
Nurses moving into clinical trial jobs
must change mindset about patients
Experts say the different missions can be confusing

One ethical dilemma nurses face when they move from clinical
care to clinical research is the way the two fields’ missions are
different with regard to patients.

In fact, many argue that clinical research participants should not be
called “patients,” even when they are visiting a hospital or clinic partly
for patient care and partly for their research visit.

The problem is training nurses to view these people differently.
“This is a very serious problem and nothing is being written about it,”

says Carlton A. Hornung, PhD, MPH, a professor of medicine in the
department of epidemiology and population health and the director of the
Office of Education and Career Development in the Clinical and Transla-
tional Science Institute of the University of Louisville.

“Certificate nursing schools and baccalaureate nursing schools really do
not train nurses in what are the ethics for clinical trials,” Hornung says.

Since a majority of clinical trial subjects now are enrolled at non-aca-
demic medical sites, such as private doctors’ offices and outpatient
medical clinics, this issue has to be more of a priority, Hornung notes.

While academic medical centers could provide training to groups of
nurses and CR staff, small clinical trial sites have to handle this on a
more individual basis.

But anecdotal evidence suggests CR sites are not doing an adequate
job of providing ethical training to their nursing staffs, Hornung says.

“One study I saw from a student obtaining her master’s degree at the
University of Louisville found that 70% of nurses do not believe a patient
in a clinical trial is getting the best care,” Hornung explains.
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Opposing philosophies

This contradiction could be explained by the dif-
ferent philosophical attitudes nurses have versus
trained CR professionals.

“Nurses are trained that their first obligation is
to the patient and what they see as the patient’s
best interest,” says Mark Rothstein, JD, director
of the Bioethics Institute at the University of
Louisville School of Medicine in Louisville, KY.

“But nurses also have an ethical responsibility to

respect the self-determination of their patients,”
Rothstein adds. “And if a patient provides
informed consent to participate in a clinical trial,
then the nurse should not deviate from the proto-
col on the grounds that he or she thinks it’s not the
standard therapy or that it’s an undue burden on
the nurse.”

It’s the researchers’ responsibility to make sure
the clinical trial staff is well-educated about what
they need to do and why it’s important, says
Pamela Normandin, RN, MSN, CCRC, a clinical
nurse specialist in the office of research at Iowa
Lutheran Hospital in Des Moines, IA.

“It takes time up front training nurses, and I
know a lot of research groups don’t do it,” Nor-
mandin says. 

“I work in a hospital where there are many
research groups,” she adds. “And some do a
really good job, and some do not.”

The key is the upfront training because that is
what could make or break a trial, Normandin
says. (See story about strategies for training CR
nurses, p. 123.)

The consequence of not teaching nurses about
research ethics is that it’s difficult for some nurses
to fully grasp the importance of clinical research
equipoise, Hornung says.

Research subjects often are randomized to a
new drug or treatment or to standard care or a
placebo, and no one on the research team knows
which patient receives which treatment. Also, no
one knows for certain which will be better for the
patient until the data are collected, Hornung
explains.

“Nurses are committed to providing the best
possible care to their patients, and they’re not
always in agreement that the clinical trial proto-
col is the best possible care for a patient who is
randomized to one arm or another,” Hornung
says. “And when those nurses do not adhere to
the protocol and provide instead what they think
is the best care, you end up with lost data, and
the research subject’s rights are violated.”

This problem often is subtle.
For example, a nurse may delay obtaining a CR

blood draw because the time for which it’s sched-
uled is inconvenient for the research subject. Or
maybe the nurse also has other clinical staffing
duties and another patient needs emergency atten-
tion at 4 p.m. when the blood draw is scheduled,
and so she’s delayed by two hours in getting to the
research participant.

“That might render whatever readings you get
from the blood draw invalid,” Hornung says.
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“On one hand this is an ethical dilemma for
nurses under certain conditions, especially in acute
care situations,” he adds. “And it’s a problem for
floor nurses given the incredible demands put on
them with the number of patients they have to
handle.”

Full training critical

The solution is to make certain all nurses who
move into clinical trial work are fully trained.

“What I want to do is make sure that nurses
working in academic medical centers where there
are numerous clinical trials going on are aware of
the atmosphere in which they’re working,” Roth-
stein says.

“Many of their patients are involved in clinical
trials, and they need to know what the conse-
quences of that are and what are the ethical
duties of nurses who work in clinical research,”
Rothstein says.

The only time nurses should question a clinical
trial is if there’s an unanticipated adverse event to
a drug or if the nurse believes there is something
unethical about the trial itself, Rothstein notes.

The solution is for academic institutions and
individual research sites to provide specific ethi-
cal training to their nursing staff, focusing on
how clinical trial care differs from clinical care,
Rothstein and Hornung say.

“In addition, institutions need to provide back-
up support for nurses,” Rothstein says.

For example, in the scenario of a nurse who
misses a scheduled clinical trial blood draw because
of having to handle a patient in crisis down the hall,
it’s the research site’s fault for not providing that
nurse with back-up support, Rothstein explains.
“Institutions need to have quick, easy access to the
research coordinator or investigators if there are
questions or emergencies,” he adds. ■

Strategies for training 
and supporting CR nurses
Basic research ethics education needed

Clinical trial (CT) sites should be providing
research nurses and other staff with the best

possible foundation in clinical research ethics, as
well as helping them make the transition from
clinical care to research trials, experts say.

Here are some suggestions to improve their
training and provide adequate support:

1. Get rid of the term “guinea pig.”
Clinical trial nurses and coordinators sometimes

will hear CT participants or fellow medical work-
ers call research subjects “guinea pigs,” and it’s up
to investigators and CT sites to dispel this myth.

“When nurses perceive clinical trial subjects 
as guinea pigs, then we have the stage set for a
problem,” says Carlton A. Hornung, PhD, MPH,
a professor of medicine in the department of epi-
demiology and population health and the direc-
tor of the Office of Education and Career
Development in the Clinical and Translational
Science Institute of the University of Louisville in
Louisville, KY.

“Patients and subjects in clinical trials are not
guinea pigs,” Hornung says. “We start clinical tri-
als from the basic ethical principle of equipoise,
meaning we don’t really know what the best care
is, and we don’t really know the best way to do
something.” Since researchers don’t know what
the best treatment is, it’s most ethical to random-
ize patients to treatment A and treatment B with
their informed consent, he explains.

“When we obtain informed consent, we
explain to them that we don’t know which treat-
ment is best and their participation in the trial
will help to answer that question for future
patients,” Hornung says.

“When nurses don’t understand this concept,
we end up with situations where they think they
might know better, but they don’t because
nobody knows the answer,” Hornung adds. “So
the idea that patients in clinical trials are guinea
pigs is just not true.”

2. Teach research nurses about placebo-con-
trolled trials.

New research nurses should be told about how
placebo-controlled trials work, and they can be
reassured that the ethics and appropriateness of
such studies are thoroughly reviewed by an IRB,
says Mark Rothstein, JD, director of the Bioethics
Institute at the University of Louisville School of
Medicine.

“I think there are many misconceptions about
the role of the IRB and what kind of research is
approved,” Rothstein says.As part of the educa-
tional program at the University of Louisville
School of Medicine, the Bioethics Institute might
bring in the IRB chair of a research administrator
to talk with nurses about the IRB’s criteria for
approval, Rothstein says.

“We would also have them discuss the criteria
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that are used when a study is terminated because
it’s either causing adverse consequences,” he adds.
“Or maybe it’s been so successful that it can be
extended to treat people in the control group when
we have findings that a treatment has extraordinar-
ily value.”

3. Explain the concept of informed consent.
“I think nurses can understand the concept

that they’re supposed to respect the autonomy of
the patient — that’s part of their code of ethics,”
Rothstein says.

“You shouldn’t enroll people in research stud-
ies unless they have all the information that’s rel-
evant to making a decision about whether or not
to participate,” Rothstein says. “And participants
give their knowing, informed consent to do this,
so they’re willing to accept certain risks of harm
because there is either a possibility of benefit to
them or because it’s an act of altruism.”

4. Train CT nurses when a new trial begins.
As soon as a clinical trial begins, the site

should provide CT nursing staff and coordinators
with a schedule of each protocol activity, suggests
Pamela Normandin, RN, MSN, CCRC, a clinical
nurse specialist in the office of research at Iowa
Lutheran Hospital in Des Moines, IA.

“I make schedule cards for nurses,” Nor-
mandin says. “I write on these exactly when
things have to happen, and I write in direct
orders that the physician will sign.”

A CT coordinator or investigator should take
time to make tables, write orders, and provide
notes about the study 1 all for the purpose of
reminding nurses of their CT tasks, she says.

“I do everything I can to remind nurses,” Nor-
mandin says. “I call nurses and give them a little
personal attention, and if I know there’s a less-
experienced nurse, I’ll be a little more vigilant.”

Normandin also speaks with nurses about evi-
dence-based practice, and she’s provided educa-
tional sessions for continuing education unit (CEU)
credit. “If you give them CEUs, nurses will come,”
she adds.

5. Give nurses someone to call if they have
any questions.

“I encourage my nurses to always ask me ques-
tions if they have any concerns,” Normandin says.
“I think it’s important for them to be able to call me
24/7.”

Normandin answers their questions as best she
can.

6. Reinforce the message that CT care is dif-
ferent from standard medical care.

CT investigators and administrators need to

teach nurses that the main difference between CT
research and clinical care is that there will be a
different kind of intervention than would nor-
mally be the case, Rothstein says.

“The intervention might be more efficacious
for the patient as in the case of a new drug that
might be more effective with fewer side effects
and lower doses,” he explains. “But you never
know unless you actually try it on patients, and
you need controlled clinical trials to evaluate the
effectiveness of the drug.”

Also, they should teach nurses that before an
investigational drug reaches the clinical trial stage,
it has successfully gone through many other stages
that research goes through, Rothstein adds.

“It’s only at that point of the clinical trial where
there’s a reasonable knowledge of the benefits
and risks,” he says.

“It’s easy to get that point across,” Rothstein
says. Plus, it’s important to remind nurses that
many common treatments they take for granted
are, in fact, experimental, as well.

“There are certain areas of medicine where if
we took out research uses, we’d have nothing to
offer patients,” he adds. “For example, most of
the drugs that are used in pediatric oncology are
not approved for that use; they’re approved for
adults, and yet we have to use them for children.”

Even many front-line therapies for adults are
investigational or off-label uses of other
approved drugs, Rothstein says.

“Many clinicians, nurses, and some doctors
would be very surprised at the high percentage
of research treatments that affect standard ther-
apy,” he adds.  ■

QI program manager cites
common mistakes of CTs
Watch documentation, protocol amendments 

Agood way to find weak areas in clinical trials
(CT) research is by gathering information

through a quality improvement (QI) program
about what CT sites have done wrong.

After reviewing 60 different studies as part of
an educational and quality improvement pro-
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gram, the QI program at Children’s Hospital
Boston in Boston, MA, highlighted some of the
most common types of CT research problems.

“When I do a review I say, ‘I want to see warts
and all, all the mistakes,’” says Eunice Yim New-
bert, MPH, manager of education and quality
improvement program at Children’s Hospital
Boston.

QI reviewers gain a pretty clear picture of
where clinical research educational needs come
up short once they’ve analyzed the findings, she
says. (See story on additional CT site mistakes,
p. 126.)

Newbert wrote a report about the first 60
reviews for the hospital’s administration, and it’s
this analysis that provided information about
trends, including the things CT sites do wrong.

Here are some examples of how CT sites can
avoid the more common mistakes:

• Document protocol deviations: “If a site
missed the subject’s visit that’s something they
need to document and explain,” Newbert says.

For instance, if a CR coordinator missed a data
point on a laboratory sample, then the documen-
tation should note the reason why it was missing.
An answer might be: “It’s missing because the
subject left early,” Newbert says.

“If the principal investigator decided that it’s
not worth doing the blood draw, and that deci-
sion is in the best interest of the patient, then this
should be explained,” she adds. “If you don’t
document it somewhere it doesn’t make sense.”

Study documentation should be written clearly
so that anyone who reads it doesn’t find gaps in
the narrative or errors.

“If you fill in the gaps then there won’t be ques-
tions at the end of the study,” Newbert says. “You
don’t want to have questionable data, so fill in the
gaps, cross-out errors, write memos to the files, and
remember what the hospital’s deviation policy is.”

• Amend protocols when mistakes keep occur-
ring: Sometimes the problem isn’t with the per-
son who deviated from the protocol, but with the
protocol itself.

For example, Newbert recalls reviewing a
study in which a survey given to participants
often was not completed.

“We did an investigation and found they had
five long surveys to do at every visit, and a lot of
[participants] couldn’t finish all of them,” New-
bert says.

This could be handled as a protocol deviation
and documentation could explain how each par-
ticipant who failed to finish the survey had run

out of time. Or the overarching problem could be
addressed instead.

“We said, ‘Now that you have so many of these
deviations, rather than document 20 deviations,
why don’t you amend your protocol,’” Newbert
says. “We try to offer a simpler solution to a prob-
lem and explain the benefits of doing it this way.”

So CT investigators changed the protocol to
allow families to bring some surveys home, and
investigators obtained permission from the IRB
for this change, Newbert says.

Often, it’s the principal investigators will think
the deviations are minor and won’t impact their
study outcomes.

But if it’s okay to have incomplete surveys 20
out of 100 times, then the question has to be
asked, “Do you need this entire survey at all?”
Newbert says.

“And if you do need it, then let’s find a simpler
way to get this done,” she adds. “Sometimes you
can’t make a protocol change, but it’s worth
investigating.”

• Improve informed consent process: A com-
mon mistake among CT sites involves the
informed consent documentation and process,
Newbert says.

For example, CT sites often keep expired
informed consent forms around, and these could
be used mistakenly.

The solution is to keep the most recently
approved informed consent (IC) form in an elec-
tronic library. This library or documentation form
site should be the only source for copying new
forms.

“We don’t make 100 copies of the informed
consent form and stockpile them,” Newbert says.
“We have people go to the library by typing in
the protocol number and principal investigator’s
name and then make one or two copies as they
need them.”

It’s when people say they think they have a
copy in their binder and they use the IC form
they find in there that they often make mistakes
because the binder might include a number of
versions of the IC form, she explains.

CT staff could keep a shortcut to the documen-
tation library on their desktop computer, and the
library Web site could be accessible from any
computer, Newbert adds.

“This process has dramatically reduced the
number of expired informed consent forms we
see,” Newbert says. “We still ask for a hard copy
for the regulatory binder, but for new forms we
ask them to go to that Web site and copy them
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per subject.”
Another part of informed consent documenta-

tion that can cause problems involves the signa-
ture on the IC form.

In pediatric research, the parent or guardian
signs the IC form. But sometimes, the person who
is bringing the child in for medical services is not
the legal guardian. And if the IC form doesn’t
specify who the adult signing the form is there
could be a problem, Newbert says.

“A lot of people forget to specify the relation-
ship of the parent or guardian because of the
assumption that the person is a mother or father,”
Newbert says. “But a lot of times it is the [grand-
mother] or aunt and, in one case, the stepmother.”

Although the stepmother or aunt or grand-
mother might have raised the child, this doesn’t
mean they are the legal guardians, she explains.

“We tell the research staff that you need to doc-
ument who the person is who signed the
informed consent form and then make sure that

person is the legal guardian,” Newbert says.
• Match signatures and dates: Another IC docu-

mentation issue involves making certain subjects
and guardians both sign and date the IC form.

The subject’s signature and the date signed
should be accurate. Sometimes the subject will
forget to sign the form, and someone else will
add a date that is earlier than when the person
could have signed the form, Newbert explains.

“So people write in the wrong date and no one
pays attention,” she says. “That’s the kind of
small things we come across.”

Or perhaps the subject’s parent accidentally
signs the witness line and not the guardian line,
and the principal investigator says he knows that it
is the parent who signed the form, Newbert says.

“But if a parent signs the witness line, and
someone is looking at this form three years later,
no one will know that this person is the parent,”
Newbert explains. “So you need to write a note to
the file to show that you recognize that the per-
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Create study regulatory binders

Sometimes it’s the little things in the clinical trial
(CT) process that can cause the biggest problems
down the road.

CT protocol reviews conducted at the Children’s
Hospital Boston in Boston, MA, offer some insight into
the small mistakes that can cause real headaches for
CT sites.

For instance, CT sites sometimes use recruitment
methods that were not reported to the IRB, but should
have been, says Eunice Yim Newbert, MPH, man-
ager of education and quality improvement program
at Children’s Hospital Boston.

“They sometimes expand the recruitment process
to a scope that you think should be reported,” New-
bert says. “In general, I tend to catch things that
should have been reported to the IRB for a review.”

For example, if a CT professional visits a potential
participant’s home to discuss the trial when most of
the recruiting has been done at the site, this home
visit should be reported to the IRB.

“When CT sites wants to add a new blood draw to
a protocol, they’ll submit the proposal and wait until
it’s approved,” Newbert says. “But they don’t always
do this when it involves recruitment practices and how
to approach subjects and when and where to obtain
informed consent.”

Some of these things require a common sense

approach, Newbert notes.
If a CT site is sending out more recruitment letters

to its patient population, then this might be okay to do
without receiving additional IRB approval, she
explains.

“But if you send these out to a different subject
population, it might feel intrusive to the people receiv-
ing them,” she adds. “These are the things the IRB
members will want to know about, so we encourage
principal investigators (PIs) to submit these requests
to the IRB.”

Study documentation is another area CT sites
should focus on, Newbert says.

“Every person has study documentation that could
stand improvement,” she says.

“Most people at academic settings don’t do big
studies or research for a living, so it’s a lot of knowing
what they’re supposed to have,” Newbert says.

For instance, CT sites should develop a study reg-
ulatory binder for each study, she suggests.

“People can look at this binder to see what they
need, and it makes it easy for them to keep compli-
ant,” Newbert says. “We gave out 100 binders and
had great feedback about these.”

The three-inch thick binders should be different for
Food and Drug Administration (FDA) studies, versus
non-FDA studies. At Children’s Hospital Boston, the
FDA binder has 18 sections and the non-FDA binder
has 13 sections, she adds.
“We buy those big white binders and use profession-
ally-printed tabs,” Newbert says. “We put in a contact
sheet if someone has any questions, and we provide
suggestions on how to organize the binder.”  ■

Little things in CT process
cause major headaches 



son who signed the witness line is the parent.”
This extra documentation clarifies the situation

and minimizes the number of questions someone
might ask down the road, she adds.  ■

Web-based data system
clean, fast and efficient 
Recruitment was on time; results were quick

Sometimes it takes someone from outside the
research field to come up with a clinical trial

(CT) solution that is logical, effective, and 
successful.

A new web-based data management system
serving clinical research has improved data col-
lection and accuracy through an ongoing data
collection and analysis process.1

In a study of Amyotrophic Lateral Sclerosis
(ALS) patients, the new approach helped produce
on-time recruitment, quick results and analysis,
and low error rates and missing data, says
Richard Buchsbaum, senior data manager at the
statistical analysis center, biostatistics department
of Mailman School of Public Health, Columbia
University of New York, NY.

The process resulted in less than 0.7% errors on
submitted forms, and data were available within
48 hours of when an event occurred. Also, an
analysis data set was produced nine days after
the final patient visit.1

These striking outcomes were only possible
from thinking outside of the box.

Buchsbaum had been working in advertising
and finance before he began working in health
research about 11 years ago.

After years of working on a 24-hour basis in
posting information and numbers, Buchsbaum
found it astonishing to move to a field where
people were expected to wait for months or years
before analyzing data.

“I remember 12 to 13 years ago doing work for
Bear Stearns, and when you’re processing trades
you have at most 24 hours to post trades and var-
ious transactions,” Buchsbaum says.

“The idea that you can wait to look at informa-
tion until you’re done is not something I came to
health research thinking was okay,” Buchsbaum
adds.

Looking at CT data on an ongoing basis
requires more upfront thought, but it pays off

with benefits down the road, he notes.
“First of all, you can address problems before

they arise — both in terms of recruitment trends,
loss to follow-up, increasing medication compli-
ance, and all kinds of things that if you wait until
the end is too late,” Buchsbaum says. “It’s much
easier to approach something in real time.”

Buchsbaum puts together data systems for CT
projects and epidemiological trials.

“It’s not all about data collection,” he notes.
“It’s about the collection of data to answer the
research question and integrating that with logis-
tical data and using an integrated data system to
uphold all of the processes of the trial.”

Whether the research team is monitoring
patient compliance, scheduling patient appoint-
ments, or tracking shipment of biospecimens
back and forth, it’s all done under one database,
Buchsbaum explains.

“And investigators believe that contributed to
the success of the trial,” he says.

The web-based data management is not a
novel approach technologically, but it is slightly
unusual in how the systems are integrated,
Buchsbaum says.

“You’ll have a lot of systems devoted to cap-
turing forms and others devoted to other logical
aspects of the trial,” he explains. “And either they
don’t talk to one another or they don’t reinforce
each other.”

So often even small data collection, such the
data captured for one particular patient visit, had
to be completed before the work could move on
to subsequent visits, Buchsbaum says.

“I’m stunned by how many data capture sys-
tems rely on coordinators or clinical trial people
to make sure things are done completely and in
the right order,” he says. “And the status is good
to know, but often is not known.”

With the Web-based data management system,
CT staff easily can see the status for each patient
in terms of visits and data entry, Buchsbaum says.

“It is simple to see what is the latest status for
each patient,” he explains. “So that makes it very
easy for coordinating centers in a trial to monitor
where everybody is.”

In the typical system, the data often are segre-
gated, so there are many questions about data
that are unanswered, he adds.

“If something is missing, you have some affir-
mative notion that this task wasn’t done,” Buchs-
baum says. “But you don’t know whether it’s
because the information wasn’t entered, the task
was not performed, or if the patient refused to
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participate or give consent.”
There are a variety of possible reasons for the

omission, but the answer isn’t recorded because
the data are segregated, he says.

This problem doesn’t exist with Web-based
data management system.

“We didn’t consider these things separate
issues, and so everything was part of the clinical
trials process, and everything was fair game for
the data management,” Buchsbaum says.

The Web-based system also was easier for CT
coordinators to use, according to feedback, he
notes.

Since CT staff work on a half dozen different
trials at one time, it could have been difficult for
coordinators to jump in and out of a trial, trying
to remember where they were with this patient or
that patient, Buchsbaum explains.

“It was easy to do that with the system we
designed,” he says. “The system gave clear
instructions of what happened at the previous
visit and what comes next, so the burden was eas-
ier for coordinators.”

The system also makes it easier and timelier for
investigators and CR administrators to monitor

trends in enrollment and retention.
For the ALS trial, there were only two patients

out of 185 enrolled who were lost to follow-up,
Buchsbaum says.

“That’s a very low loss to follow-up rate for
this population,” he says.

The reason for retention success partly was due
to how easily investigators could monitor
patients’ visits and communicate this information
to CT sites, Buchsbaum says.

Sites received a list of participants who were
due to have their final outcomes visit, and the
sites tracked how many telephone calls were
made to these people, he adds.

“We published a bunch of Web pages and real-
time pages so the statistics and data center moni-
tors and clinical monitors could keep track of
each patient and what their risk was to loss of fol-
low-up,” Buchsbaum explains.

The items listed included the number of tasks
performed in previous visits, the number of visits
skipped, and telephone calls made to patients, he
adds.

These measures served as warning signs to
potential loss to follow-up.

Timely pay, ongoing data available

There are a number of advantages to using a
Web-based data management system, including the
following:

• CT sites are paid on time: With the Web-based
data management system it was very easy for peo-
ple to be paid because they didn’t have to generate
invoices, says Richard Buchsbaum, senior data
manager at the statistical analysis center, biostatis-
tics department of Mailman School of Public Health,
Columbia University of New York, NY.

Sites that are paid on a per procedure basis will
have this information generated automatically by the
system.

“The submission of data that answered the
research question also recorded the answers from
procedures for which they were reimbursed,” Buchs-
baum says. “It was all the same thing, so in some
ways the workload was less for clinical trial sites
because they only had to put in the data once.”

Then once a month the system would generate
an invoice based on the data captured, he adds.

• Ongoing data are available: “Data collection

could be viewed in real time, and most of the error
tracking was programmed into the user interface, so
there were very few possible queries to generate,”
Buchsbaum explains. “All were done on a regular
basis, leaving very little collection or data cleaning to
be done on the back end before giving the statisti-
cian the data for analysis.”

Keeping data collection in real time creates inher-
ent efficiencies. For instance, the closer data collec-
tion is to its source as you collect data from a
procedure, the more likely it is to be accurate,
Buchsbaum says.

“So part of training with the system is to have
people enter the data very soon after it’s collected
and to immediately evaluate it for completeness and
possible errors,” he adds.

In some cases this data entering would be done
within a few days, and the feedback on the data was
immediate, Buchsbaum says.

“So the whole process of eliminating errors was
close to the time of entry and completion,” he says.

• Hardest work is done by the trial’s end: “So
when we got to the final visit, everything up to that
point was cleaned up, and we literally ticked off
patients as they came across the finish line,” Buchs-
baum says.

“So when the final patients came in, there wasn’t
that much to do,” he adds. “The efficacy dataset was
pretty well complete.”  ■

Advantages to using
web-based data system



One key to successfully implementing a Web-
based management system is to have the clinical
trial team meet to discuss the study’s data
requirements and to create an infrastructure to
meet those requirements, Buchsbaum says.

“You can’t shoehorn the requirements,” he
notes. “Some studies may not need real-time
access; some require PDAs and onsite data entry,
but the point is that the focus should be on the
needs of each trial.”

Also, CR institutions should focus on all of the
processes needed to conduct the trial and the data
systems needed to assist with these, Buchsbaum
adds.

Despite the obvious benefits of such a Web-
based management system, research institutes
have not embraced the model due to the eco-
nomic reality of health research, Buchsbaum says.

“In academia, it’s hard to convince either spon-
sors or investigators that these things are worth
spending money on,” Buchsbaum says. “It’s hard
to spend money on infrastructure because it does-
n’t always seem to be directly revenue-generating,
although it can save you money in the back end.”

Reference

1. Buchsbaum R, Kaufmann P, Barsdorf AI, et al. Web-
based data management for a phase II clinical trial in ALS.
Amyotroph Lateral Scler. 2008;9:1-16.  ■

Amend protocols to 
participants’ needs
Add flexibility to inclusion/exclusion criteria

Clinical trial professionals and investigators
should reconsider the inclusion/exclusion

criteria and other factors to meet the needs of
their study participants, an expert suggests.

“Some of the criteria we like to think can be
used generally, and that’s our goal, but in reality
it might be difficult for sites to enroll under those
criteria,” says Erin J. Iturriaga, RN, CCRC, a nurse
consultant and project officer for the National Insti-
tutes of Health (NIH) in Bethesda, MD.

For example, a clinical trial enrolling people
who use methamphetamines might exclude
enrollment of people who are infected with HIV
because of potential drug interactions with the
study drug and the antiretroviral treatment

received by this population, Iturriaga explains.
“But while some of the medications HIV-

infected people are on might be exclusionary, the
HIV treatment field is changing so rapidly that it
might not be necessary to exclude all of the peo-
ple receiving medications used to treat
HIV/AIDS,” Iturriaga says.

“If you did a study two years ago, and this was
the exclusion criteria then, the science might have
changed so rapidly that you will now need to look
at the exclusion criteria and change it,” she adds.
“Maybe two years ago when a new HIV medica-
tion came on the market we didn’t know much
about it, but now we have a much larger safety
profile.”

Therefore, the trial should be designed with
enough flexibility to permit enrollment of HIV-
infected participants who are being treated with
antiretrovirals that would not compound health
problems or cause drug interactions in the study.

The reason CT sites and researchers will want
to be more flexible and think of inclusion/exclu-
sion criteria more on an individual basis is
because in some studies it will be very difficult to
enroll enough subjects if the inclusion/exclusion
criteria are very strict.

The NIH encourages investigators to collabo-
rate when deciding inclusion/exclusion criteria
and to take into consideration their own potential
study population and its needs, Iturriaga says.

“We try to collaborate with investigators to
have a better understanding of what the standard
of care is out there in the community,” she says.
“It might be very different on the East Coast ver-
sus the West Coast.”

Such information about variations in the stan-
dard of care might be as important as historical
information about similar clinical trial experi-
ences a few years earlier, Iturriaga notes.

Sometimes science moves more quickly than
do clinical trials.

This is why CT sites also need to be aware that
a promising study drug might be seen as worse
than standard of care a couple of years into a
study, Iturriaga says.

When investigators begin studying metham-
phetamine addiction in a trial, there maybe no
standard of care therapy available, she explains.

“But during the trial, the standard treatment
could be improved, and this could kill your trial if
the new treatment is a really good drug,” Iturriaga
says.

So clinical trial professionals need to assess the
latest treatment trends, science, and other infor-
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mation in their fields of study, and they should
make adjustments to their ongoing trials as new
information comes to light, she adds.

At the very least, when a new treatment comes
on the market while a clinical trial of a competing
treatment is underway, the informed consent
form should be updated, Iturriaga says.

“You need to inform subjects of the new treat-
ments that are available,” she says. “That may
change the mind of a study participant of
whether or not they want to continue in the study
because of the new information that’s available.”

Another thing for investigators and CT sites to
keep in mind is that they need to anticipate sub-
ject retention problems before they write the
informed consent and begin enrolling partici-
pants, Iturriaga says.

“You may have subjects who are impaired due
to drug use, or they could be incarcerated, so how
do you deal with that?” she says. “A lot of them are
vulnerable populations; they live in substandard
housing or have no access to transportation, and
these are all hurdles you need to overcome to keep
them in your trial.”

So CT sites need to think about how research
coordinators will obtain informed consent if a
potential participant arrives intoxicated or high
from some illegal substance. They need to have
contingency plans for when subjects become
homeless or are incarcerated, Iturriaga says.

“There are many different types of sensitive
therapeutic areas, so whatever study you’re con-
ducting, you should look at the hurdles for recruit-
ment and retention,” she advises. “Think about it
up front when you’re writing the protocol rather
than waiting six months down the road and then
being stuck.” ■

Entry level clinical research
jobs and core competencies
Expert explains why link must be forged

The traditional model based on mentorship in
the clinical research profession now is being

replaced by formal education through academic
institutions.

“There have been an increasing number of aca-
demic educational programs developed over the
past 10 years or so, covering the disciplines,
which compose the clinical research enterprise,”

says Stephen A. Sonstein, PhD, director of clini-
cal research administration at Eastern Michigan
University in Ypsilanti, MI.

“Basically, what is happening in clinical
research is that it is becoming an academic disci-
pline,” Sonstein says. “And like any other aca-
demic discipline, there are basic knowledge bases
that the discipline covers.”

The old model of people becoming clinical
research coordinators because they seem to have
the appropriate skills and happen to be in the
right place at the right time doesn’t work in
today’s more complex CR field, Sonstein notes.

“There isn’t a lot of time and financial flexibil-
ity to allow a person to be a mentor to a new CR
associate,” he says. “It is important to come to the
job with some understanding and, hopefully,
some experience.”

As with any other health-related profession,
there is a need for the clinical research profession
to define its core competencies for entry level and
advanced level clinical research positions, Son-
stein says.

This is one of the tasks which have been taken
up by a six-year-old group called the Consortium
of Academic Programs in Clinical Research
[www.coapcr.org], Sonstein says.

The consortium is comprised of directors of
academic programs that produce CR profession-
als, as well as representatives from clinical facili-
ties that support those programs. 

The group meets annually at the same time as
the Drug Information Association’s (DIA’s)
annual meeting. DIA has helped facilitate the
development of the group, Sonstein says.

“We’re working on a white paper on the topic,
and we’re trying to get as much participation as
possible,” Sonstein says. “We’re trying to get
input from the hiring authorities on the clinical
and sponsor side to say what it is they want to
see in people who graduate from our academic
CR programs.”

For instance, they’re asking hiring authorities
questions like the following:

• What kinds of skills should an entry-level CR
professional have?

• What do you mean when you require two-to-
five years experience? Is it just time in the job or
do you require documentation of high quality
ability?

• What different competencies are needed for a
CR professional who has an associate’s degree, a
bachelor’s degree, or a master’s degree?

This process of developing competencies has
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already occurred for the health professions, such
as nursing or medical technology, which have
been in existence for decades, Sonstein notes.

“The nursing profession has defined what is
required in an entry level profession and this has
determined which competencies should be
included in an academic program,” he says.

“Nursing organizations inspect the academic
programs that want to be recognized and accred-
ited,” he explains. “Our long-term goal is to
develop an accrediting body for academic pro-
grams in clinical research, and the beginning of
the process is to define the core competencies.”

Any competencies white paper developed by
the consortium will need to obtain buy-in from
the people who hire entry-level CR professionals,
Sonstein says. “This is a new concept for clinical
research, but it’s a concept whose time has
arrived,” he notes.  ■
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17. True or False: Research nurses have an 
ethical duty to provide the best care they can
to their patients, deviating from the protocol
when they believe it is necessary.
A. True
B. False

18. Which of the following is a way that clinical
trial sites can improve regulatory compliance
and avoid common CT site mistakes?
A. Document protocol deviations
B. Amend protocols when mistakes keep
occurring
C. Match signatures and dates on informed
consent documentation
D. All of the above

19. True or False: A Web-based data manage-
ment system that collects clinical trial data
and makes data available for spotting trends
in real time should not be used because it
would make the process more time-consum-
ing and inaccurate.
A. True
B. False

20. Which of the following is a good reason for
creating competencies for entry-level clinical
research professionals?
A. The popular model of people becoming
clinical research coordinators because they
have the appropriate skills works quite well in
today’s CR environment
B. There is plenty of time and financial flexi-
bility to allow an experienced CR person to
be a mentor to a new CR associate
C. As with any other health-related profes-
sion, there is a need for the clinical research
profession to define its core competencies for
entry level and advanced level clinical
research positions
D. All of the above

Answers: 17. B; 18. D; 19. B.; 20. C. 
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