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Teleworking might be future
trend for IRB and research offices

Many IRB offices have transitioned to completely electronic docu-
mentation and processes in recent years. This trend offers flex-
ibility to IRB staffing and office space. It also begs the question: 

Now that work can be done remotely, when will IRB offices begin allow-
ing staff to telework?

The numbers of employees who are teleworking nationwide has sky-
rocketed in recent years with an estimated 20 to 30 million Americans 
working from their homes at least part time.

The percentage of Americans who work from home for their employer 
at least one day a month has jumped by 74% since 2005, according to 
Telework Research Network and American Community Service data.

This trend coincides with Congress passing on Nov. 18, 2010, the 
Telework Enhancement Act of 2010, signed by President Barack Obama 
on Dec. 9, 2010. The new law requires federal agencies to set telework 
policies and provide telework programs for all eligible employees by mid-
2011. An estimated 5.24% of the total federal employee population was 
listed as teleworkers in 2008, and that percentage is expected to greatly 
increase as a result of the new law.

According to the federal government’s description of implementing 
telework, this type of working arrangement could make it easier for 
employers to find workers with specific skill sets or retain employees who 
relocate because of a spouse’s job.

At least one IRB office has experimented with telework and found this 
to be a way to improve staff morale and increase work productivity.

“Teleworking was something we wanted to try, so we presented the 
idea to upper management,” says Laura Greene, RN, CCRP, CIP, clinical 
protocol analyst at the human research protection program at Vanderbilt 
University in Nashville, TN.

“We thought it could work and increase employee satisfaction and 
retention,” Greene says. “Having a program like this helps retain quality 
people.”

Greene’s team leader asked her to write a policy and make a presenta-
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tion to upper management about telework. She 
came up with a plan and successfully presented 
it. The managers decided to try it on a part-time, 
temporary basis in a pilot program.

Six people, including Greene, started telework-
ing one day a week for six weeks in June 2010. 
After a follow-up meeting with managers, they 
decided to expand the telework program to two 

days a week and offer this to any employee who 
worked five days a week. For employees on a four-
day, 40-hour work week, the telework program 
was offered for one day a week.

Just about all of the work an IRB office 
employee does can be done remotely, Greene 
notes. 

The big exception is attendance to IRB meet-
ings, which are held weekly at Vanderbilt.

“The team is expected to be there on meeting 
day,” she says. “And there are other things like 
education and meetings with principal investiga-
tors (PIs) that might require someone to be in the 
office.”

So the telework time is spent analyzing proto-
cols. Also, the institution’s process improvement 
team has begun some telework, as well.

The IRB office’s work efficiency has improved 
since the teleworking program began, says Emily 
Foster, BA, CIP, protocol analyst II in Vanderbilt’s 
human research protection program.

“We see a decrease in the time it takes us to pull 
together something and have first contact with the 
PI,” Foster says. “We also see with surveys that 
people report they have a better work-life balance 
with teleworking.”

Employee satisfaction is greatly enhanced 
because the teleworking days eliminate what often 
becomes a two-hour round-trip commute to work. 

“I’m one of those people who have an hour or 
more commute,” Greene says. “By just not having 
to drive into the office, I get more work time and 
more time at home.”

Also, Greene now has the option on her tele-
working days to take her lunch hour to volunteer 
or visit her child at school or to run personal 
errands.

“All of these things make me focus more on my 
job when I’m working,” she explains. “By not hav-
ing that extra hour of commuting time and being 
closer to my child at lunchtime, I want to work 
harder.”

Data confirm that teleworking has increased 
productivity. There has been a 3% decrease from 
the time of submission to the initial committee 
action letter, despite a 15% increase in the total 
number of study submissions from the time the 
telework program began, Foster says.

“We have had more studies but are finding 
that we can handle them faster,” she explains. “It 
was taking us 12.8 days, and we’ve reduced that 
to 12.4 days for a new study, without having to 
increase staff.”

Employers sometimes worry that at-home work-



March	2011	/	IRB	ADVISOR	 27

ers will be distracted and not put in a full day’s 
work, but the evidence suggests that the opposite 
is true: “You really don’t want people to have that 
perception of you,” Foster says. “I work harder 
at home because I want people to see I’m working 
really hard and not slacking off.”

Of the IRB’s 20 protocol analysts, 14 expressed 
an interest in teleworking and nine actually partici-
pated, Greene says.

“Some of the team leaders participated in this, 
and we’ve had some team meetings by phone,” she 
adds. “I’ve gotten a lot of positive feedback from 
them.”

From the perspective of PIs and others who call 
the IRB office, the teleworking arrangement is 
invisible. Employees’ phone calls are transferred 
to their home office by an operator service. All 
they need to do is call the operator service in the 
morning and have them forward all calls to the 
home number. At the end of the day, they have it 
switched back.

One key to making the teleworking arrangement 
succeed is to have a well-defined agreement that is 
carefully communicated to employees.

“The agreement spells out what the employee’s 
responsibility is and what the department will pro-
vide,” Greene says. “Teleworking is a privilege, 
and employees need to treat it as such.”

The agreement ensures that everyone knows 
what is expected from them, how to schedule their 
time, forward calls, and who is eligible for tele-
work. For instance, at Vanderbilt, the teleworking 
option is only available to IRB employees who 
have been there for 1.5 years or longer.

Another key to teleworking’s success is to help 
management and staff get over the mindset that an 
employee who is out-of-sight is not at work, Foster 
notes.

“Everyone has to get over that hiccup before it 
works,” she says. “We use a calendar, listing who 
is working at home and who is on vacation.”

The calendar can be made available electroni-
cally for easy access. The IRB has it scheduled one 
month in advance, although teleworking employ-
ees can change their dates if a last-minute appoint-
ment comes up.

One national teleworking organization, called 
Undress4Success [at undress4success.com] esti-
mates telecommuting can save companies money, 
as well as cut energy usage and save employees 
thousands of dollars in transportation costs.

“The world is changing — look at how instant 
messaging and Skype have caught on,” Greene 
says. 

“How many meetings now are taking place 
online?” she adds. “We’re moving in that direction 
of teleworking, and it’s something a lot of people 
are talking about.”  n

Solicit input on IRB  
process changes with 
“crowdsourcing” 
Method results in high participation

A major obstacle to implementing process or 
quality improvement measures is finding out 

what the people impacted by the change think. 
IRBs sometimes handle this through one-on-one 

meetings, focus groups, or by asking for feedback 
on surveys. These methods have various advan-
tages and drawbacks. One-on-one meetings, for 
instance, might solicit feedback, but it’s time-con-
suming and difficult to implement broadly. Focus 
groups offer slightly broader input, but are hard 
to schedule with busy professionals. And surveys 
often have a very low return rate.

Now one research institution has developed a 
solution that has both a broad reach and is fairly 
easy to implement. 

Called “crowdsourcing,” the method enables 
the IRB office to solicit input from hundreds of 
individuals at once, and gives them an opportunity 
to comment on both the IRB office’s questions and 
to the previous comments. It’s an electronic solu-
tion that can be completed by individuals at any 
time that’s convenient for them.

The Mayo Clinic IRB in Rochester, MN, used 
a crowdsourcing method to obtain ideas and solu-
tions that would reduce the number of requests for 
clarification on protocol submissions. The crowd-
sourcing method resulted in a substantial number 
of ideas and comments from participants. And 
these led to the office reducing its overall change 
requests by 20%.1

“We sent out via email an invitation to partici-
pate in this online discussion forum,” says Jim 
Pringnitz, CIP, PMP, a business analyst with the 
Mayo Clinic in Rochester, MN.

Of the roughly 250 people who were asked to 
provide input, more than 180 contributed. These 
included physicians, principal investigators (PIs), 
and study coordinators.

“I was really surprised,” Pringnitz notes. “We 
had a good response rate; people liked using it, 
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and it worked well with this group.”
Here’s how the crowdsourcing project worked:
• Identify areas that need input: The Mayo 

Clinic IRB office has specialists who review proto-
col applications rigorously, sending out for clarifi-
cations and questions before the application goes 
to the board, Pringnitz says.

“We don’t do approvals with contingencies,” he 
adds. “We do the screening up front which is why 
we have so many back-and-forth clarifications 
before it goes to the board.”

Most IRB submissions are returned with clari-
fication requests, and this significantly impacts 
resources, overall turnaround time, and staff satis-
faction.1

The IRB office identified the top 10 reasons 
why a change was requested of an IRB submission. 
(See table on Top 10 Reasons for Returned IRB 
Submissions, right.)

What the IRB office needed next was to find 
out how the underlying problems that resulted in 
incomplete IRB submissions could be resolved. It 
was a process improvement that would require 
input from the IRB team, as well as principal 
investigators and others.

• Develop a brainstorming method for obtain-
ing the input: “The Mayo Clinic has a Center for 
Innovation that was key in this,” Pringnitz says. 
“I contacted the Center and they recommended 
we use this online tool called Launchpad — an in-
house term — from Imaginatik.”

After identifying more than 200 recent users, 
the IRB sent them an email with the subject line 
saying, “IRB Launchpad survey.” The email posed 
questions, based on the list of top 10 reasons, and 
asked for ideas and input.

The email introduced the quality improvement 
request with these words: 

• “The IRB is looking for your ideas on how to 
reduce the requests for changes on IRB applica-
tions. Nearly 50% of all items submitted to the 
IRB are returned to the study teams with a request 
for changes to the application. The goal of the IRB 
Rework Reduction team is an 80% reduction in 
the number of change requests sent back to the 
study teams.”1

The email asked participants four questions, 
beginning with the following:

• What are your biggest challenges when sub-
mitting an application to the IRB?1

“We kept the forum open for two weeks with 
the challenge that people could reach other’s ideas 
and responses and rate them and comment on the 

ideas,” Pringnitz says. “It worked well: we had 68 
ideas and 23 builds or comments.”

Perhaps, one reason why the response rate 
was high was that the PIs were familiar with 
Launchpad, he notes.

“The institution had used Launchpad for other 
efforts,” he says. “The key is the email is in their 
Outlook account, ready for them to click on the 
link and go into this collaborative tool whenever 
they have time, and they can go back in later to see 
if anybody commented on their idea.”

• Use the comments, ratings, and input to 
improve processes: The crowdsourcing exercise 
produced a great deal of information, so the IRB 
office identified five high level process steps. These 

Institution’s top 10 reasons
for returned IRB submissions
The Mayo Clinic IRB in Rochester, MN, has identi-
fied a list of 10 common reasons for returned IRB 
submissions. Here is the IRB’s list, along with 
some of the examples the IRB has provided to 
investigators:

1. Consent
• One example is outdated, incorrect, or non-tem-
plate language used
2. IRBe forms
• Forms are incomplete or information provided is 
unclear
3. Document discrepancy
• Unexplained discrepancy between documents and/
or IRBe application forms
4. File attachments
• Required files not attached
5. Repeat request
• Response does not fully address the initial change 
request
6. Modification summary
• Changes made in study supporting documents but 
are not reflected on the modification request form
7. Study status
• Status of research (open or closed to enrollment, 
interventions ongoing or completed, etc.)
8. Protocol
• Study protocol not revised to reflect requested 
modifications (or revised but not tracked)
9. Contact material
• Subject contact materials (letters, etc.) referenced 
and/or required but not attached
10. Enrollment/accrual
• Unexplained discrepancy in total number of sub-
jects requested in application, protocol, consent 
form, budget, etc.  n
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are as follows:
— Know your responsibilities
— Anticipate level of review
— Develop protocol and supporting documents
— Complete IRBe application
— Ongoing responsibilities.
“Then we provided links on the right with 

resources,” Pringnitz says.
For instance, the first process of “know your 

responsibilities” includes links to education and 
training, IRB handbook, Belmont Report, integ-
rity and compliance program, and Mayo Research 
Policy Manual.

“We had created this handbook as a practical 
guide of how to work with our regulations, and 
we wanted to put that up front and center for 
them,” Pringnitz says. “Our most helpful resources 
were identified through crowdsourcing.”

The crowdsource email had asked participants 
to identify the additional resources or tools they 
needed to successfully complete an IRB submission.

The feedback also made it clear the IRB office 
needed to map its process a little better, Pringnitz 
notes.

“We worked to put all of it together, using their 
input on things they said had been helpful in the 
past,” he adds. “We were able to put out all of 
the problems we identified and let the audience of 
users help us with improving it and matching what 
we found.”

REFERENCE

1. Pringnitz J, Rice M, Kreofsky B, et al. Crowdsourcing for 
continuous improvement. Abstract presented at the PRIM&R 
Advancing Ethical Research Conference, Dec. 6-8, 2010, in 
San Diego, CA.  n

Help new IRB members 
find a helpful and  
appropriate mentor
Know what you need

Successful IRB members are developed, not 
born, according to an expert in research ethics.
“Much of what we need to do to succeed is not 

obvious, and it’s not something you’ve learned 
through kindergarten,” says Michael Kalichman, 
PhD, director of the research ethics program at the 
University of California — San Diego (UCSD).

“It’s specific to your field, the environment in 

which you’re working, idiosyncrasies, and char-
acteristics,” he says. “And the best way to have a 
chance of doing well is to talk with someone who 
has gone through the same path that you’re trying 
to go through, and that’s what a mentor does.”

Mentors have faced the same challenges and are 
willing to share their experiences, giving out advice 
based on these, he adds.

Mentors can be particularly helpful to newcom-
ers to the IRB.

“IRB members are engaging in something that 
is constantly changing, and when they arrive it’s 
going to be very new to them,” Kalichman says. 
“Ideally, new members of an IRB would have a 
mentor to help them understand the limits of what 
they can do and to understand the things they 
shouldn’t do.”

This might help new members prevent both of 
the common mistakes made by newcomers: spend-
ing too much time on very specific details and 
losing sight of the big picture or spending so little 
time paying attention that they miss the important 
information, he adds.

Finding this balance comes with experience. 
And it takes someone with experience to guide 
newcomers in the right direction.

“Hopefully, a good mentor will advise you on 
how to get around the system and how to write a 
strong proposal that will protect the welfare and 
interest of human research subjects,” Kalichman 
says.

Mentors do not need to be other members of 
the IRB. They can be found at human subjects 
research meetings or among a research institution’s 
faculty. Kalichman offers this advice on finding 
and being a good mentor:

• Mentors should be selected individually: 
“I’m not keen on the idea that mentors should 
be assigned,” Kalichman says. “Not everybody is 
going to need the same mentor or the same kind of 
mentor.”

This means each individual should find their 
own mentor based on their own talents and needs.

“We’re not likely to find someone exactly like 
us and who has the same goals we have,” he says. 
“We can find someone who speaks to a part of 
who we are and what we do.”

IRB members also might find they are more 
comfortable with a mentor who faces some of the 
more classic challenges they might face, such as 
being a woman in a male-dominated academic 
field or being a minority or a member of another 
under-represented organization.

“Depending on your goals and career path, 
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these characteristics may raise special challenges 
for you,” Kalichman says. “So you’ll want to 
find someone who can help you overcome those 
hurdles.”

• A person might need multiple mentors: “Your 
goal is to not look for one mentor for everything,” 
Kalichman says. “You might need multiple men-
tors to help with different aspects of who you are.”

Also, a person’s first attempt at finding a good 
mentor might prove disappointing. The selected 
mentor might not connect with the new IRB mem-
ber or doesn’t have answers to the person’s most 
pressing questions.

When this happens, it’s time to seek another 
mentor, revising one’s criteria. Also, a mentor does 
not have to be defined by the very word “mentor.”

A new IRB member might simply ask an expe-
rienced IRB member or researcher for advice, 
Kalichman says.

“If that conversation is useful then you have 
someone you can come back to as long as they’re 
willing to participate,” he adds. “If you find that 
their ability to communicate with you does not 
work with you or if they’re unresponsive, then you 
need to look elsewhere.”

• People who wish to be mentors need to know 
what their role is: “Mentors have a few different 
responsibilities, and one is to recognize that their 
role is not a supervisory role,” Kalichman says. 
“They’re not the boss of the person they’re help-
ing; they’re a sounding board and provide advice.”

This is an important distinction, he adds.
Also, mentors should do their  best to accom-

modate the style of the person they’re mentoring.
“Some people need a very close mentoring rela-

tionship in order to succeed and want you over the 
shoulder with every step of the way,” Kalichman 
says. “Others require a minimal relationship where 
they call you at very key points.”  n

HMO group uses  
alternate IRB model to 
review low-risk studies
Facilitated review used for data-only studies now; 
expansion plans in works

IRBs continue to work toward streamlining the 
handling of multisite studies through alternative 

models of review. But they can sometimes struggle 
with a process that requires them to accept the 

review of another board in place of their own.
IRBs involved in the HMO Research Network 

(HMORN) — a consortium of 16 HMOs from 
across the country that work together on research 
projects — have risen to the challenge. They have 
been using facilitated review for more than two 
years for data-only studies, creating a structure in 
which IRBs can choose to cede review of a study 
to the IRB of the lead investigator.

The project has been so successful that 
HMORN is now looking to expand it to more 
challenging studies, says Sarah Greene, MPH, 
research associate with Group Health Research 
Institute in Seattle, WA, which belongs to the 
network.

“In October, we decided to expand our facili-
tated review model to other kinds of research, not 
just data-only,” Greene says.

She says starting with less complicated stud-
ies was one of the keys to the success of the 
HMORN model. The data-only studies didn’t 
involve an exchange of personally identifiable 
health information.

“I think that was crucial,” Greene says. 
“There’s no way we would have started with a 
drug trial. By finding the kind of research that was 
inherently minimal risk — that was a way to ease 
everybody into the process.”

Greene says the facilitated review project was 
part of a larger effort to create efficiencies in 
HMORN. She says the focus on IRB review came 
about the same time as a 2005 workshop on 
alternative IRB review models led by the National 
Institutes of Health (NIH) and the federal Office 
for Human Research Protections (OHRP). That 
conference identified 10 potential models that IRBs 
could use to review multisite studies.

The HMORN group originally proposed a 
centralized IRB for network research projects. 
“However, our IRBs quickly disabused us of that 
as a prospect, at least in the near term,” Greene 
says.

Face to face is key

In an effort at building consensus, the group 
held a face-to-face meeting of all of the IRB 
administrators in the network to try to work out a 
solution. Greene says this was another important 
factor in the success of the project.

“I think that was really foundational,” she says. 
“You just can’t get the same sense from a confer-
ence call or a series of e-mails, however well-inten-
tioned they are. You just can’t build that same 
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sense of ‘we’re all in this together, let’s problem-
solve it together.’”

In the facilitated model that the IRB administra-
tors finally agreed to, the IRB associated with the 
principal investigator’s HMO would take the lead 
for a study. The other IRBs in the group could 
choose to cede review to the lead IRB or could opt 
for separate local review.

“We found that that model was definitely the 
most tractable with everybody, with researchers as 
well as with IRBs,” Greene says.

An example of a study that might employ this 
review method would be aggregating health care 
data to look at the outcomes of heart disease for 
patients using a particular drug.

“We can do all of that without touching indi-
vidual-level data,” she says. “It’s all deidentified 
and all aggregated. Those kinds of summary-level 
analyses are the kinds of things that we can do as 
data-only, minimal-risk projects.”

The group made early decisions designed to 
ease the process further. For example, the lead IRB 
would use its own application form, which would 
be distributed to the other IRBs in the group.

“We don’t have a common IRB application 
form,” Greene says. “We talked about whether it 
was feasible to create a common form and decided 
that it was not the best use of our resources at that 
time.”

The group has developed standard operating 
procedures to guide the process, and tweak them 
from time to time as they gain more experience 
with it.

Opting out

Local IRBs are always allowed to opt out of the 
facilitated review process for a particular study, 
although Greene says she doesn’t believe an IRB 
in the network has ever taken advantage of that 
option. 

“We always allow the local IRB to say, ‘you 
know, I’m not comfortable ceding this study,’” 
she says. “I think that’s pretty instrumental — you 
can’t just thrust an edict on someone and expect 
that they will comply. You shouldn’t. The culture 
varies, the context varies and you have to honor 
that.”

Since HMORN began using the facilitated 
model in 2008, the group has continued to hold 
meetings of its IRB administrators to maintain a 
dialogue and work out any problems that come 
up. 

As the network gears up to take on projects 

other than data-only studies, it will have to deal 
with new issues, including informed consent. 

“We haven’t actually tackled the issue of con-
sent forms,” Greene says. “We have a couple of 
sites in our network that have developed consent 
form templates for minimal-risk research. So I 
think our next frontier is seeing if we could take 
a template and adopt it or adapt it for a network-
wide consent form template and see if that would 
fly.”

She notes that even with a network-wide form, 
there may need to be site-specific supplements to 
the informed consent.

In the meantime, the group is looking at the 
experiences of members who are involved in other 
collaborative projects, such as the Clinical and 
Translational Science Awards (CTSA), to refine its 
procedures.

“We’re trying to be open to what’s going on 
around us,” Greene says. “If there are things we 
can impart to the CTSA community, we’re cer-
tainly trying to do that. And likewise, if we can 
learn from their experience and build that into 
the HMO Research Network, we’re doing that as 
well. We’re trying to be bi-directional and adaptive 
and fluid as much as we can.”  n

International research 
group updates ethics 
training course
New FHI curriculum emphasizes community  
obligations, informed consent process

The new edition of a widely-used human sub-
jects protection curriculum has an increased 

emphasis on community engagement and the 
importance of on-going informed consent, says 
one of its developers.

Roberto Rivera, MD, a senior advisor for 
Family Health International (FHI), says changes to 
its Research Ethics Training Curriculum (RETC) 
came in response to feedback from people around 
the world who’ve used it since its introduction in 
2001. 

“We’ve trained hundreds of people ourselves, 
and people have used the (first edition of the) cur-
riculum by the thousands,” he says. “We were 
constantly receiving feedback from the people 
using it, so we had many ideas that we wanted to 
incorporate in a new edition.”
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The new RETC, published in 2010, was recog-
nized in December with an Award for Excellence 
in Human Subjects Protection from the Health 
Improvement Institute (HII). In 2005, FHI won 
two awards from the HII — one for the first edi-
tion of the RETC and one for an ethics training 
curriculum for community representatives.

Rivera says the original RETC was developed to 
train personnel who participate in its international 
research projects. FHI conducts research through-
out the developing world in areas that include 
reproductive health and infectious diseases such as 
HIV, malaria and influenza.

Since that time, it has come to be used by other 
organizations, including the Centers for Disease 
Control and Prevention and the World Health 
Organization. In addition, Rivera says, many U.S. 
institutions use the RETC to provide an interna-
tional component for their ethics training.

“They use the CITI (training program) as the 
primary tool and then they use our curriculum 
for people who are going to do international 
research,” he says.

Community and consent

When it came time to update the curriculum, 
Rivera says his group made a number of changes 
but sees two as particularly important:

• Community impact — The first edition of the 
RETC interpreted the basic Belmont principles 
— respect, beneficence and justice — only as they 
applied to individuals, Rivera says.

“This is still the most common perception of 
these three principles; that they apply to a particu-
lar person — respect for a person, benefits and 
risks for the person, justice for the person,” he 
says. “In this (new) edition, we tried to make an 
important point that equally important is the com-
munity. You owe respect not only to the person 
but to the community where the research is being 
conducted. You have to think of the benefits and 
risks that are going to come out of the research for 
the community. The community has to be justly 
treated.”

In accordance with that, the curriculum has a 
new section on community participation, look-
ing at the role of the community engagement in 
research projects, Rivera says. 

• Informed consent — Rivera says that informed 
consent is too often seen as a single interaction 
between participants and researchers. The new edi-
tion looks at informed consent more as a process, 
he says.

“It’s not one point in time, it’s something that 
begins before the research is initiated,” he says. 
“You have to collect information that is necessary 
to develop the informed consent. After you obtain 
consent, you have to maintain communication with 
the participant regarding informed consent issues.”

In addition, he says, the developers of the 
new RETC have expanded the case studies sec-
tion — a selection of real studies that raise par-
ticular ethical questions for students to discuss 
— to include examples from outside FHI. They 
now include studies reviewed by research eth-
ics commissions in countries such as Colombia, 
Indonesia and India. 

“Someone might say that the (FHI cases) aren’t 
the best cases to talk about the research that they 
do, or the ethical issues that they encounter,” 
Rivera says. “So now we have a variety of case 
studies.”

International principles

While the curriculum looks at the require-
ments of U.S. federal regulations, Rivera says the 
developers sought to balance that with a focus on 
international ethical principles and the need for 
countries to develop their own regulations.

“We make the point that you cannot do 
research if you do not have regulations,” he says. 
“It’s the responsibility of national organizations to 
develop such regulations.”

Rivera says there have been many examples 
of people around the world who have taken the 
RETC and used it to update or develop new 
research procedures and regulations in their own 
countries.

The first edition of the RETC was released in 
a CD-ROM format and translated into five lan-
guages — French, Spanish, Portuguese, Chinese 
and Swahili.

Currently, FHI is seeking funding to do the 
same for the second edition. However, it is now 
available on the FHI website (http://www.fhi.org/
en/Publications/index.htm) in English.

Rivera says he’s been surprised by how many 
people across the world have been able to access 
the curriculum on the Web. He noted that more 
than 160,000 computer users from more than 200 
countries had visited the curriculum’s webpage 
through 2009.

“The total number of page views through 2009 
has been 13 million,” he says. “This is good — it 
shows you that access to technology is not as lim-
ited as we used to think.”  n
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President’s commis-
sion begins review of 
research protections
Investigation comes in wake of discovery of past 
abuses in Guatemala 

A presidential commission has begun carry-
ing out President Barack Obama’s charge 

to review human subjects protections in U.S.-
sponsored research both here and abroad, in the 
wake of revelations about unethical research car-
ried out in Guatemala in the 1940s.

In November, Obama asked the Presidential 
Commission for the Study of Bioethical Issues 
(PCSBI) to convene a special panel to investigate 
the Guatemalan research, as well as current pro-
tections for research participants both domestically 
and internationally.

Plans for the nine-month investigation still are 
in their early stages, says Hillary Wicai Viers, com-
munications director for the commission. “We 
expect to announce plans in the near future for 
how we will convene the panel he’s requested, and 
we hope to expand beyond the PCSBI as we con-
vene that group.”

Viers says the commission will hold a series of 
public meetings to elicit comments on the topic, 
and will accept written comments at its website, 
www.bioethics.gov

In the Guatemala study, U.S. Public Health 
researchers deliberately attempted to infect prison-
ers and mental patients with syphilis in order to 
see if penicillin could be used to prevent infection. 
The public health doctor who led the study, John 
Cutler, would later go on to play an important 
role in the Tuskegee syphilis study, which observed 
African-American men who had the disease with-
out treating them.

One important difference between the earlier 
research and contemporary studies is that human 
subjects research now must be reviewed by people 
outside the research team, including IRB mem-
bers, says Nancy Kass, ScD, Phoebe R. Berman 
professor of bioethics and public health in the 
Johns Hopkins Berman Institute of Bioethics, 
Baltimore, MD.

Despite that, Kass says it’s important that the 
government undertake this review.

“If our government were to say, ‘We already 
developed rules 35 years ago, nobody needs to 

pay attention to this,’ I think it would send a 
really inappropriate message about how seriously 
the government takes this,” she says. “And it 
would be a lost opportunity to use this teachable 
moment to once again underscore our founda-
tional commitments to human beings in the pur-
suit of science.”

Susan Reverby, PhD, the historian at Wellesley 
College in Wellesley, MA, who first uncovered 
evidence of the Guatemalan study last year, says 
she believes it holds lessons that apply to research 
done today.

“What was done was unethical, but also con-
sidered relatively normative,” Reverby says. 
“Partially the lesson is to remember that even 
though we wouldn’t let something like this hap-
pen now, what are we doing now that in 50 or 
100 years, people will say, ‘My God, you let 
people do that?’”

Obama’s memo to the commission outlin-
ing his order for a review does not go into detail 
about what specific elements should be investi-
gated. However, he emphasizes that the commis-
sion should “seek the insights and perspective of 
international experts, including from Guatemala; 
consult with its counterparts in the global commu-
nity; and convene at least one meeting outside the 
United States.”

That could lead to a fuller discussion of ethics 
in international research, including topics such as 
what is owed to developing countries and its citi-
zens who participate in studies. It’s a discussion 
that Reverby welcomes. 

“I would really want to hear from different sides 
on this debate about the international aspects,” 
she says. “I think it’s time to revisit that debate.”

Reverby also would like to see discussion about 
how to beef up oversight of research — and pay 
for that increased vigilance — at a time when fed-
eral agencies are overloaded and state governments 
are in financial crisis. 

Kass says that one area where the commis-
sion  has the potential to make real progress is in 
helping to shift the emphasis on oversight from 
simply meticulously documenting adherence to 
federal regulations to thinking more deeply about 
ethical issues.

“When there have been exposes of bad things, 
there has been more of a temptation to have IRBs 
create more refined and narrow paper trails, rather 
than necessarily doing deeper broad-based think-
ing about the risks and benefits of research,” she 
says. “There have been growing concerns that 
IRBs are spending inordinate amounts of time on 
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the wrong things.
“An examination of the Guatemala study could 

be an opportunity for the commission to say:  
The really important thing for IRBs to look at is 
whether people are being harmed, whether people 
are being exploited and whether people know 
what’s going on.”

Kass notes that the Guatemalan study is an 
example of a true ethical lapse. “It’s not an exam-
ple of an IRB not typing up their minutes, which 
has gotten some institutions into deep trouble. 
To me, the silver lining in this tragedy is that it 
reminds us what are the really important ethi-
cal problems in research that we have to worry 
about.”  n

University facilitates 
more CEnR involvement
Program guides investigators, community 
members through IRB approval process

As Washington University in St. Louis, MO, 
expanded its interest in community-engaged 

research (CEnR), officials realized that both the 
researchers and their community partners needed 
to better understand human subjects protection 
requirements. 

In response, they’ve developed a program that 
not only ensures community groups are trained 
to help conduct research ethically, but guides 
researchers through the sometimes overwhelming 
process of IRB review. The university’s Human 
Research Protection Office (HRPO) also has 
posted materials on its website for both partners 
and researchers, including checklists, necessary 
documents and training opportunities.

Washington University’s CEnR efforts 
recently garnered a 2010 Award for Excellence 
in Human Research Protection — Best Practice 
from the Health Improvement Institute in 
Bethesda, MD.

The key to the program’s success has been gath-
ering input from all the stakeholders — research-
ers, community partners and institutional partners, 
say Sarah Fowler-Dixon, PhD, an education spe-
cialist and Martha F. Jones, MA, CIP, executive 
director, both of the Human Research Protection 
Office at Washington University.

“To make a program like this work, more than 
anything else, you have to involve a lot of dif-
ferent entities and be willing to listen to a lot of 

viewpoints,” Jones says. “You really have to sit 
down and think about what parts of your insti-
tution need to be involved as well as the outside 
community part.”

Pushing for community projects

Fowler-Dixon says the HRPO first began 
looking at improving resources for CEnR in 
2008, convening a task force to develop a com-
munity partner manual. In speaking with task 
force members, she says they found that navi-
gating the IRB was a struggle not just for com-
munity partners unfamiliar with human subjects 
research, but for investigators, some of whom 
were new to the idea of community-engaged 
research.

Around the same time, Washington University, 
in partnership with St. Louis University and 
BJC Healthcare in St. Louis, had created the St. 
Louis Community/University Health Research 
Partnership, which provides awards for research 
locally. Projects must have principal investigators 
from both an academic institution and from a 
community organization in order to qualify for the 
grants.

“With this push here at the university, the IRB 
was approached to provide more resources for 
community-engaged researchers and their part-
ners,” Fowler-Dixon says.

She says another task force was assembled, 
representing IRB officials, local community 
organizations and researchers from a range 
of disciplines engaged in community-based 
research, including public health and practice-
based research networks.

Among the issues they tackled were determin-
ing when a community agency or community 
members are actually engaged in research and 
then training those individuals in human subjects 
protection.

Although researchers at Washington University 
typically go through the CITI training course, the 
HRPO has developed alternatives for community 
members.

“It’s a common complaint from researchers 
who work with community partners that they 
don’t want that community partner to have to go 
through all the regulatory material that, say, a 
biomedical researcher doing a clinical trial would 
have to review,” Jones says. 

Fowler-Dixon says research teams can use the 
information in the CITI modules to create training 
courses that can be taught to community partners.
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CNE/CME OBJECTIVES 

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 require-
ments regarding informed consent and human  
subject research. 

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.  n

n Assess quality of IRB 
protocol reviews

n Try conversational-style 
informed consent

n Use metrics to improve 
IRB office staffing

n Assess voluntariness 
of studies involving 
prisoners, other controlled 
groups

n Questions about dating 
violence not overly 
distressing for most; some 
find them illuminating

COMING IN FUTURE MONTHS

“People can devise their own programs using 
that information as a basis,” she says. “I have to 
approve it and I have to approve who the trainers 
are going to be — you have to have certain qualifi-
cations to be a trainer.”

Fowler-Dixon also is the point person for 
researchers and community partners who are 
working to get protocols approved by the 
Washington University IRB. Jones describes one 
instance in which Fowler-Dixon was working with 
a researcher who also was dealing with a local 
school district.

“In that situation, the researcher was really 
caught in the middle because they were trying 
to get an approval through both systems,” Jones 
says. 

“Because Sarah had an understanding of 
both sides, she was able to guide the researcher 
through even minor things like timing — when 
do you submit to us, versus when you submit 
to the school district? What documents can be 
used in both places and when do you have to 
do a document uniquely for one? It’s a way to 
really operationalize the rules to that very spe-
cific project.”

Seeing another perspective

Fowler-Dixon says her background — she 
worked for a community agency before coming to 
the university — has helped her see their perspec-
tive on research projects. And the task force meet-
ings have reinforced those perspectives, focusing 
on the issues that are important to the community 
being studied.

“From an academic standpoint, we spend a lot 
of time with regulatory issues — what’s allowable, 
what’s not,” she says. “In the community, ethics 
is what drives the conversation — what should be 
done, and what shouldn’t. You can only get that 
if you have individuals who have a lot of contact 
with the community or you actually have commu-
nity representatives on your task force.”

Institutions interested in developing similar pro-
grams can find resources on the HRPO website 
(http://hrpohome.wustl.edu/community_research/
cbr.aspx). But Jones says ideas must be adapted to 
the particular situation at an institution.

For example, she says the Washington 
University group used ideas from the University 
of Iowa, where she was director of the Human 
Subjects Office before her current job. 

Jones says the Iowa program has much more 
emphasis on monitoring research sites, because 

those sites are fairly far-flung in rural areas across 
the state.

“Here’s that’s not as big of an issue because the 
sites that are community-engaged are local sites 
— these are people and entities that we know and 
might be interacting with anyway,” she says. 

“So as other places develop their own support 
systems, they need to really contour it to their 
environment.”  n
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9. The federal government and an IRB office 
say teleworking can be a benefit to a research 
organization. What is a positive attribute for 
having such an employee program?
A. It improves employee morale
B. It improves productivity
C. It makes it easier to recruit and retain 
employees with specific skill sets
D. All of the above

10. Which of the following methods for 
obtaining feedback enables an IRB office 
to solicit input from many individuals in an 
efficient and cost-effective way?
A. One-on-one meetings
B. Focus groups
C. Crowdsourcing
D. Surveys

11. In the HMO Research Network’s facilitated 
review model, member IRBs are required to 
cede review of any study to the IRB associated 
with the lead investigator.
A. True
B. False

12. The new edition of Family Health 
International’s Research Ethics Training 
Curriculum emphasizes that the Belmont 
principles of respect, beneficence and justice: 
A. Are applicable only to U.S.-sponsored 
research covered by the Common Rule.
B. Apply to both individuals and communities.
C. Require that developing nations adopt U.S. 
federal regulations.
D. None of the above

Answers: 9. D; 10. C; 11. B; 12. B
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