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IRB offices face staffing changes 
as leaders age
IRB offices grew in past decade

IRB offices have evolved in the past 15 years. Early IRB offices often had 
limited support staff. But as the field of human subjects protection evolved, 
IRB offices’ staffing needs increased, creating IRB office leadership roles 

and the need for more IRB coordinators and other support staff.
Now these same IRB offices and leaders are facing a new challenge: How 

do you develop the next generation of IRB leaders?
The anticipated gap in research enterprise leadership coincides with the 

current trend of a graying health care field. According to a 2010 report by the 
Sloan Center on Aging & Work at Boston College (MA), a large number of 
baby boomer health care professionals are expected to reach retirement age by 
2020. This will leave a vacuum of skills at a time when the general population 
is aging and will need more health care services.

But the leadership transition problems confronting research ethics boards is 
also a result of the way the field has developed in recent years, experts say.

“This wasn’t a profession when many of us started in this field,” notes 
Yvonne Higgins, CIP, director of quality management at Copernicus Group 
Institutional Review Board in Durham, NC.

“You didn’t grow up thinking, ‘I want to be in an IRB,’” she adds. “This 
whole career path was created by our generation.”

In the old model for an IRB office, there was an administrator and an IRB, 
and the administrator did all of the support and organizational work, Higgins 
says. (See story on developing career ladders within an IRB office, p. 27.)

“Then, as these programs grew, the research portfolios became more 
complex,” she explains. “Most offices would add another IRB and another 
IRB administrator, so you ended up with an organizational chart that was flat 
with a lot of people living in parallel universes, doing the same thing.”

Career ladders were unheard of, and this meant there often were no 
leadership understudies in the wings.

As this group of pioneering administrators is reaching retirement age, the 
question on many IRB directors’ minds is “Who will step in to take my place 
if I suddenly have to leave?”

This truly is a problem that IRB directors and administrators should 
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address since their organizational leadership might 
not realize it’s an issue.

“I think it’s important to address the sustainability 
of an organization’s human research protection 
program,” says Karen Hansen, director of the 
institutional review office at Fred Hutchinson Cancer 
Research Center in Seattle. (See story on restructuring 
and improving IRB staffing, p. 29.)

“This would include appropriate IRB leadership, 
skills training, and succession planning,” she adds.

With a goal of creating a sustainable human 
research protection program, a consultant was hired 
to assist Hansen with identifying ways the IRB office 
could improve its leadership and skills training and 
succession process.

“This is about leadership, and it’s the leader’s 
responsibility to think about the organization’s future 
without themselves,” says Dan Oestreich, MA, 
principal with Oestreich Associates in Renton, WA. 
Oestreich worked with Fred Hutchinson Cancer 
Research Center to develop a career ladder, leadership 
skills and training, and a sustainable staff model.

Sometimes, administrators and directors get caught 
up in the belief that they’re the only ones who know 
how to manage the office, and they fail to train and 
develop their replacements, Oestreich notes.

“If you’re in that role, you’re not leading,” he says. 
“The way to support your organization is to help 
other people learn leadership skills.”

While leaders can emerge from an IRB’s 
coordinator and administrative staff, sometimes it’s 
challenging finding people who can perform well at 
entry-level IRB jobs.

Few college courses and programs teach IRB 
professional skills, so it’s difficult to find new college 
graduates with precisely the right training and 
background for working in a human research subjects 
office, says Charlotte H. Coley, MACT, CIP, director 
of IRB educational programs at Duke University in 
Durham, NC.

“You have to find staff that has the same skill 
sets you need for working in an IRB office,” Coley 
says. “These would be things like good analytical 
and communication skills, and teamwork is very 
important.”

When an IRB director has hired bright, capable 
workers, the need for specific skills is less of an issue, 
notes Kelly Dornin-Koss, MPPM, RN, CIP, director, 
education and compliance office for human subject 
research at the University of Pittsburgh (PA).

“We’re at a large institution and have many 
different staff members, so we are always encouraging 
training that will make it easier for people to 
transition into new positions,” Dornin-Koss says. 
“You always have your certain experts in institutions, 
but we really encourage education at our site 
and certification, and the IRB at our institution 
encourages training.”

Finding new staff with potential is only the 
beginning. IRB leaders, many of whom now are 
in their 50s and 60s, have to plan for leadership 
succession when there is no one else in the office who 
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could step into the job.
“I think about this a lot because I’m in my 

early 60s, and I care about my employer,” says 
David Wynes, PhD, vice president for research 
administration at Emory University in Atlanta.

“In most of these areas of research administration, 
including IRBs, you don’t go to school to get a degree 
to be an IRB administrator,” he says. “So we look for 
people who are intelligent, energetic, and, hopefully, 
come from some background that gives them 
exposure to the research process.”

Grooming IRB leaders takes time, and sometimes 
it can result in a super employee who decides to move 
to another organization, he notes.

“Honestly, I’ve hired a number of people who 
advanced and moved on to much larger institutions 
and medical centers, where some of them have 
become directors of other research programs,” Wynes 
says. “I hate to lose people, but that’s also what you 
want.”

Another challenge for the current crop of IRB 
leaders is that the field has become very complex. 
Those who have grown with human subjects 
protection since the 1990s have decades of knowledge 
that is difficult for even eager and willing new staff to 
accumulate.

“The danger is that many of us who have been 
doing this for a long time can get a bit complacent 
and rely on what we know,” Wynes explains. “It 
might not be written anywhere, and so we’ll say, ‘Just 
come and ask me and I’ll tell you the answer,’ but 
that’s not moving us ahead.”

IRB leaders need to create standard operating 
procedures, checklists, and training materials that 
make their knowledge and experience more accessible 
to new and younger staff.

“When you have these processes and engage that 
next generation in these processes, then they start 
to understand the various pieces and mechanics at 
work,” Wynes says.

Another solution that can work when there’s an 
urgent and short-term need for someone to take 
a leadership role is to cross-train various research 
department directors. For example, a research 
organization could have a compliance office director 
fill in for the IRB office director or vice versa, Coley 
suggests.

“I had knee replacement, and the IRB compliance 
specialist staff worked with me to help with education 
and they were able to pick up this work,” she says.

There’s another issue related to aging leaders that 
some IRBs are dealing with, and it involves having 
older IRB chairs, Coley says.

“The more urgent issue has been the graying of our 

chairs,” she says. “Our office has worked to bring in 
younger chairs to help, as our senior chair cut back 
on his time, thus allowing us to groom new leadership 
in the IRB.”  n

Career tracks can  
benefit any size office
Create small and large growth moments

IRB offices that have more than one employee 
should also create a career track that helps staff 

develop leadership and other skills, experts say.A 
career track also can improve staff morale and 
improve retention by giving employees a way to 
move up without moving out.

“Once you find good employees, the challenge 
is to keep them,” says Charlotte H. Coley, MACT, 
CIP, director of IRB educational programs at Duke 
University in Durham, NC.

“You need to create within your operational 
structure opportunities for lateral and upward 
mobility in the job, so employees can continue to be 
challenged,” Coley explains.

“And they can find out what they’re really good at 
and what they like doing in the IRB world,” she adds. 
“Find out what their strengths are, and make them 
king or queen of that.”

Coley and other experts offer these tips on creating 
a career track within an IRB office:

1. Create an entry-level administrative position.
“This should not be a gofer and dead-end job,” 

Coley says. “But it can be somebody who is a 
shadower of your existing staff.”

An administrative support job would be an 
opportunity for someone who is interested in IRB 
work, but has little or no research experience. In 
this beginning role, the employee could learn about 
how IRB offices work without the pressure of having 
responsibility for meeting all regulatory burdens, 
Coley explains.

“If someone can learn this entry-level job through 
observing and helping out staff, then you and they 
will know if they are ready to move to another 
position within the organization,” Coley says.

IRB managers might hire staff with specific job 
experience and skills and start them in a higher 
position, but this can backfire if the new employee 
decides he or she doesn’t like the job after the 
organization has spent six months in training the 
person, she notes.

Less time and fewer resources are lost if the new 
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entry-level administrative staff worker decides to go 
elsewhere.

2. Encourage staff to attend conferences, become 
certified.

“We offer opportunities for administrative 
assistants and analysts to attend regional human 
subjects conferences,” says Karen Hansen, director 
of the institutional review office at Fred Hutchinson 
Cancer Research Center in Seattle, WA.

“We have courses offered in our center, such 
as Cancer Biology 101 and human resource 
management courses,” Hansen says. “We encourage 
staff to take these courses, and we also encourage 
individuals to get their CIP, an IRB professional 
exam, and we pay for the expense provided they pass 
the exam.”

These opportunities for growth help keep 
employees on an upward growth track in their 
careers, she notes.

“We recently had an employee who was an 
administrative assistant move into a SOP [standard 
operating procedure] administrator role,” Hansen 
says.

The SOP administrator is responsible for 
maintaining job descriptions, handling IRB office 
forms, and making changes to forms used by staff 
when analyzing new protocols.

“It’s important to provide continuing education 
opportunities, encouraging staff to go to PRIM&R 
and other conferences or to local workshops,” Coley 
says.

Educational opportunities can be as simple as 
inviting IRB staff to lunchtime seminars or adding five 
minutes of information about a new regulation to a 
staff meeting, she adds.

“Dovetail the continuing education you provide for 
board members for your staff too,” she says.

The key is to give employees the tools and 
opportunities they need to grow in their positions, 
Yvonne Higgins, CIP, director of quality management 
at Copernicus Group Institutional Review Board in 
Durham, NC.

3. Provide opportunities for developing leadership 
skills.

IRB directors might take a look at their own daily 
tasks and responsibilities and delegate some of these 
to other staff in the office.

“That’s something that’s very difficult for people in 
this graying IRB profession to do,” Higgins says. “If 
you’ve always been in the office and always been the 
only person doing one thing and now you have other 
people in the office, you may not be comfortable 
giving up responsibilities.”

A good example involves education and training. 

An IRB director might give staff some opportunities 
to develop and present some education and training 
curricula.

“Each month we have IRB member training that 
takes 10 to 15 minutes of the meeting,” Higgins says.

“Instead of having one person do that training 
across eight IRBs, we met as a group and decided on 
topics of the year,” she explains. “Then we assigned 
junior IRB administrators on staff the responsibility 
of pulling together the materials to do the training, 
developing a presentation, and presenting information 
to a group of their peers and to me and then 
presenting to their individual IRBs.”

This is an example of how existing employees 
can expand their skills and be honed as the next 
generation of leaders, Higgins says.

Another strategy Higgins uses to develop leaders is 
to create teaching moments throughout the workday.

When employees stop her to ask a question, she’ll 
turn the encounter into a teaching moment.

“I’ll give them a set of questions and say, ‘Before 
we talk about this, here is a set of articles I’d like you 
to read, and then we’ll talk about it,’” Higgins says. 
“That’s an example of how to coach a person and 
help them develop the ability to work through their 
own questions, coming up with a potential solution.”

4. Make well-defined steps of progression. 
“In my first interview with Copernicus, our CEO 

said that I would be working within a meritocracy 
where you move ahead by doing good work,” 
Higgins says. “We have within each department very 
well-defined paths of progression.”

Also, the organization is beginning to give staff 
individual development plans that outline who they 
are and where they want to go in their careers within 
a defined period of time. These are developed in sit-
down sessions with supervisors, Higgins says.

“We discuss what their resources are and which 
tools they’ll need to get there,” she adds. “It’s an 
empowering way to help people grow.”

An IRB office could create positions at different 
levels, perhaps labeling them specialist I and specialist 
II, Coley suggests.

This helps employees see opportunities for growth 
and promotion, she adds.

5. Raise expectations through project assignments.
“Assign employees projects in areas where they’ve 

shown skills and interest and see how they do,” Coley 
suggests. “You can have them help you with different 
assignments, get them to help or go out on their 
own to do presentations when a department asks for 
guidance.”

When an employee asks for additional training, 
IRB supervisors should jump on the chance to help 
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the employee expand his or her knowledge and skills.
“I pushed human resources to classify IRB 

positions at as high a job level as I could,” Coley says. 
“It helps in recruiting people when you offer a good 
salary and have built-in opportunities for growth so 
they can stay in the job and move up as their interests 
grow.”  n

Create “recipes” of job 
roles
Look to the future

IRB offices seeking to create a sustainable leadership 
role might need to re-organize, examining their 

current processes and culture, experts suggest.
“Too often you hear the story of an institution 

where the IRB administrator moves along or passes 
away or retires, and there’s nothing left in terms of a 
roadmap, and there’s no one who has been trained 
to do things that go beyond running the IRB,” says 
Yvonne Higgins, CIP, director of quality management 
at Copernicus Group Institutional Review Board in 
Durham, NC.

“You have to make a detailed roadmap with 
defined processes of how to do things,” Higgins says.

“If it’s the recipe of how to do the minutes, then 
someone can at least follow the recipe,” she adds. 
“Too often IRBs don’t have defined processes written 
down that are accessible to everyone.”

A good place to start is to take a look at the 
direction the office is heading if current staffing trends 
continue. Then work with staff and institutional 
leaders to create a model that will improve leadership 
succession, reduce staff turnover, and improve 
quality.

“We were seeing some trends in turnover in 2008, 
and we wanted to regroup,” says Karen Hansen, 
director of the institutional review office at Fred 
Hutchinson Cancer Research Center in Seattle.

After the organization received accreditation, 
it appeared to be an opportune moment to make 
further long-term improvements, so Fred Hutchinson 
Cancer Research Center brought in a consultant to 
assist with this work.

The IRB had an informal system that had grown 
from a small group of people. IRB staff experienced 
increasing workload pressure and organizational 
issues, says Dan Oestreich, MA, principal with 
Oestreich Associates in Renton, WA.

Oestreich worked with the IRB office for about six 

months and helped identify work logjams.
“People were unclear about their jobs and roles,” 

he recalls. 
This seemed to be a good place to start, so 

Oestreich met with staff to discuss their roles and job 
descriptions.

“It’s not so much a formal job description as a 
role description,” he explains. “This is less about the 
tasks and assignments as it is about the expectations 
placed on specific positions, including quantitative 
and qualitative expectations of how well this is going 
to be done.”

For example, the role description for the position 
of operations manager might include five major areas 
of expected excellence. This description might include 
specifics, such as having the person manage three IRB 
meetings per month and making sure analysts are 
supported in their conduct, Hansen says.

“We focus on what does it mean to provide 
support,” Oestreich says. “Do board members 
feel their relationship is highly cooperative and 
collaborative? Do they get adequate warning of 
new development? Do analysts feel they are getting 
adequate guidance about how to do their work?”

Descriptions can be expansive while including 
specific goals. For instance, the description of the 
assistant director position includes these items:

— effective management of the center’s 
institutional review office (IRO);

— full awareness of center’s stakeholders;
— effective management of daily demands;
— effective management of day-to-day crises and 

high-demand situations;
— effective operation of IRB operations.
Each of these can be explained, as well. 
“Take one example: effective management of 

day-to-day crises,” Hansen says. “Was the center 
director calm under duress and using good judgment 
in managing crises?”

With Oestreich’s guidance, the cancer center’s 
leadership decided a structural workforce change also 
would be necessary.

“Staff members were concerned that workloads 
were not equal,” Oestreich recalls. “Some were 
overwhelmed, and others did not have the same kind 
of volume.”

Also, the office’s overall volume of work was 
increasing. This pointed to a need to redistribute 
management efforts to better handle the workload, 
Hansen says.

“Formerly, we had a director and an assistant 
director as the main management leadership 
positions,” she explains. “We decided to split the 
assistant director position into two jobs with one 
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being an IRB operations manager position.”
Now the management structure has greater depth. 
“We have well-defined duties, and the 

organization’s institutional review office is prepared 
for today and can effectively plan for the future,” 
Hansen says.

Even small IRB offices can create sustainability and 
depth through encouraging staff to increase their skills 
and through cross-training, Hansen and Oestreich 
suggest.

“You can create new positions or create 
opportunities in current positions that allow people to 
move up and grow,” Oestreich says.

“When you find little opportunities for people 
to learn higher-level work, then you begin to offer 
these,” he adds. “Do this in a way that corresponds to 
what people say they want to be doing.”  n

Study suggests need for 
more clarity in IC process
High-risk population targeted

Researchers and IRBs should pay close atten-
tion to informed consent comprehension 

among all research participants, but this is espe-
cially true of people from a high-risk population.

A study recently featured at the PRIM&R 2011 
conference found that a significant number of 
participants from a high-risk minority population had 
no knowledge about specific potential risks and/or 
benefits of the study in which they were enrolled.1

The study also recommends that investigators 
and study coordinators use culturally appropriate 
strategies to improve participants’ knowledge of risks 
and benefits.1

“Most of the time, if you asked participants if they 
understood some of the adverse things that could 
happen to them in a clinical trial, they would say, 
‘Yes,’” says Jane Otado, PhD, research participant 
advocate at Howard University College of Medicine, 
Georgetown-Howard Universities Center for Clinical 
& Translational Science in Washington, DC.

“However, when asked an open-ended question 
about what they understood, the majority did not 
answer the question,” Otado adds. “It could be that 
some studies are of minimal risk, and they might not 
think there are any risks.”

When participants were asked about the benefits 
of participating in the study, they generally had an 
answer, mostly involving wanting to help out with 

research, she says.
Based on her study’s findings, Otado suggests 

some ways investigators and IRBs can improve the 
informed consent process:

• Provide clear and simple definitions of the 
medical concepts.

During the consent process, educate participants 
on the related disease and why the study is so 
important, as well as what the research process will 
involve, Otado suggests.

She has found that research participants needed 
simple and clear definitions (i.e., using layman 
language) from research staff.

“You have to give them a definition first,” she 
explains. “So if you’re conducting an Alzheimer’s 
study, then tell them what Alzheimer’s disease 
is, what the disease process is, and make them 
understand the condition before you tell them about 
the research.”

Researchers might also need to define research 
and explain how a clinical trial works and why it’s 
important, Otado says.

Defining the disease and explanation of the study 
should be initiated with participants at the start of the 
informed consent process, she adds.

Researchers also could make educational materials 
that are handed to participants, although these should 
not be the sole means of educating them about the 
study.

“At the follow-up visits, you can go over the 
informed consent form,” Otado says.

• Repeat and reinforce study procedures at study 
visits.

It is important for researchers to reinforce the study 
procedures and informed consent periodically at 
follow-up visits, she adds.

As a research participant advocate, Otado at times 
observes the informed consent interviews.

“At the end of the interview, I would ask a 
participant, ‘Can you tell me in your own words what 
the study is all about?’” Otado says.

Other questions to ask participants are these:
— Do you know how many times you’ll be here?
— What procedures are done to you?
— Why is the study important?
— Do you know that you can stop participation at 

any time?
“The majority of people do not tell you they don’t 

understand it, so ask them to tell you in their own 
words,” Otado says. “They don’t want to come 
across looking stupid.”

Study coordinators could reassure participants that 
it’s okay to ask questions.

• Use true/false questions to assess comprehension.
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In some high-risk studies, it might be helpful to 
assess participants’ understanding of each study risk 
and detail through a brief true-false quiz.

For example, during a recent study of cocaine use, 
researchers asked participants about some main parts 
of the informed consent document with true and false 
questions, including these:

— Drugs used in this study are approved by the 
FDA, true or false?

— There are no possible risks or discomforts 
associated with my participation in this study, true or 
false?

— I will receive individual counseling once a week, 
true or false?

• Observe and improve informed consent process.
Otado sometimes observes research coordinators 

as they conduct informed consent, and this is another 
good strategy for improving the process.

For instance, if Otado observes a research 
coordinator using words or acronyms such as DNA 
or cell line, she will note later that many lay people 
are unclear about what these terms mean and that 
they should be defined or broken down into simpler 
language.

“If someone says, ‘We’re looking for biomarkers,’ 
what does that mean?” Otado says. “Make them 
understand and give examples, explaining your 
words.”

An example might be to explain a genetic or 
biomarker test this way: “Everyone has a different 
genetic or biologic makeup, and we’re interested in 
seeing how your specific makeup will influence a 
clinical outcome,” Otado says.
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ago by President Barack Obama with investigating 
allegations of unethical research in Guatemala in the 
1940s and determining whether current regulations 
adequately protect participants.

In its first report, the commission concluded 
that the Guatemala experiments, in which 
vulnerable populations were deliberately 
exposed to sexually transmitted diseases (STDs), 
represented “unconscionable basic violations of 
ethics.”

In this new report, “Moral Science: Protecting 
Participants in Human Subjects Research,” the 
commission concludes that while modern regulations 
would not permit similar abuses to occur today, there 
is still more the federal government can do to protect 
current research subjects.

Included were 14 recommendations for action, 
including steps to improve accountability, ensuring 
that communities in which research occurs are 
protected and compensating those who are injured 
by research (see accompanying description of 
recommendations).

“The commission’s report is thoughtful and 
thorough,” says Heather Pierce, JD, MPH, senior 
director for science policy and regulatory counsel 
for the Association of American Medical Colleges 
(AAMC) in Washington, DC. “It took pains to 
assess the current state [of research protections] and 
incorporate that into the recommendations.”

Pierce says the recommendations also recognize 
the resource constraints faced by institutions and 
regulators. 

“They seem to have an awareness that the 
protection of human subjects is of utmost importance, 
and therefore we need to use our resources wisely, 
strategically and effectively, as opposed to a 
recommendation that would represent some ideal 
scenario that could absolutely not be implemented,” 
she says. “I think that gives it some additional 
potential for implementation.”

At several points in the commission’s report, 
it notes that previous similar reviews and 
recommendations have gone unanswered, and the 
group calls on regulators to enact these reforms or 
explain why they won’t do so.

“The public should know whether the 
federal government intends to move forward, 
and if so in what way, with any or all of these 
recommendations,” the commission wrote in its 
report. 

The Department of Health and Human 
Services (HHS) released a statement thanking the 
commission for its work and pledging to “review its 
recommendation for strengthening these safeguards.”

Presidential commission 
promotes reforms 
Panel takes up human subjects protections

Add another voice to the national conversation on 
improving protection of research participants: 

The Presidential Commission for the Study of 
Bioethical Issues, which recently released its 
recommendations for reforming federal oversight of 
human subjects research.

The commission was charged more than a year 
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Accountability, ANPRM

Pierce notes that a recent HHS announcement 
may point to a response to one of the commission’s 
concerns. 

The department announced in January that 
it would commit $775,000 to health initiatives 
combating STDs in Guatemala and $1 million to 
evaluate whether proposed revisions to the human 
subjects protection regulations actually improve 
protections for research participants.

While the commission’s recommendations 
were not referenced in this announcement, one 
recommendation involved research into the 
effectiveness of human subjects regulations as a way 
of improving accountability. 

“It seems like it is certainly an issue that is being 
taken seriously and it doesn’t seem like a commission 
that is going to be entirely ignored,” Pierce says.

The recommendations come as HHS is considering 
responses to its 2011 advance notice of proposed 
rule-making (ANPRM), a proposed revision of the 
Common Rule.

In its report, the commission generally praises the 
ANPRM proposals, particularly those that would 
better calibrate the level of oversight to the level of 
risk involved in a study and steps that would reduce 
unnecessary duplicated IRB reviews of multisite 
studies. The commission also supports a plan to create 
standardized consent forms with more understandable 
language, and proposed harmonization of regulatory 
requirements across federal agencies.

“It will be interesting to see how the commission’s 
recommendations are taken up while the agency is 
going through the comments to the ANPRM, and 
how that comes out in the next iteration of either 
proposed rules or some additional questions,” Pierce 
says.

Compensating for injury

Two of the recommendations concern subjects who 
are harmed by research. The commission calls for the 
federal government to move “expeditiously” to study 
the scope of research-related injuries and to determine 
whether there needs to be a national compensation 
program. If there is found to be a need, it calls on 
HHS to work on a pilot study to determine the proper 
mechanism for doing that.

Larry D. Scott, MD, MA, a professor of medicine 
at The University of Texas Medical School at 
Houston who has written on the topic of research-
related injury, notes that other panels have made 

similar recommendations over the past several 
decades. 

“It’s never gotten off the ground, and I don’t know 
that it’s any more likely to happen this time around,” 
Scott says. “What has changed is the complexity of 
research over the past 20 years. We’re getting into 
some pretty high-profile kinds of interventions with 
added risks,” pointing to gene transfer trials as an 
example.

The commission notes these previous efforts 
and asks either HHS or the Office of Science and 
Technology Policy to issue an official reply to this 
point, explaining why the current system should be 
either changed or maintained. 

The commission outlines a number of different 
approaches to compensation currently in use, 
including policies of the National Institutes of 
Health, the Medicare program and the University of 
Washington, which has a long-standing self-insured 
compensation policy. 

Standard of care

The commission also delved into a thorny issue in 
international research: Is it ethical to provide either 
placebo or a treatment that is not considered the best 
proven intervention for the control arm of a clinical 
trial, particularly in developing countries where the 
standard of care may not be as high as it is in the 
West?

The commission proposes a set of requirements for 
when these types of interventions are appropriate — 
when the intervention is known not to be the best for 
the study population (for genetic reasons or because 
of lack of infrastructure, for example); when the 
scientific and ethical justifications have been properly 
reviewed; and when safeguards have been enacted, 
including monitoring subjects and providing rescue 
measures when necessary.

Pierce says the issue is a tricky one, requiring that 
reviewers look not just at the type of trial proposed, 
but the circumstances.

“In some cases, a very well-designed placebo-
controlled trial may in fact be the right answer,” she 
says. 

“It’s certainly an issue that we’ll need to 
continue to address and both educate on a 
national scale and an international scale — 
teaching IRBs and other ethics boards how to 
evaluate not simply the type of trial that it is, but 
how does that relate to the situation, to assess 
whether it’s the right approach.”

To read the report “Moral Science: Protecting 
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Participants in Human Subjects Research,” visit the 
website of the Presidential Commission for the Study 
of Bioethical Issues at http://bioethics.gov/.  n

Improving access, ethics
Recommendations for federal agencies, IRBs

The Presidential Commission for the Study of 
Bioethical Issues offered 14 recommendations for 

improving oversight of human subjects research:
— Improve access: Every federal agency or 

department that sponsors human subjects research 
should make information available about all studies 
— including title, investigator, location and funding. 
This information should be collected in some 
centralized way, either through a comprehensive 
federal database or through links to various agency 
systems.

— Investigate effectiveness: Conduct research into 
whether existing human subjects protections are, in 
fact, effective at protecting subjects.

— Study compensation: The government should 
move “expeditiously” to study the scope of such 
injuries and determine whether there should be a 
national system for compensating subjects. If it’s 
determined that there should be, HHS should work 
on a pilot study to determine the proper mechanism 
for doing that.

— Provide response: Because previous calls for 
compensation systems have gone unanswered, the 
commission asks for an official reply, saying why the 
current system should be changed or retained. 

— Highlight ethics: Make the ethical 
underpinnings of regulations more explicit. This 
addresses a common complaint that oversight focuses 
more process than actual protection. The regulations 
should explicitly state the ethical reasons for the 
regulations. This should be done either by HHS or 
the Office of Science and Technology Policy.

— Detail responsibilities: Amend Common Rule 
to address investigator responsibilities. This change 
would put the Common Rule in sync with FDA 
regulations and international standards.

— Educate about ethics: IRBs and other 
institutional officials, professional societies, licensing 
bodies and journals should work to improve the 
conversation about researchers’ responsibilities. 
Institutions should provide more rigorous education 
about ethics and human subjects research at 
undergraduate, graduate and professional levels.

— Promote equivalence: The Office for Human 
Research Protection (OHRP) should adopt or revise 

the 2003 Health and Human Services Equivalent 
Protections Working Group’s recommendations 
to determine when a country’s protections are 
equivalent to those of the U.S. and allow research to 
go forward without unnecessarily requiring that the 
letter of all U.S. regulations be followed.

— Engage community: OHRP should look to the 
Joint UN Programme on HIV/AIDS and the AVAC 
Good Participatory Practice Guidelines to provide 
standardized guidance on effective community 
engagement standards in research. After this 
guidance is developed, studies should be conducted 
to evaluate its effectiveness.

— Ensure capacity: Funding agencies should 
ensure that the sites being chosen for research can 
adequately protect subjects, whether that capacity 
exists already or is built up in order to carry out 
studies.

— Select sites ethically: OHRP and federal 
funding agencies should develop a plan for how to 
ethically select research sites, taking into account 
how the proposed study meets the needs of the local 
community. OHRP should develop guidance based 
on this plan.

— Ensure ethical design: In dealing with the 
question of whether it is ethical to allow placebo 
or a treatment that is below the “best proven 
intervention” in a control arm, the commission 
says that it is permissible in limited circumstances: 
The intervention is not known to be best for the 
study populations for various reasons (genetic, 
infrastructure, etc.); and the scientific and ethical 
case has been reviewed carefully (elements of this 
review include limiting duration of the placebo or 
comparator, carefully monitoring subjects, making 
sure there are rescue measures if serious symptoms 
develop and withdrawal criteria for people who have 
adverse events).

— Promote reform: The commission endorses 
certain elements of the ANPRM, including 
calibrating level of oversight to level of risk, 
eliminating continuing review for some low-risk 
studies, reducing unnecessary or duplicative IRB 
review in multisite studies, creating standardized 
consent forms with understandable language, seeking 
harmonization of regulations among all federal 
agencies, and working toward developing a federal 
government-wide data collection system for adverse 
event reporting.

— Respond (or justify status quo): Because 
previous sets of recommendations have been passed 
by previous boards with no real response by the 
federal government, the commission recommends 
that the Office of Science and Technology 
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Policy or other federal entity respond to these 
recommendations with plans for changes or with 
an argument for retaining the status quo. Other 
agencies, including OHRP, may be a part of this 
response.  n

Audit toolbag puts focus 
on improvement
New approaches can provide useful data for QA

Like many institutions, Dana-Farber/Harvard 
Cancer Center (DF/HCC) uses audits of studies 

to find areas in human subjects protection that need 
improvement and to educate researchers to address 
them.

As its auditing program has evolved over the past 
30 years, DF/HCC has added a variety of auditing 
tools that can help accomplish this goal, even as the 
number of studies it oversees grows.

Most recently, the institution has added two new 
types of reviews by its quality assurance auditing team 
— targeted audits, which look at a single issue across 
many studies, and risk assessment, in which auditors 
proactively look at studies with an eye toward the 
capacity of the investigator and study team to carry 
out research safely.

Dana-Farber’s comprehensive auditing program 
recently was honored by the Health Improvement 
Institute with an Award for Excellence in Human 
Research Protection — Best Practice. DF/HCC is a 
consortium of Boston-area institutions that includes 
Dana-Farber Cancer Center, Massachusetts General 
Hospital, Beth Israel Deaconess Medical Center, 
Children’s Hospital Boston and Brigham and 
Women’s Hospital.

Alyssa K. Gateman, MPH, CCRP, deputy director 
of quality assurance for clinical trials for DF/HCC, 
says these newer tools have been added in recognition 
that the full-scope audits it has traditionally carried 
out can address only a small percentage of the 
consortium’s growing research portfolio.

The quality assurance office has 5.5 full-time 
auditors and a manager, and a full-scope audit 
typically takes one of those auditors about five days. 

“We have approximately 500 ongoing trials at a 
time, so there’s no way with five individuals, that we’d 
be able to cover all of those trials,” Gateman says. “So 
we were looking for ways that we’d be able to identify 
trends or compliance issues at a quicker speed.”

Targeting compliance

In a targeted audit, auditors look at one specific 
area they believe might need attention, such as 
informed consent or adverse event reporting. 

“We might choose 10 or 20 trials, and only 
request that teams and investigators submit that 
one document to us,” Gateman says. “We can look 
across the board to see whether there are compliance 
concerns or if there are problems in one disease area.”

DF/HCC began conducting targeted audits in 
2011 and plans to undertake them least quarterly 
going forward. Gateman says they take a little longer 
to conduct than a traditional audit because of the 
involvement of so many investigators, but are time 
savers in the end. 

“They do take a little bit more time as far as 
planning and organizing, but we’re able to arrive at 
our conclusions quicker,” she says. “By the time we’d 
done 20 full-scope audits and pulled the information 
together, it would be months down the road.”

Assessing risks

The risk assessment piece of the auditing program 
also began in 2011. It focuses on the ability of the 
investigator and study team to carry out a study in 
compliance with all the relevant regulations. Auditors 
can look at issues such as the number of studies a 
particular investigator is involved in at one time, and 
the staffing levels for a study, to make sure there are 
enough qualified staff to support the study.

“It’s really meant to be more of a gap analysis,” 
Gateman says. “We can help them identify areas for 
improvement.”

DF/HCC’s first risk assessment was conducted 
at the request of the institution’s pediatric oncology 
group for all of its accruing studies where the 
principal investigator was also the pediatric disease 
group leader. Auditors reviewed and ranked level of 
investigator oversight, staffing, the appropriateness 
of the facilities and completeness and accuracy of 
documentation.

So far, she says, the QA team has only done these 
assessments upon request by investigators. But she 
envisions expanding this service into administrator-
initiated assessments.

Mock audits

In addition to these newer auditing methods, the 
QA team also conducts what it calls mock audits, to 
help research teams prepare for an outside review.
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COMING IN FUTURE MONTHS

CNE/CME OBJECTIVES & INSTRUCTIONS
The CNE/CME objectives for IRB Advisor are to help 

physicians and nurses be able to:
•	 establish	clinical	trial	programs	using	accepted	ethical	

principles for human subject protection;
•	 apply	the	mandated	regulatory	safeguards	for	patient	

recruitment, follow-up and reporting of  
findings for human subject research;

•	 comply	with	the	necessary	educational	requirements	
regarding informed consent and human  
subject research. 

Physicians and nurses participate in this continuing edu-
cation program and earn credit for this activity by following 
these instructions.
1. Read and study the activity, using the provided references 
for further research.
2. Log on to www.cmecity.com to take a post-test; tests can 
be taken after each issue or collectively at the end of the 
semester. 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 last test of the semester, 
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.   n 

If an investigator is informed that a sponsor or 
regulatory agency is planning to conduct an audit 
of a study, the QA team is notified within 24 hours, 
Gateman says.

“We would actually work with the investigators, 
the clinical trials offices and the study teams,” she 
says. “We’ll go in and review the documents and 
try to answer any questions and also work with the 
teams on preparing them for what to expect from the 
external auditors.”

She says the intensity of this review depends on 
how much time they have before the external audit 
and what information the QA team already possesses 
from previous in-house audits.

“If there’s a trial where there are only a few 
subjects, we typically can do the whole trial load,” she 
says. “If there’s 100 subjects accrued and we only have 
a week, we pick and choose.”

Gateman says a key to the success of this auditing 
program is the integration of the QA department 
with  other functions, including education and the IRB 
office. Many of her auditors have IRB experience and 
so are very familiar with the regulatory requirements. 
The IRB director serves on the audit committee and 
the IRB can request audits if the board see issues 
arising in review.

When audits uncover a larger problem requiring 
new guidance or better education, the appropriate 
departments get involved. For example, Gateman says, 
the institution had struggled with the correct way to 
obtain consent from non-English speaking subjects.

“We had identified it as an issue a few years ago 
— utilizing the short form, who was supposed sign 
what form, and following the regulations as far as 
documenting it,” she says. “Our IRB office created a 
few guidance documents and had held several sessions 
on the proper use of the short form consent.”

Gateman says that kind of integration and 
follow-up is an important part of a successful auditing 
program. 

“Ensuring who’s going to do what with the 
information [from audits] is very critical,” she 
says. “You can take on targeted audits and find 
information, but unless there’s an integrated process 
for how that information’s going to be used, it really is 
non-beneficial.”

Another important aspect is achieving buy-in from 
investigators, says Nareg Grigorian, data monitoring 
manager for the quality assurance team. This can be 
particularly challenging in a consortium such as DF/
HCC.

“You have essentially autonomous institutions 
conducting research as a consortium and they’ve all 
agreed to participate within this structure,” Grigorian 

says. “That would be very burdensome if there wasn’t 
that level of cooperation. Everybody basically has to 
agree on the ground rules before they think about 
undertaking something like this.”

Grigorian says the QA team also stresses to 
investigators that their purpose is to help them 
conduct trials, rather than simply policing them.

“It’s more of another layer of protection and 
insulation for their benefit, and for their enhanced 
awareness of what the regulatory environment is 
that they will be held to,” he says. “We try to create 
a more collaborative atmosphere, explaining why 
we’re looking at what we’re looking at, and that it’s 
ultimately to their benefit.”  n

n Small IRBs can learn a 
lot through networking

n HRPPs can assist in 
educating research staff

n Evaluate IRB’s resources 
and assess needs as QI 
project

n QI and human subjects 
protection education 
work hand in hand at 
California hospital

n Agreement allows 
IRBs to cede review in 
multisite studies
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1. The typical IRB office began with an adminis-
trator and an IRB. Why is that model no longer 
sustainable for most institutions that engage 
in human subjects research?
A. Most IRB programs grew with the addition 
of complex research portfolios
B. The federal government added more regula-
tions which meant additional IRB support 
workers are needed
C. Administrators at many IRB offices have 
been doing the work for a decade or more and 
need to be training younger staff to one day 
replace them 
D. All of the above

2. Which of the following is a good example of 
how an IRB might enhance staff training and 
experience with the idea of developing poten-
tial leaders?
A. Hire only registered nurses with MPH de-
grees
B. Provide opportunities for growth, such as 
giving junior administrators the opportunity to 
make educational presentations and allowing 
staff to expand their skills
C. Have IRB analysts follow clinical research 
coordinators around during their day-to-day 
work
D. All of the above

3. True or False: The Presidential Commission for 
the Study of Bioethical Issues recommends 
that the federal government immediately in-
stitute a policy for compensating research sub-
jects who are injured in the course of research.
A. True
B. False

4. Which of the following is an advantage of 
conducting a targeted audit of a number of 
studies?
A. It is easier and faster to plan and organize 
than a full-scope audit of a single study.
B. The auditing team can arrive at conclusions 
about	compliance	issues	more	quickly.
C. It can tell auditors whether there are 
enough staff to support a study.


