
Institution starts monitoring 
service for in-house protocols
Investigators have gotten on board with service

For many institutions, the weakest compliance link is the investigator-
initiated trial because there typically are no clinical research organi-

zation (CRO) monitoring visits to ensure documentation and other
details are in order.

The University of Minnesota in Minneapolis, MN, found a solution to
this issue by recently starting a clinical trial monitoring service that is
offered to researchers who have developed their own protocols.

Sponsors, even when they are also the investigators, are required by
the Food and Drug Administration (FDA) to provide trial monitoring,
but the question is how detailed, objective, and useful is the monitoring
plan?

For institutions that want to be certain any study's monitoring plan is
top quality, the key is to offer a monitoring service to investigator staff,
experts say.

"We try to communicate to people that this is a new service, but it
meets an old requirement," says Debra Dykhuis, CCRC, CCRA, associ-
ate director of the Research Services Organization, Academic Health
Center, University of Minnesota.

"In an academic center, what's really key when you start a program
like this is to focus on the service element," Dykhuis says. "We've been
successful because we really are partners with investigators, and we've
focused very much on how this is a service function — not a compli-
ance function."

The monitoring service has about 40 active protocols under IND and
IDEs that are being handled, Dykhuis says.

Also, the institution's cancer center has started its own monitoring
service for cancer trials, she notes.

Prior to forming the monitoring program, the university had started
an IND/IDE assistance program. 

Harvey M. Arbit, PharmD, MBA, RAC, is the IND/IDE assistance
program director, and as part of his work in getting the program
started, he identified the institution's sponsor investigators.

"I was not as concerned about the faculty who were investigating
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under a pharmaceutical company IND because
big pharma and big device companies make sure
their investigators comply with regulations,"
Arbit says.

"Once we had identified all of the faculty mem-
bers who were sponsor investigators, I went out
and met with them and looked at their regulatory
binders," Arbit says.

He found variability in compliance, and many

investigators were not familiar with their obliga-
tions as an IND sponsor, Arbit says.

"Most of them had been investigators under
commercial INDs, and they knew what their obli-
gations were as investigators," he adds.

But they often didn't understand all of the
reporting that is required of sponsors, so Arbit
decided to educate sponsor investigators about
their obligations.

While educating investigators, Arbit asked
them how they were monitoring their studies.
Sometimes they responded with confusion, mis-
taking the data safety monitoring board's duties
with clinical trial monitoring, he says.

"I'd say, 'That's not what I'm talking about —
I'm talking about clinical trial monitoring where
you look at the accuracy and validity of the
data,'" Arbit says. "You want to be sure the study
is being done according to the protocol and that
you're obtaining informed consent and that the
data you've transcribed from the case report form
is transcribed appropriately and correctly."

Investigators reported that they were doing all
of this, but they weren't documenting their moni-
toring activity, Arbit recalls.

"The FDA says that if it's not written down, it
didn't happen," he says. "The FDA wants to see
your monitoring reports."

Investigator sponsors can monitor their own
studies, but if they choose to delegate the task,
the person they assign to monitor must be quali-
fied by education and experience, according to
FDA regulations, Arbit says.

Without careful monitoring, the data could be
incorrect, he notes.

"Things happen: you put the decimal point in
the wrong place; you transpose numbers; you put
the value on the wrong line," Arbit explains. "If
you do not have someone there to check this and
you go ahead and start doing your statistics, then
you might come up with an incorrect result."

The solution was to start a monitoring service
that would follow good clinical practice (GCP)
guidelines. (See story about how the monitoring
service was established, p. 75)

"We decided when developing the monitoring
program that GCP standards would be the mini-
mum standard for conducting academic research,"
Dykhuis says.

Although it took time to educate investigators
about the monitoring service and to show them
its value to their work, this effort has paid off,
Dykhuis and Arbit say.

"People have responded very enthusiastically
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and positively to this service, and it didn't start
out that way, so it's been very gratifying,"
Dykhuis says.

"We had an investigator who wasn't wild
about the idea of having a monitoring service,
but she agreed to have us monitor her trial,"
Dykhuis says. "And what's happened is our mon-
itors have worked with her and she actually
requested whether it would be possible for her to
buy a day of the monitor's time and write it in her
research grant."   ■

Steps to take when starting
a CT monitoring service
Experts offer advice on getting started

Starting a clinical trial monitoring service
requires some time and financial resources,

but it quickly become successful if certain steps
are taken.

Two people involved in the groundwork that
created the clinical trial monitoring service for
investigator sponsor research at the University of
Minnesota in Minneapolis, MN, explain how the
program works:

• Design service to be free to sponsor investi-
gators and to follow industry standards.

"We've focused on providing the monitoring
service for free to faculty who serve as both spon-
sor and investigator as a first priority because the
university has a responsibility to perform moni-
toring whenever an agent holds an IND," says
Debra Dykhuis, CCRC, CCRA, associate director
of the Research Services Organization, Academic
Health Center of the University of Minnesota.

The entire monitoring program is based on
good clinical practice (GCP) standards and not
simply on specific regulations, she notes.

The monitoring service was formed within the
past couple of years as part of the university's
Research Services Organization (RSO), which
helps investigators with writing protocols, bud-
gets, and other aspects of research, says Harvey
M. Arbit, PharmD, MBA, RAC, the IND/IDE
assistance program director at the University of
Minnesota.

• Staff office with professionals.
Administrators decided the monitoring service

would need two full-time professional monitors.
"We had to figure out how to find people to do

this job in an academic center, recognizing the
fact that we cannot compete with CROs and local
industry that employs people serving the exact
function we needed," Dykhuis says.

"We posted our position with an ad that read,
'Do you love your work but are sick of the
travel?'" Dykhuis says. "Since these jobs involve
monitoring at a single site, people don't have to
spend 30 to 60 percent of their time on the road."

Also, the salary was made competitive, she
adds.

The positions quickly filled.
"One person we hired had gone to school at

this university, and she was so excited about the
fact that the university was acknowledging the
importance of monitoring that she wanted to be a
part of the new program," Dykhuis says.

"A lot of people know it's true that academic
centers aren't as aware of or as proactive about
doing this kind of thing as they might be, and she
was excited about that aspect of it," she adds.

• Write a monitoring plan.
The next step was to write a monitoring plan

that would be included with IND applications,
Dykhuis says.

"Up to this point, people had included a plan
with the IND, but it was a self-monitoring
option," she says. "We still do offer that option for
people here, where they can elect to use a plan
we've written that would allow sponsor investi-
gators to monitor themselves, although we don't
recommend it."

The monitoring plan is well organized with 10
pages that cover these items:

1. Purpose of monitoring plan
2. Clinical Trial Monitoring Service
3. Scope of CTMS monitoring
4. Nature and extent of data monitoring
5. Transfer of monitoring obligation agreement
6. Site visit confirmation
7. Debriefing the investigator
8. Documentation of findings
9. Frequency of visits
10. Interface with the Office of Regulatory Affairs
11. Off-site monitoring
12. List of acronyms
Each category includes precise details of what

will occur. For instance, under the scope of CTMS
monitoring, the text reads, "In compliance with
GCP guidelines, RSO monitors will verify data
collected on case report forms against source doc-
uments. Source documents are defined as any
original records or data related to the trial or to
subject treatment or medical history. Source doc-
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uments include: original hospital, clinical, and
office charts, laboratory notes, subject diaries or
evaluation checklists, pharmacy records,
recorded data from automated instruments, tran-
scriptions (certified to be accurate after verifica-
tion), magnetic media, or x-rays…" (See chart of
sample look at monitoring plan, below.)

"We sat down with the GCP guidelines, and
the monitoring plan follows in lock step the dif-
ferent sections in GCP, so we were sure not to
miss any of the elements," Dykhuis says. "We also
looked at the FDA documents that are available
to the public."

The monitoring plan also details the extent of
data monitoring. For instance, it says that moni-
tors will review clinical data that affect study end
points as defined in the protocol.

While the initial study consent process and ini-
tial study eligibility are reviewed for 100 percent
of enrolled subjects, the extent of further monitor-
ing could be revised, according to the monitoring
plan, based on these considerations:

- History of protocol deviations or non-compli-
ance with GCP guidelines

- Magnitude of data corrections required
- Complexity of the trial
- IRB request.
• Market monitoring service to investigators.
"We sent out a letter first and then invited peo-

ple to come and have a conversation with the
monitors," Dykhuis says. "Half the people came
in and listened to a presentation and asked some
questions about it."

Afterward, RSO staff called all of the investiga-
tors who had open IND protocols to find out
whether they were going to choose to work with
the clinical trial monitoring service, Dykhuis
says.

"We tell investigators they have three options,"
Arbit says. "We say, 'You can use our service, and
if you use it, you'll know it's done right; or you
can monitor it yourself, and if you do that then
we'll provide you with a monitoring plan that
you need to follow and we'll be around periodi-
cally to make sure you are following the plan, or
the third option is to hire a CRO or somebody
else to monitor the study for you.'"

Since the program started, all of the investiga-
tors starting IND studies have chosen to use the
monitoring service, Arbit says.

For the INDs that existed before the service
was begun, marketing the monitoring service
was more difficult, Arbit notes.

"Those are the individuals who would say,

'Gee, I never had to do it before, and this study is
going on for six years now,'" Arbit says. "We'd
say, 'I'm sorry, but this is what's supposed to be
done, and here it shows in the regulations where
this needs to be done.'"

Most of the time the investigators were grate-
ful for the information and the chance to use a
free monitoring service, Arbit adds.

For those who said they'd continue to monitor
their own studies, Arbit would check in on them
periodically and point out what they were doing
wrong.

"Finally they'd come around," Arbit says. "Peo-
ple really see the value in these services."

 Expand monitoring services.
The monitors typically visit sites every six to

eight weeks if the trial is accruing regularly,
Dykhuis says.

For sites that have slow or no accrual, the mon-
itors will use the time to look at drug accountabil-
ity and to take a closer look at regulatory
documents, she adds.

"We have a standard of [monitoring] 100 per-
cent of inclusion/exclusion criteria and 100 per-
cent of the consent process forms, so the initial
consents are reviewed 100 percent of the time,"
Dykhuis says. "What we do after that is set a
baseline of doing 10 percent of completed stud-
ies, and based on the error rates and risk level of
the study, it might be increased."

Since the monitoring service has caught on,
there has been an additional service offered of
having a monitor help investigators with submit-
ting their IND for approval, Dykhuis says.

"That allows us to provide assistance up front,
before subjects even enroll in the study," she
explains. "We can make sure the investigator has
prepared the documentation in a way to make
the study a success, and we provide a supportive
role, like what pharmaceutical companies do
when they go out and set-up sites."   ■

University of Minnesota's
CT monitoring plan
Check out these sample check-off items

The University of Minnesota in Minneapolis,
MN, has a 10-page clinical trial monitoring

plan used by in-house monitors to ensure clinical
trials initiated by investigator sponsors are fol-
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lowing good clinical practice (GCP) standards.
Here are a few sample items from the monitor-

ing plan:
• Item 3.4: Verify the site follows the approved

protocol. To accomplish this, the monitor will:
- Verify the (current) IRB approved protocol

and the (current) protocol in the master file are
the same.

- Compare data to be collected on case report
forms (CRFs) with the IRB approved protocol
(data collection should not exceed the limits
defined by the protocol).

- Verify the number and type of subjects
entered into the study was confined to the num-
ber and type of protocol-defined eligible.

- Verify that no deviations from or changes to
the protocol have been implemented without
prior review and documented approval of the
IRB (except where necessary to eliminate an
immediate hazard to trial subjects or when the
change involves only logistical or administrative
aspects of the trial).

- Verify the labels on the individual patient bot-
tles/medical devices comply with the require-
ments for investigational drug or device labeling.

• Item 3.5: Ensure trial staff is adequately
informed about the trial and has not delegated
responsibilities to unauthorized individuals. To
verify this, the monitor will:

- Note the identity of all persons and locations
obtaining raw data or involved in the collection
of data by looking at authorization log kept at
site (FDA Compliance Program Guidelines, Part
III). (If there is no site authorization log, the mon-
itors will require that one bye completed and
updated throughout the trial).

- Check documentation for information about
distribution of the currently approved protocol
and investigator brochure to the study team.

- Check documentation of any protocol specific
training of authorized individuals.

- Compare study documents, the IRB applica-
tion, and the site authorization log to determine
whether responsibilities have been delegated to
unauthorized individuals.

• Item 3.9: Verify trial records are accurate,
complete, and current. To accomplish this, the
monitor will:

- Verify the investigator or assigned designee
has completed current CRFs -- and that they are
signed and dated appropriately.

- Verify source documentation was used to
complete CRFs.

- Verify the protocol identifies source data that

will be recorded directly on CRFs (with no prior
written or electronic record of data).

- Verify whether clinical laboratory testing
(including EKGs, X-rays, eye exams, etc.), as
noted in the case report forms, is documented by
the presence of completed records among the
source documents. (FDA Compliance Program
Guidelines, Part III).

- Verify the site's data and source documents in
terms of their organization, condition, complete-
ness, and legibility. (FDA Compliance Program
Guidelines, Part III).

- Verify the investigator has made required
reports and submissions to the regulatory author-
ities.

- Verify the information in the reports to
information in the study master file and source
documents to verify accuracy and complete-
ness, including reports of any adverse experi-
ences.

• Item 3.13: Determine all essential docu-
ments are maintained. To verify this, the moni-
tor will:

-- Verify that all applicable documents exist
and are current as of date of monitoring. The fol-
lowing documents are essential documents:

- Transfer of Monitoring Obligation Agreement
- IRB, FDA, and other regulatory documents

(e.g., reports, correspondence)
- Signed protocol
- Investigator brochure
- Consent form and IRB-approved information 
for subjects
- Randomization procedure
- Sample CRF or document stating medical 
record is data collection form
- Investigator and sub-investigators CV or doc-
umentation of qualifications and training
- Site signature sheet
- Lab normal ranges
- Lab certifications
- Screening log
- Enrollment log
- Adverse event log
- Correspondence
- Subject code list
- Product accountability log (IDS or registry)
- Product handling and storage instructions
- Product shipping records and certificates of 
analysis
- Record of retained samples
- Decoding procedures for blinded trials
- Record retention plan
- Monitoring reports.   ■
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Institution's data collection
system is state-of-the-art
Sites handled from around the globe

Avariety of global and domestic studies
involving a range of topics from diabetes in

babies and children to cystic fibrosis to very rare
diseases might one day owe at least some of their
success to a single data coordinating center in
Tampa, FL.

A state-of-the-art electronic data coordinating
center at the University of South Florida in
Tampa handles four major research projects,
which enroll participants from across the world.

The data coordinating center handles clinical
trial information for the Rare Diseases Clinical
Research Network (RDCRN), The Environmental
Determinants of Diabetes in the Young (TEDDY)
study, the TRIGR study which is looking at the
incidence of type 1 diabetes among infants raised
exclusively on breastfeeding versus two special-
ized formulas, and the Therapeutics Develop-
ment Network of the Cystic Fibrosis Foundation.

The TRIGR trial has clinical trial sites in 15
countries, including the United States, says Jeffrey
P. Krischer, PhD, a professor at the University of
South Florida, College of Medicine.

"All of the data collection systems for this trial
are Web-based, and we've implemented most of
our data collection forms in 11 different lan-
guages," Krischer says. "This accommodates local
language requirements and gives us an interna-
tional system for reporting and reviewing any
adverse events that should occur during the trial."

Here are some examples of benefits of having a
data coordinating center handle a multi-site trial's
information:

• Report adverse events more efficiently:
"We have an international system for reporting
and reviewing any adverse events that should
occur during the trial," Krischer says. "The
adverse event system is all technology-based,
which allows an investigator to submit notifica-
tion of an AE or a follow-up of an AE to have that
item reviewed internationally by our own safety
monitoring group."

The safety monitoring group looks at the
severity of the AE and the number of people
experiencing AEs, versus the number of people
enrolled in the study, he says.

"This information allows them to review AEs

to initiate discussion and request follow-up infor-
mation for reporting to the data safety monitor-
ing board (DSMB)," Krischer says. "We developed
this novel system electronically."

Safety monitoring through the electronic sys-
tem is effective and timely, he notes.

For example, there was one patient death on
the study, but not related to the study, and it was
reported in Australia first and then reviewed by
medical monitors located 1,000 miles away in less
than 24 hours, Krischer says.

"We could satisfy ourselves there were no
issues that required additional follow-up or
changes in our study protocol," he adds.

• Improve communication across borders:
"When you're trying to deal with a study that's
wide geographically, you have to deal with com-
munication issues and facilitating the flow of
information," Krischer says.

"We use an electronic system to manage the
data effectively," he says. "This way we can have
an event occur in Australia and have it reviewed
by somebody in Europe and provide whatever
feedback is necessary and required."

Information is monitored in the Tampa data
coordinating center and reviewed in a timely
manner.

"We serve as a mediator to obtain any addi-
tional information," Krischer says. "It works well,
and we can monitor for any reportable AEs, tabu-
late any AEs, and produce the information in pre-
formatted tables so each site can use these when
they have to submit new information to the IRB."

The format also works well for DSMBs, he
notes.

"The DSMB meets periodically, and we have a
high degree of confidence that they can see these
reports as necessary," Krischer says. "We set them
up so if they need to be notified, they can be noti-
fied immediately."

Also, there's a secure part of the Web site
where DSMB members can review reports and
ongoing tabulated figures, and this is updated
electronically, Krischer explains.

Communication is made easier for other types
of reporting, as well.

For the Rare Diseases Network, the system
now is extended to having information reported
to sponsors, and direct reporting to regulatory
bodies also could be automatically handled,
Krischer says.

• Maintain flexibility for different study designs:
"Other people are interested in the same idea, but our
system includes not only reporting, but managing the
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whole review process, which we think is important,"
Krischer says. "That's what we pride ourselves for
doing."

The data coordinating center has to be flexible
to handle the many different study designs and
reporting requirements, he notes.

"We can report to the pharmaceutical company
or a National Institutes of Health (NIH) institute,"
Krischer says. "Every study can be customized,
and they can be notified when they occur."

For each report, it is customized into a format
that fits the institution's format, and it's a seam-
less process, he says.

• Monitor study progress: The data coordinat-
ing center staff designed all of the studies with
embedded design operating characteristics,
including a trial's sample size and timeline for
accruing participants, Krischer says.

"So we routinely monitor accrual on a study
relative to its timeline, and we monitor outcomes
relative to what's expected," he adds. "So if we're
expected to accrue a certain number of patients
over five years, then we project the accrual over
the sites involved and determine what the accrual
should be per site to meet the study's goals."

As studies enroll participants, the accrual is
monitored in real time, and the center produces
monthly reports about accrual, Krischer says.

This same information can be used to calculate
expected outcomes given a particular accrual
rate, and the actual outcomes can be compared
with what is expected, he adds.

For example, if accrual is lagging behind
what's expected, then the center staff can work
with the research group and network of sites to
see whether the accrual period should be
extended, or whether it would be possible to
meet the goals of the study, Krischer says.

"By the same token, when we look at expected
outcomes, we have to recognize that trials are
sometimes designed to have a certain number of
outcomes, and it's key to have adequate power to
decide whether the study question can be
answered," Krischer explains. 

This is why it's important to monitor a study's
accrual, as well as its adverse events, he adds.

"We make sure a study is progressing, so over
a fixed amount of time there will be accrual of a
sufficient number of patients," Krischer says.

"This makes you have more confident that the
studies you conduct will be successful, and that's
our intent," he adds.

The electronic data coordinating systems the
center has built are both generalizable and scal-

able, meaning the center can handle a large num-
ber of different types of studies, Krischer notes.

"The overall goal is the successful conduct of
research," he says.   ■

Billing poses problems:
how to avoid mistakes
Bigger the institution, the more challenges

The hospital billing system typically has limita-
tions when it comes to research management

systems, according to an expert.
To start, there's a different focus than the typi-

cal patient care billing focus, and everything in
the hospital is designed to meet the patient care
model and needs, says Jennifer Leigh Lanter,
RN. CCRC, MSPH, a clinical research billing
compliance manager with the Ohio State Univer-
sity (OSU) Medical Center in Columbus, OH.
Lanter gave a well-received talk about clinical
trial billing at the Association of Clinical Research
Professionals (ACRP) Global Conference and
Exhibition, held April 20-24, 2007, in Seattle, WA.

For example, the normal billing process is
designed to bill primary insurance first, then sec-
ondary insurance, and then the patient, Lanter says.

"Research billing doesn't work that way," Lanter
says. "The bills have to be split between research
and patient charges, and many providers have to
manually manipulate these claims."

The challenge is for institutions to create a way
to make research billing work within their sys-
tem, and this outside-the-norm approach is, by
nature, hard to institutionalize, Lanter says.

Lanter offers these examples of the challenges
institutions face when billing for research:

1. Research has a different focus.
"Hospitals are focused on standardized clinical

care, and research is focused on unique, cutting-
edge treatment with unknown outcomes," Lanter
says. "So when you look at a hospital setting, all
of their work flow processes and systems are
designed to deal with normal care processes."

Anything related to research has to be handled
outside of that box, she adds.

"It's difficult to handle, even when hospitals
have research in their mission statements," Lanter
says. "They're still focused on patient care, and
research typically is a small part of their overall
operations."
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2. The systems are limited.
"Hospital systems are designed to manage nor-

mal patient care processes, and sometimes they
don't even meet the normal processing needs,"
Lanter says.

Large institutions have the challenge of need-
ing bolt-on technology to patch gaps and get sys-
tems to work together, she says.

"They don't have one system from the same
company," Lanter explains. "There are multiple
companies, systems that talk different languages,
different platforms, and these are all designed to
deal with patient care issues."

If an institution tries to automate for research
billing with these issues, then it would have to
deal with each system separately and figure out a
way to make a change that would work for all of
them, she adds.

"It isn't an easy fix," Lanter says. "Every institu-
tion is different with different processes."

3. There are communication problems.
"There's a disconnect between hospital and

research staff. Hospital staff lack an understand-
ing of research," Lanter says.

Likewise, research professionals often do not
understand hospital processes, she adds.

"A lot of research staff are left out of the relevant
training on registration processes, documentation
processes, and reimbursement principles," Lanter
says. "This education is directed at physicians,
physician assistants, or nurse practitioners."

So research professionals often do not under-
stand the steps needed to get paid, and they have
to start from scratch when trying to get a research
patient through the system, she adds.

There are many different ways to resolve these
challenges, and here are some of Lanter's suggestions:

• Start with contracting: "Hospitals negotiate
many different types of contracts, and these
determine who is covered and what and how ser-
vices are paid," Lanter says.

"A lot of times research contracts want us to bill
insurance, and some payers have strict exclusions
for anything that's experimental," Lanter explains.
"So research professionals need to learn what has
been negotiated with payers, and what the Medi-
care and Medicaid requirements for billing are."

Institutions need to teach clinical research staff
that it can be challenging and that third party
payers may not follow the lead of Medicare and
pay for research services, Lanter says.

• Work on scheduling and pre-certification:
"Once the patient hits the system, you can start
with scheduling and pre-certification and the

financial aid process," Lanter says.
"Depending on the institution and how it's set

up, there can be many different problems," she says.
When scheduling subjects, it's important to get

as much information up front as possible and to try
to get the pre-certification completed, Lanter says.

"If the provider doesn't have a good system for
identifying research subjects, then they can some-
times be entered as clinical patients, which means
they'll get billed," Lanter says. "And sometimes
when they're identified as research patients, the
pre-certification area doesn't know that they are
supposed to pre-certify them."

There are split billing cases where some of the
patient care is research and some is standard of
care, and so the patient has to go through the nor-
mal processes, Lanter says.

On the financial aid side, a patient often will be
scheduled, information will be collected, and the
pre-certification staff will call to identify the need
for financial aid," Lanter says.

"This way the billing office can identify the
process for some kind of charity application or
write-off, but if the patient isn't properly identi-
fied, this won't be done," Lanter says.

Patients who are registered incorrectly might be
assigned to self-pay, so the challenge is to make sure
the accounts are tagged appropriately, Lanter notes.

• Registration issues also should be handled
up front: "Registration could pose the same
issues as scheduling and pre-certification,
depending on what area the patient comes from,"
Lanter says.

"Also, hospitals may have limitations on the num-
ber of registrations they can create," Lanter says. 

"I've been at institutions where they can create
a research registration and patient registration for
the same encounter," she explains. "But there are
downstream effects to that because you can't
always ensure people will pick the right account
when entering the charges."

On the other hand, some institutions won't
allow more than one registration to be entered
into the system for the same patient, she adds.

• Clinical care challenges also occur: Billing
problems can occur when a patient subject's treat-
ment deviates from the protocol, Lanter says.

"So I've had some billing challenges where the
patient came in for a research procedure, and then
they did something that was considered standard
of care, and it was billed to the research account
because that's how it was registered," Lanter says.

Often the only way to find these system limita-
tions is to rely on someone telling the billing



department about them, she notes.
"Either a provider flags all accounts, and we

review everything one by one, which can be over-
whelming, or they rely on researchers to tell them
when their patients present to the hospital,"
Lanter says.

Most researchers will map out research proce-
dures up front and come up with a billing plan
on how to register the patients and how to track
them, Lanter says.

But problems can arise when it comes to sub-
ject notification, she says.

"So when a subject is presented or enrolled, most
institutions require a principal investigator to email
or fax something saying which patients are in the
study," Lanter says. "This is necessary because of all
the different limitations that can occur within a sys-
tem with paperwork flow and processes."

For instance, someone could send in the order
with correct information, such as the research num-
ber, and an order to not bill a third party payer, and
then the information is lost, Lanter says.

"So many different people work on these
accounts, and the accounts are so highly elec-
tronic that sometimes information gets buried
within the system," Lanter explains.

• Handle charge capture challenges: It's
always challenging to figure out which charges
are supposed to be standard of care and which
are for research, Lanter says.

"There is no good systematic way to segregate
these procedures as they are occurring," she says.

"So if a patient comes in for a regular visit, we
won't know which charges to separate," Lanter
says. "Then there are medical records and coding
challenges where sometimes we won't know
which code to use."

For example, if a procedure is done for investi-
gational purposes, it may not have a CPT code, or
clinical staff might not know which one to pick, she
says.

"It's possible also that if charges are pulled after
a claim has been coded, it might affect the coding,"
she says.

All of these issues require manual overview
and are very time consuming, Lanter notes.

• Develop policies and procedures: It's impor-
tant to have policies and procedures in place to
help make sense of research billing, Lanter says.

Then the principal investigator can go through
the protocol and document which procedures are
research and which are not, so the institution can
compare these original information with what is
later billed, Lanter says.

"Principal investigators should do the checklist
because they're the ones who have most knowl-
edge about patients," Lanter says. "Research coor-
dinators should know which procedures are
referred to as standard of care, and the hospital
needs someone from a quality assurance perspec-
tive to make sure everyone is on track."

Also, research coordinators need to respond
when called by billing offices about clarifications
and issues that arise.

"Sometimes customer service staff will get a call
that a patient was billed for a research visit, but they
can't tell us the name of the researcher or number of
the case," Lanter says. "So the research coordinators
end up with the responsibility to tell the provider
who is in what study and which patients they have
so we can go back and make sure there aren't any
claims being sent to the patients."

Finally, an institution's policies and procedures
could include self-audits, which would help
everyone feel comfortable that the billing system
is working well, and charges are being sent to the
proper payers, Lanter adds.  ■

Expert offers tips on how to
get the best group cohesion
Look at bigger picture, not individual problems

Team work sometimes is a foreign concept to
scientists and clinicians who were trained

under the premise of solitary, individual achieve-
ment, according to an expert on team-building.

"The competition is fierce in these settings for
grants, contracts, doctoral students, lab assistants,
and for tenure position," says Laura Freebairn-
Smith, MBA, a research associate in pediatrics, a
doctoral candidate, and an instructor at the
Drama School in Theater Management Program
at Yale University in New Haven, CT. Freebairn-
Smith also is the president of Organizational
Design and Development Associates in Hamden,
CT, and she has spoken in the field and been pub-
lished on the topic of building teams.

"This makes it intriguing and difficult for
research administrators when they are managing
scientists," Freebairn-Smith notes. 

However, this climate of the lone ranger
researcher is changing, as the federal government
has begun asking for cross-disciplinary collabora-
tion on research projects, she says.
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"So if you're looking at AIDS issues, then you
may need to involve the business school, social sci-
ence department, medical college, and school of
public health," Freebairn-Smith says. "People are
putting together cross-disciplinary teams to exam-
ine profits, and this calls on more team skills."

Academic departments may not support this
trend yet, but it's driven by funding and also by
the recognition that research topics are so inter-
connected that it forces scientists to work
together across fields, Freebairn-Smith explains.

"We're starting to look at organizations as if
they were organic living entities with the same
complexities that you can see in certain quantum
physics entities and behaviors, such as quarks,"
she says.

So the challenge is teaching scientists who
have been trained in long ranger cultures to work
well in teams.

Universities don't discuss team work and man-
agement issues with academic staff, as a rule,
Freebairn-Smith notes.

"We don't expect them to bring in these skills,
and we don't train them in it when they have
landed," she says. "It isn't the norm yet, so when
you ask people, 'Do you run lab teams, teams of
colleagues?' they say they weren't trained for this."

Freebairn-Smith's solution for this dilemma is
to weave management training into physicians'
and scientists' existing schedule.

"For example, you spend 15 minutes on a man-
agement topic when talking to your faculty, and
that's it," she says. "You come back two months
later and do a follow-up of 15 minutes, or discuss
a different topic."

Academic staff and scientists may not have time
for a half-day workshop, and they won't see it as
critical to their success, so management and team-
building skills become a low priority, she says.

"I think if we honor time constraints, we'll have
success," Freebairn-Smith says. 

The other strategy is to provide one-on-one
team-building and management training with
faculty and investigators, and while this is time
intensive, it can work very well, she adds.

"If an organization is big enough, they might
have trainers or consultants do this, even making
individual appointments with faculty," she says.

"You can't provide training in a disinterested,
on the margin fashion or it won't have enough
impact," Freebairn-Smith says.

Freebairn-Smith offers these pointers on how
to improve team work and management skills
among scientists and clinicians:

1. Remember that teams are organic entities
onto themselves.

Teams are separate from any individual on the
team, Freebairn-Smith says.

"They have their own developmental phases
that are relatively predictable and observable if
you're trained in how to do that," she explains. 

"So my core premise when I teach team build-
ing is that you have to be an observer of your
team's behavior," she says. "What you're doing is
helping your team move through a phase at an
appropriate moment, recognizing that it's an
issue and working through it."

Standing back from one's own involvement in
the team and looking at the team through an out-
sider's eyes is one way to be freed from the
notion that a particular team is fantastic or horri-
ble, Freebairn-Smith says.

"All teams have certain kinds of behaviors
under certain conditions and are knowable or
predictable," she says.

"If we only operate from one instance to the
next, we don't understand what an aberration is
and what's not," she says.

So it's important to look objectively at the team
in terms of financial flow, leadership, and skills
building, and then do an analysis and suggest a
plan to make changes where needed, Freebairn-
Smith says.

2. Pay persistent attention to the team.
"There is no ideal end state that a team

reaches," Freebairn-Smith says.
"We often have people say, 'Fix my team, and

then I'm done,'" she says. "But a team is like a
garden and always needs feeding and care."

To manage a team, one needs to pay attention
to the team's regular activities and observe check-
points throughout the year, she says.

Checkpoints are like performance reviews,
working with staff to make career decisions
annually to see where their careers are going,
Freebairn-Smith says.

Every few years, it's time to ask for feedback
from team members by conducting a customer
survey, she says.

Ask these questions of individuals and the
team as a whole:

• Do you have a strategic plan with a mission
statement and goals?

• Are you revisiting the plan annually and
overhauling it every five years?

• Do you have staff meetings on a regular basis?
• Does your team go to off-site retreats and do

strategic planning and team-building stuff?
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• Do you have regular activities to honor tran-
sitions, such as team members having babies, get-
ting married, etc.?

• Is there a good orientation program?
"A good team-building consultant will help an

organization construct an ongoing program and
activities to make sure the team stays healthy,"
Freebairn-Smith says.

3. Problems on a team usually are not because
of one individual.

"We tend, in America, to pick out an individual
and say, 'If that person wasn't here, the team
would be fine,'" Freebairn-Smith says. "And 99
times out of 100, that's not true."

However, when a team has problems, usually
the first step management takes is to get rid of
one problem individual.

For example, there might be five people work-
ing in a lab and they're behind on their schedule,
according to the grant, Freebairn-Smith says.

"Three people say, 'It's because Suzy keeps com-
ing in late due to car breakdowns and family obliga-
tions, so if we got rid of her we'd be okay,'" she says. 

"But let's stop and look at using a flexible
schedule and what the work culture is like about
balancing time and work," Freebairn-Smith says.
"Maybe we're underpaying people, and Suzy
can't afford a new car; maybe the compensation
systems are screwy."

Instead of making one person a scapegoat, take
a look at the bigger picture and try to identify
what's driving poor behavior and performance,
she suggests.

"If you only focus on Suzy's problems then other
problems will manifest somewhere else," she adds.

Putting a team's problems into a greater con-
text also is a more compassionate way to handle
problems, Freebairn-Smith notes.

Increasingly, people are looking at their inten-
tions in relation to other people, and they're mov-
ing away from the profit-control orientation to a
communal benefit orientation, she says.

"Where are we going as a species?" she says.
"And does our behavior as a team reflect the best
for our species?"

4. Learn techniques and model a team leader's
impact.

"Leaders often underestimate the amount of

power they have over people on their team,"
Freebairn-Smith says. "They underestimate the
effect of their own behavior, words, and deci-
sions, so I encourage them to slow down and be
careful."

Also, some leaders follow a scarcity paradigm
where they starve people for compliments, she
says.

"There's more room in people's carts than they
realize for giving out compliments and compassion
to others," she says. "It's one of the few sources of
energy on the planet that are unlimited."

Team leaders shouldn't scoop out undeserved
praise, but they should be lavish with it when it's
earned.

"We use role-playing and modeling to show
people how they impact others on the team,"
Freebairn-Smith says.

"I watch team leaders in action, and then I
mimic their actions in private, and they are
blown away," she says.
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There are simple body language mistakes that
people make, such as nodding their heads too
much, which sends the message that you're not
really listening, she adds.

"I work with a lot of introverts, scientists who
work well on their own, and then they're promoted
and are running groups," Freebairn-Smith says.

"I ask, 'What do you do when you walk into
the lab or office,'" she says. "And they say they
walk straight to their desk and work, getting
their coffee at 11 a.m."

Freebairn-Smith coaches these introverts on
how to walk into a office and first say 'Hi' to
everyone.

Later, when she follows-up with the leaders,
they say, "Everyone is talking to me now, and I
have all of this new information," she says.

By simply saying 'Hi' to people, an introverted
team leader can change the whole dynamic of his
or her interactions on the team, she says.

"It's a gentle process to get people to move
toward a more dynamic team to be a good
leader," Freebairn-Smith says.

[Editor's note: For more information on team-
building or for recommendations of books to read on
the topic, contact Laura Freebairn-Smith at lfree-
bairnsmith@comcast.net or call her at (203) 773-
0220.] ■
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1. Which of the following items would not be on a
clinical trial monitoring plan?

A. Nature and extent of data monitoring
B. Debriefing the investigator
C. Documentation of findings
D. Interface with NIH

2. Why is it important for clinical trial sites to monitor
subject accrual at set time points?

A. So investigators will know whether the outcomes
per subject are as anticipated when the protocol
was written

B. So the site will pass an OHRP audit
C. If the accrual rate is not adequate then the study

might not have enough power to decide whether
the study question can be answered

D. None of the above

3. What is a main reason why research billing poses
problems for large institutions?

A. Understaffed billing office
B. Different focus, limited systems, communications

problems
C. Physician notes
D. None of the above

4. According to an expert on team-building, teams
need to be monitored and evaluated regularly.
Which of the following questions is not a good one
to ask when monitoring a team?

A.    Does your team have a low-performing individual 
who brings down the entire group?

B. Do you have a strategic plan with a mission
statement and goals?

C. Do you have staff meetings on a regular basis?
D. Does your team go to off-site retreats and do

strategic planning and team-building stuff?
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Answers: 1. (d); 2. (c); 3. (b); 4. (a)


