy
participants, but not so great for others.

Good news, bad news 

The good news is that investigators in general
are more attuned to informed consent issues now
than they have been in the past, Munro says.

The bad news is that they still struggle with
their own therapeutic misconceptions about stud-
ies, she says.

“If you didn’t have some belief in the treat-
ment, you wouldn’t do the study,” Munro notes.
“It’s difficult when providers are not just
providers, but also are investigators.”

The human subjects research industry has had
difficulty dealing with this issue, she says.

“If your provider is telling you, ‘I’m doing this
research study, and let me tell you about it,’
there’s some lingering thought in your mind that
he wouldn’t be asking you to do this if it wasn’t
good for you,’” Munro says.

Munro handles therapeutic misconception by
separating her care provisions and research. “I
don’t work in any of the intensive care units
where my studies are being conducted,” she says.

A prohibition against dual roles would be too
complicated for research institutions to enforce.
But some sensitivity is needed, Munro says.

“You need to be aware of roles that have fric-
tion between them,” she suggests. “And if inves-
tigators are sensitive to that they can make an
extra effort to separate their roles when with
patients and subjects.”

For example, during the informed consent pro-
cess, an investigator should explain that the
study will not provide the participant with any
therapeutic benefit, repeating what is in the
informed consent document, Munro says.

“Investigators have to be careful of the way in
which this information is presented,” she adds.
“Investigators need to be seen as the researcher
and not the care provider in that interaction.”

If a physician is having a first conversation
with a patient about a research study, then the
introductory comment might begin this way: “In
addition to being your provider, I also do
research in the area of your disease. The research
I do may not have a direct benefit to you, but the
research may help us learn how to treat people
better in the future,” Munro suggests.
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So the best overall informed consent approach
is to keep it interactive, Munro says.

“The written informed consent form has to
pretty clearly communicate and standalone and
be enhanced by the consent discussion,” she
adds.
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‘Situated’ learning: Novel
approach to ethics training
Practice works better than lectures

There has been a great deal of emphasis in the
past decade on improving research ethics

training, but not enough thought is put into find-
ing the best methods for providing such training,
an expert says.

Do you rely on Web-based classes, classroom
sessions, or something more innovative?

A group of investigators hope to provide clini-
cal research sites with evidence-based answers to
this question through the study of a training
approach called “situated learning.”

“Our goal is to try to improve research prac-
tices in responsible conduct of research, data
security, and so on,” says Brian Mittman, PhD,
director of the VA Center for Implementation Prac-
tice and Research Support at the VA Greater Los
Angeles Healthcare System in Los Angeles, CA.

Just as health care clinicians are becoming part
of the movement to rely on the practice of evi-
dence-based medicine, so should investigators
move toward the practice of evidence-based
research, Mittman says.

“The basic idea is that researchers need to
adhere to a long and growing list of guidelines
and recommendations,” he explains. “This is as
opposed to the practice 20-30 years ago of
researchers relying on their own judgment of
ethic norms.”

However, it’s not enough to acknowledge the
need for more ethics training. Such training also
needs to be done in a useful and efficient way,
using educational tactics that are supported in 
literature.

Research sites that default to an online educa-
tional program are not responding to evidence
about how people learn.

“Learning in a classroom  and on-line learning
are very weak,” Mittman says. “Using online
learning reflects a lack of reading and under-
standing of the learning process because many
types of learning do not occur very effectively in
the classroom and online mode.”

Online learning questioned

Even online education that is interactive and
case-based is a weak strategy, Mittman says.

“I’m well aware that many of my colleagues
are spending a lot of time and effort on online
learning,” he says. “It’s a bit sensitive, but the
research in education is clear that it’s not a very
effective way.”

A better approach is case-based learning in
group settings with interaction and discussion,
Mittman says.

“There are many innovations in this field, such
as ethics rounds, where a group gets together and
talks about a specific case,” he adds.

Another new strategy is situated learning in
which learning occurs within the setting and situ-
ation that is real and meaningful to the person
involved, he says.

“People learn ethics through cases and discus-
sions that apply ethical principles to specific prob-
lems, rather than learning a set of rules and hoping
they’ll magically be internalized,” he says. 

“It’s not enough to have ethics grand rounds
cases,” Mittman adds. “Research ethics needs to be
taught in a much more hands-on, problem-based
manner where ethical principles are learned and
immediately applied to projects researchers are
engaged in.”

Situated learning is much less abstract, Mittman
says. 

Researchers would learn about ethical princi-
pals at the same time they are able to put these to
use in their CR work.

When CR professionals take an online ethics
course, they might not have an opportunity to
put what they’ve studied to practice for several
weeks or longer, he notes.

“So somehow that training weeks ago is sup-
posed to be available to you,” he adds. “In situ-
ated learning, you are learning at the time of the
real problem, so it’s arguably much more effec-
tive, and a fair amount of research in adult educa-
tion supports this strategy.”
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Mittman and co-investigators have worked on
a situated learning approach to teaching research
ethics.

“This is an idea that we hope to develop more
fully and pilot-test in a larger study,” Mittman
says. “We’re in the preliminary stages of that
effort.”

Their approach involves intensive project team
meetings in which researchers examine their pro-
jects in a detailed, comprehensive, point-by-point
manner. They learn and apply the various
research ethics principles, Mittman explains.

“Ideally, there would be protocols and a hand-
book for the research team,” he adds. “We would
hope to avoid the need for an outside facilitator or
trainer to be involved, but that’s an open question.”

Situated learning is a well-established concept,
and there are many examples of how it works,
but not in the research ethics field, Mittman says.

“We’re importing it into the field of teaching
research ethics,” he adds. ■

OHRP posts new 
FAQs online

The Office for Human Research Protections has
posted new frequently asked questions and

answers (FAQs) online at http://www.hhs.gov/
ohrp/faq.html. 

The new Q&A information includes the 
following:

Question: If I plan to carry out a quality
improvement project and publish the results, does
the intent to publish make my quality improve-
ment project fit the regulatory definition of
research?

Answer: No. The intent to publish is an insuffi-
cient criterion for determining whether a quality
improvement activity involves research. The reg-
ulatory definition under 45 CFR 46.102(d) is
“Research means a systematic investigation,

including research development, testing and
evaluation, designed to develop or contribute to
generalizable knowledge.” Planning to publish an
account of a quality improvement project does not
necessarily mean that the project fits the definition
of research; people seek to publish descriptions of
non-research activities for a variety of reasons, if
they believe others may be interested in learning
about those activities. Conversely, a quality
improvement project may involve research even if
there is no intent to publish the results.

Question: Does a quality improvement project
that involves research need to be reviewed by an
IRB? 

Answer: Yes, in some cases. IRB review is
needed if the research involves human subjects,
is not exempt, and is conducted or supported by
HHS or otherwise covered by an applicable
FWA. (See exempt categories at http://www.hhs.
gov/ohrp/humansubjects/guidance/45cfr46.ht
m#46.101.) ■
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■ OHRP clarifies regulations
about using contractors

■ Make best use of
investigational pharmacy
support

■ Develop competencies for
research staff

■ Create CR nurse
orientation program
PI feedback has led to better

COMING IN FUTURE MONTHS

CNE/CME Objectives / Instructions

The CNE/CME objectives for Clinical Trials
Administrator are to help physicians and 
nurses be able to:
• review pertinent regulatory mandates;
• develop practical clinical trial oversight

strategies;
• review best practices shared by facilities that

successfully conduct clinical trials.

Physicians and nurses participate in this medi-
cal education program by reading the issue, using
the provided references for further research, and
studying the questions at the end of the issue. 

Participants should select what they believe to
be the correct answers, then refer to the list of
correct answers to test their knowledge. To clarify
confusion surrounding any questions answered
incorrectly, please consult the source material. 

After completing this activity at the end of each
semester, you must complete the evaluation form
provided and return it in the reply envelope provided
to receive a letter of credit. When your evaluation is
received, a letter of credit will be mailed to you. ■

Clinical Research: News in Brief 
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9. Clinical research professionals should try
which the following strategies when trying to
improve communication between the IRB and
CR site?
A. Understand the IRB’s motivation and the
various roles it has in human subjects
research
B. If the IRB ask you to have a discussion
about the protocol prior to review, then do so
C. Anticipate the IRB’s questions for the proto-
col and try to address these in the submission
D. All of the above

10. A clinical research organization uses a billing
quality indicator to help track and improve
billing compliance. How does this indicator
work?
A. Each month the total number of new
patients on industry studies in which the visits
were billed correctly is divided by total num-
ber of new patients on industry studies; the
goal is 100%
B. Each week the research billing coordinator
audits 10% of research billing invoices.
C. Each month the total dollar amount of
research activity is divided by the total antici-
pated amount of research activity.
D. None of the above

11. A study of long-term clinical trials found that
what percentage of 789 participants answered
incorrectly a question at their final follow-up
visit about what the name of the study drug
was?
A. 64%
B. 50%
C. 35%
D. 20%

12. True of false: Situated learning takes place at
the time of the real problem, so researchers
can learn about ethical strategies at the same
time they are facing these ethical issues while
conducting research.
A. True
B. False

Answers: 9. D; 10. A; 11. D; 12. A. 

CNE/CMEquestions
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