
Key to reducing clinical trial costs 
might be found in enhanced coding 
Coding expert offers suggestions

Clinical trial administrators, sponsors, and investigators could
greatly improve trial efficiency, cut costs, and improve communi-
cation between all parties involved if they were to make consis-

tent use of existing medical coding systems and add new coding systems
designed specifically for research, a clinical research expert says.

“A lot of the big issues between sponsors and sites are hidden costs,”
says Norman Goldfarb, managing partner of First Clinical Research in
Palo Alto, CA. Goldfarb has spoken about coding and metrics in clini-
cal trials at various clinical research conferences, and he recently com-
pleted several sets of codes that could be used by clinical trial sites and
research sponsors.

“So when the sponsor puts a high price in the study budget for the
history and physical, they’re paying a lot for that, but it’s like the meta-
phor of paying a lot for the freezer but getting the refrigerator for free,”
Goldfarb says.

One of the significant hidden costs of clinical trial research is the staff
time that’s involved in returning to the sponsor repeatedly to clarify
items on the study protocol, Goldfarb explains.

For example, a protocol may say simply that an endoscopy will be
performed. Since there are many different kinds of endoscopies, the
investigator or clinical trial staff will typically have to call the sponsor
to ask for a clarification, Goldfarb says.

“Getting a precise answer can take a couple of days,” he says.
“Although that is determined at the beginning of a study before the
subjects are enrolled, it can slow down the budget negotiation because
the investigator doesn’t know how to price the budget without know-
ing precisely which procedure is expected.”

Throughout a clinical trial process, there are similar instances when
something in the protocol is not precise and needs clarification that
costs clinical trial staff and investigators unnecessary time.

The solution would be for the sponsor to specify a CPT (Common
Procedural Terminology) code with the endoscopy, and this procedural
code would tell the investigator/physician precisely what needs to be
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done, Goldfarb says.
Since all physicians use the CPT codes for billing

of procedures and the ICD-9-CM (International
Classification of Disease, Ninth Revision - Clinical
Modification) codes for diagnoses, it would be a
simple matter to have investigators use these when
interpreting protocols, Goldfarb notes.

By using ICD-9-CM codes, a trial site could
improve its enrollment process by checking
potential subjects’ diagnosis codes against the
codes described in the exclusion/inclusion crite-
ria, Goldfarb says.

“By listing CPT and ICD-9 codes, the sponsor
can communicate much more accurately to the
site exactly what they want sites to do,” he adds.

This is a first step to introducing greater clarity
and improving efficiency in the clinical trial pro-
cess. However, Goldfarb has developed addi-
tional coding systems that would further improve
quality and reduce hidden costs, which would
help to improve research nationwide.

“In my opinion, we could cut the costs of clini-
cal research by half if we put our minds together,
and we could take a year out of the clinical
research process, which is 5.7 years on average
now,” Goldfarb says. “We could improve the
quality of data by a factor of five, and we could
double subject satisfaction.”

Here are his suggestions for additional ways to
improve quality and efficiency in clinical trials:

1. Improve communication and site/sponsor
understanding.

Misunderstandings create problems and waste
time, but these often could be prevented through
the use of coding in clinical research, Goldfarb
says.

To start, clinical trial sites could use CPT and
ICD-9-CM codes, which already exist and would
give clarity and precision to many different pro-
cedures and services provided during the course
of a clinical trial, Goldfarb explains.

“All sponsors have to do is call a doctor or check
the Web to find the right code,” Goldfarb says.

Another method for improving communication
would be to create a common lexicon for research,
expressed in codes. Goldfarb has created a direc-
tory of Clinical Research Terminology (CRT)
codes as a lexicon for understanding and commu-
nicating investigative site research activities.

Here are some sample CRT codes:
Recruiting and Prescreening Activities
• R1100 — Recruiting Plan, Develop & Track
• R1110 — Recruiting Materials, Create
• R1111 — Recruiting Materials, Distribute
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• R1112 — Recruiting Materials, Mail
• R1120 — Referral Sources, Identify, Recruit 

& Manage
• R1140 — Telephone Inquiries, Answer
• R1141 — Prescreen Potential Subjects, 

Telephone
• R1142 — Prescreen Potential Subjects, 

In-person
• R1143 — Review Charts for Potential Subjects
• R1144 — Set-up Subject Recruitment Firm
• R1145 — Submit Status Logs to Subject

Recruitment Firm
• R1146 — Coordinate with Subject Recruitment

Firm
2. Use Clinical Research Assessment (CRA)

codes.
“What happens is the protocol will ask for XYZ

assessment, and you say, ‘I’m not familiar with
that assessment, and the sponsor has not pro-
vided instructions for it,’” Goldfarb says. “So you
have an issue with whether it’s something you’re
qualified to do or how to price it or how long it
will take.” This common scenario will result in a
call to the sponsor, who may take days to answer
in the necessary detail, Goldfarb adds.

The solution would be for the sponsor to use a
CRA code in the protocol or for the clinical trial
site to ask the sponsor if a particular CRA code
would fulfill the protocol requirements, he says.

Goldfarb has listed 141 CRA codes that are
available to any research organization for free
use. They can be downloaded from his Web site
at www.firstclinical.com.

Here are some sample CRA codes that
Goldfarb has listed:

Cardiology
• AB — Angina Battery
• APQLQ — Angina Pectoris Quality of Life

Questionnaire
• BUPA-CRA — BUPA Coronary Risk 

Assessment
• CARDARRH — Cardiac Arrhythmias
• KCCQ — Kansas City Cardiomyopathy

Questionnaire
• MLHF — Minnesota Living with Heart 

Failure Questionnaire
• SAQ — Seattle Angina Questionnaire
• VQOL — Vascular Quality of Life 

Questionnaire
3. Agree in advance on protocol deviations

and violations.
Clinical trial sites often have questions about

classifying and reporting protocol deviations or
violations, Goldfarb says. “They either make their

best guess or they contact the sponsor or IRB and
say, ‘What would you like us to do?’” Goldfarb
says. “So there’s time wasted and errors made.”

The solution is to list every possible type of
deviation and violation, he says.

There likely will be classifications that are
unique to a particular study, but most will be
standard. Goldfarb has created 120 codes for devi-
ations and violations or events that are neither.

“Let’s say the study subject was given medica-
tion, and he took the medication two hours before
he was supposed to, and you don’t know if that’s
a deviation or violation or nothing,” Goldfarb
explains. “You could refer to the deviations and
violations directory and see how it’s classified.”

Then the study coordinator would make a note
in the documents with that code and check this
code against the IRB’s instructions for how to
handle various deviation and violation incidents,
Goldfarb adds.

This coding system also provides the site,
sponsor, and IRB with an opportunity to track
violations and deviations as they occur to see 
if there’s a pattern that needs to be addressed,
Goldfarb says.

“You can start to keep statistics on it and work
to improve performance,” Goldfarb says. “If
sponsors see that some sites are having a lot of
problems with a particular deviation, they can
provide training at investigator meetings.”

The entire process of identifying problems
becomes systematic and enables clinical trial sites
to adapt training to focus on real and frequent
problems instead of potential and possibly infre-
quent problems, he says.

Here are some sample Protocol Deviation &
Violation codes created by Goldfarb:

Exams
• P1401 — Exam incorrect: Violation
• P1402 — Exam not attempted: Violation and

Deviation; violation if safety issue
• P1403 — Exam unsuccessful: Deviation
• P1404 — Extra exam performed: Violation
• P1405 — Exam prior to window: Deviation;

violation if safety issue
• P1406 — Exam after window: Deviation; 

violation if safety issue
• P1407 — Exam data lost: Deviation
• P1408 — Exam performed by someone not

on 1572 (if required): violation
4. Use codes in IRB proposal and for billing

sponsors.
Contract research organizations also need

codes that are specific to their tasks of submitting
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RFP proposals and billing sponsors for services,
Goldfarb says.

Goldfarb has created 150 codes for clinical
research services. Here is a sample of Clinical
Research Service (CRS) codes:

Project Management Activities
• S1010 — Project Management Plan, Develop
• S1011 — Internal Team, Manage
• S1012 — Communicate with Sponsor
• S1013 — Communicate with Sites
• S1014 — Status Reports, Generate
• S1015 — Kick-Off Meeting, Plan
• S1016 — Joint Project Management Team

Meetings at Sponsor, Participate in
• S1017 — Joint Project Management Team

Meetings at CRO, Participate in
• S1018 — Sponsor Teleconferences, Participate

in
• S1019 — Project Management, Other
“I got the idea for these from a Pharmaceutical

Outsourcing Management Association project,”
Goldfarb says. “They’re doing a project to create
a standardized template for requests for propos-
als, so a key ingredient is a standardized set of
activities.”  ■

Good retention starts 
with good recruitment 
Experts discuss best strategies

Clinical trial sites have first-hand knowledge of
patient recruitment problems, but the statis-

tics are startling, just the same: Four out of five
studies don’t meet their recruitment time lines;
delays can cost sponsors hundreds of thousands
of dollars in just one clinical trial; and nearly half
of study delays, which mostly exceed six months,
are due to subject recruitment problems.1,2

A United Kingdom study found that 30% of
UK sites fail to recruit even one patient, and other
studies have shown that patient recruitment
around the world costs $5.9 billion annually,
while only one in 20 recruited patients provides
meaningful results.3,4

The problem likely will worsen as a rash of visi-
ble problems with popular drugs, such as rofecoxib
(Vioxx), could lead to more post-marketing clinical
trials, in which sites continue to compete for a
patient base that is unlikely to expand enough to
meet the increased demand, experts say.

“Trials end up being delayed because they can’t
enroll enough [subjects], and the problem only
increases when there are new compounds on the
market. Now it’s worse with situations like we
have with the Cox-2 inhibitors and with more
safety studies being required,” says Tom Sturgis,
president of Integrated Clinical Trial Services of
Cary, NC. Integrated Clinical Trial Services helps
sponsors and clinical research organizations with
patient recruitment.

Thomson CenterWatch of Boston has data show-
ing that in a typical study one in four enrolled sub-
jects will drop out, notes Beth D. Harper, MBA,
senior vice president of global operations for D.
Anderson & Co. of Dallas. D. Anderson is a com-
prehensive patient recruitment and retention
provider. (See story on subject retention, p. 41.)

Recruiting from existing hospital and clinic
databases also is complicated by state and federal
regulations, including the new privacy concerns
raised by HIPAA, says Stephen W. Bernstein, 
JD, a partner with McDermott Will & Emery of
Boston. Bernstein is the co-chair of the HIPAA
Practice Group at the law firm, and he co-chairs
the firm’s health ventures group.

The old-fashioned way of finding these patients
works very slowly, as it takes physicians finding
patients on a one-by-one basis, Bernstein notes.
New methods make it possible to search through
vast amounts of patient databases to look for
cohort types that might be appropriate for a par-
ticular study, he explains. However, these types of
searches sometimes result in confusion among
researchers and clinical trial professionals because
of interpretations of HIPAA and Common Rule
requirements, Bernstein says.

“Initially it was thought that HIPAA implied
clinicians had to have patient consent to cull
through records looking for patients who might
be candidates,” Bernstein says.

Now with some HIPAA history available,
including a series of clarifications about HIPAA,
it appears that this type of clinical trial subject
search is allowed, he says. (See story on recruit-
ment and HIPAA, p. 43.)

This is why pharmaceutical companies, clini-
cal research organizations, and medical research
institutions increasingly are focusing on ways 
to improve both clinical trial recruitment and
retention.

Here are some suggestions for how clinical
trial sites could improve subject recruitment:

• Target potential patient populations with
proven methodology.
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“Recruitment is very dependent on the thera-
peutic area of the protocol,” Sturgis explains.
“You have to factor in specifics with the protocol
and start with the demographics of the eligible
subjects.”

A basic formula for finding subjects involves
taking the information gleaned from basic research
on the disease, the prevalence of the disease, and
its incidence level and matching this information
against the inclusion/exclusion criteria of the pro-
tocol, Sturgis explains.

Then site recruiters have a good idea of their
target audience and will have to develop a strat-
egy to best deliver messages to those people, he
adds.

For instance, with Alzheimer’s disease, patients
often aren’t able to recognize and understand a
request for research participation, so the audience
to whom recruitment messages are delivered
should be their caregivers, Sturgis says.

“You have to reach the caregiver constella-
tion, and that might be more than one person,
including a member of the clergy, patient advo-
cacy groups, and others,” he says. “Use as many
tools as you can to reach as wide of an audience
as you can.”

Since recruitment budgets are limited, the goal
is to quickly educate potential subjects about the
clinical research and the specific trial’s availabil-
ity, Sturgis says.

“Deliver a call to action and have it enticing
enough to create some interest, but it can’t be
coercive in any way,” Sturgis notes.

If a clinical trial site is using direct consumer
advertising through radio, television, newspa-
pers, or the Internet, then there will have to be a
telephone screening process during which results
are quickly analyzed to make certain the market-
ing efforts are reaching the appropriate popula-
tion, Sturgis says.

• Refine recruitment screening to reflect
experience.

By making recruiting and pretrial screening 
a continuous process, it’s possible to improve
recruitment marketing and save time and money,
Sturgis says.

For example, suppose there is a diabetes trial
in which the inclusion/exclusion criteria list a
range of body mass index levels that are accept-
able. “You can use that in your screening process
by asking a person’s height and weight,” Sturgis
says. But as the screening continues, it might be
discovered that people typically are underreport-
ing their weight. So if the screeners are excluding

people on the borderline of the low weight on the
range identified in the inclusion/exclusion crite-
ria, then they may be missing people who really
are within the acceptable range, Sturgis explains.

Following up the screening process can be
time-consuming, but it’s worth the effort, Sturgis
says.

“You want as much feedback from sites as pos-
sible,” he says. “Sponsors always will have an
enrollment log, but if it’s planned really well,
they’ll use a screening log that categorizes every-
one who has been screened and why they were
excluded.”

Sites that recognize the screening log as a valu-
able tool are able to make it work for them and
improve their enrollment efficiency in the pro-
cess, he says.
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Retention planning should
start at the very beginning 
Think of subjects as customers

Recruitment is expensive and increasingly dif-
ficult, so it’s vitally important to improve the

retention rate of those who are enrolled in a clini-
cal trial. Experts say a retention plan should be
developed before the study gets under way. 

At the very beginning of planning a clinical
trial, site administrators should plan for subject
retention through a thorough discussion of proto-
col challenges, study implementation barriers,
and issues related to patient compliance, says
Beth D. Harper, MBA, senior vice president of
global operations for Dallas-based D. Anderson 
& Co. 

Treating subjects like customers is the key to
better trial retention, notes Tom Sturgis, president
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of Integrated Clinical Trial Services of Cary, NC. 
Harper and Sturgis offer the following sugges-

tions for improving subject retention.
1. Anticipate retention burdens. 
Some of the retention barriers to consider are

these, Harper notes:
• What is a burden to a patient and family

caused by getting into a study?
• How long and frequent are visits, and can

anything be done to shorten waiting time before
procedures?

• How cumbersome are the procedures?
• What are the needs and expectations of the

patient population entering the study?
• What can be done to ease the burden on

patients?
For example, some retention issues involve

the lack of support of family members or pri-
mary care physicians, causing patients to lose
interest in the study, Harper says. Or, if patients
have jobs, they might find it difficult to make it
to every clinical trial appointment during regu-
lar business hours, so one solution might be to
provide extended visit hours on evenings or
weekends, Harper suggests.

“If patients are elderly and dependent on a
caregiver or child to bring them to the visits, what
can be done to not interfere with the caregiver’s
work or family life?” Harper says. “They’re mak-
ing a significant effort to get to the center, so can
study staff provide a stipend for travel, child care,
things to make it easier and less financially bur-
densome for the patient to participate?”

Of course, any strategies that involve some
monetary value have to be considered from the
ethical and IRB standpoint as well, she notes.

Often, it’s the little things a clinical trial site
can do that will make the difference in patient
retention, Harper says.

For instance, perhaps all that is needed is a park-
ing pass for subjects, which is a minor expense that
might make things easier for them, Harper says. Or
perhaps you could offer transportation reimburse-
ment or a coupon for lunch, both of which would
need IRB approval, Sturgis notes.

2. Provide subjects with service, information,
and support. 

Research and clinical staff who work with
patients volunteering for research studies should
adopt basic good customer service skills, includ-
ing using the patient’s name when addressing
him or her, maintaining eye contact, smiling,
having a welcoming voice when answering the
telephone, and avoiding the practice of keeping

callers on hold, Harper advises.
“Make the patient feel valuable,” Sturgis

says. “That’s so simple for any business, retail
or otherwise.”

It helps retention when study coordinators and
other clinical trial site staff have the interpersonal
skills to maintain a personal contact with partici-
pants and are able to sell the value of the research
without being coercive, Sturgis says.

Clinical trial staff should inquire about partici-
pants’ families and interests, showing they care
about them as individuals and not just as research
subjects, Harper says.

The idea is to make the patient’s research partic-
ipation as convenient as possible, Sturgis suggests.

For example, one clinical trial site that worked
with subjects between the ages of 5 and 14 years
old put together a catalog of inexpensive items,
similar to the old S&H Green Stamps program,
Sturgis says. When the children showed up for
their study appointment, they were entitled to
pick out an item from the catalog, he says.

For adult subjects, a clinical trial site could pro-
vide refrigerator calendars that include dates
marked for all study appointments, making it
easier for them to remember, Sturgis says.

Clinical trial sites also could send out reminder
postcards to subjects, and if the study lasts long
enough, they could send out birthday cards to
participants, Sturgis and Harper add.

“Most sites don’t consider sufficiently the con-
dition of their facilities,” Sturgis notes. “Is the
waiting room a happy place, or is it a disaster
with chairs that are old?”

Some research sites will provide family mem-
bers with pagers so they can leave the waiting
room during the appointment and be paged
when it’s time to come back and pick up the
patient, Harper notes.

Also, consideration should be given to how
much information a site will provide to partici-
pants, Harper says. The literature supports the
notion that patients expect information as they
participate in clinical trials, so investigators
should consider how much information can be
provided beyond the informed consent, she says.

For instance, D. Anderson & Co. has sent par-
ticipants monthly newsletters that provided edu-
cation about the disease that’s being studied, as
well as tips about managing symptoms and
updates about the study, the research process,
and the drug development process, Harper says.

A key to good customer service is to treat sub-
jects as customers, making encounters positive
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and responding readily to questions, Harper says.
“This will go a long way to overcoming prob-

lems with patients who become skeptical or con-
cerned or weary of their participation,” she says.

3. Watch for red flags that a subject might
drop out. 

One red flag is tardiness or missed appoint-
ments. “If patients miss an appointment or two
or don’t show up on schedule, then maybe some-
thing is going on,” Harper says. “Maybe the
patient has had a life change, lost a job, moved,
or has lost interest in the study.”

If anything changes in the subject’s typical pat-
tern, such as a patient who used to be scrupulous
about showing up on time now missing appoint-
ments or calling in, then this is an indicator that
something is amiss, she adds.

Another red flag is when a subject increasingly
complains about the clinical trial experience or is
feeling frustrated, Harper says. It’s important to
find out what has changed in the patient’s life or
experience and to address this problem, she says.

For instance, perhaps the subject is being
influenced by a family member or primary care
physician who advises against participating in
the study, or perhaps something has happened in
the person’s life that has nothing to do with the
study, Harper says.

If a patient has moved out of town, then a solu-
tion could be to transfer the care to another inves-
tigator who is doing the study at a site closer to
where the subject has moved, Harper suggests.

If a subject’s financial burden has increased
because of a job loss, the feasibility of paying for
transportation should be considered, she says.

Or if the subject is being influenced by views
of a family member, then maybe that family
member could be brought in to speak with the
clinical trial coordinator and to have questions
answered, Harper says.

Don’t forget ethical guidelines

Although clinical trial sites should work as
hard as they can at retaining subjects, it’s impor-
tant to make certain that all actions meet all ethi-
cal and safety guidelines and do not appear
coercive, Harper and Sturgis note.

“If someone is experiencing an adverse event
and is not comfortable with the trial, then the
appropriate thing to do is to help them discon-
tinue,” Sturgis says. “The data they’ve reported
still will be good, valuable data, and it helps with
the process.”  ■

Your recruitment strategy
should consider HIPAA 
HIPAA rules have become more flexible

Federal privacy rules have caused considerable
confusion among research institutions over

the past few years, causing some clinical trial
sites to avoid practices that would help with sub-
ject recruitment out of regulatory concerns.

However, clinical trial sites might be too con-
servative in their use of patient records to find
potential research subjects, underestimating the
flexibility of HIPAA, says Stephen W. Bernstein,
JD, a partner with McDermott Will & Emery of
Boston. Bernstein is the co-chair of the HIPAA
practice group at the law firm, and he co-chairs
the firm’s health ventures group.

While HIPAA hasn’t changed, interpretations
of the law have evolved such that HIPAA is 
now thought to permit parties who are consid-
ered business associates of a physician group to
search through patient medical records for the
purpose of identifying potential research sub-
jects, Bernstein says.

“The bottom line with regard to HIPAA is there
is more flexibility based on the commentary than
there was when the rule originally came out,”
Bernstein says.

This interpretation is less strict than the initial
interpretation, which held that no one outside of
the patient’s clinicians could look through records
in which identifiable information existed.

Looking for potential subjects on a one-by-one
basis is the old-fashioned and slow way to find
clinical trial recruits, Bernstein says.

“The new way is to go online, where vast
amounts of patient information may be searched
to look for a cohort type that is appropriate for a
specific study,” he says.

Although HIPAA may permit this type of
record review, there still are issues to consider,
including how patients might react to being con-
tacted by outsiders about their medical condi-
tion, Bernstein notes.

“The practical issue is to avoid a situation
where a patient would ever be contacted and sur-
prised for the purposes of a study by someone
they don’t know,” Bernstein says. Even if some-
one were to call saying he or she was calling on
behalf of the patient’s doctor, it’s likely most peo-
ple would be upset by the phone call, he says.
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“So how do you target patients to do the
research? The doctor can do it himself, or the nurse
can call from the doctor’s office,” Bernstein says.

Another strategy would be to manage patients’
expectations by having patients sign a form say-
ing, “We regularly look through records looking
for candidates for research, and do you want us
to do that with your records? Do we have your
permission to do that and to then contact you?”
Bernstein suggests.

This would eliminate the possibility of hostility
and discomfort on the patient’s part, but it could
create other problems, Bernstein says. 

Another issue is that while HIPAA might be
more flexible than originally thought, there still
are the Common Rule and ethics review require-
ments to consider, Bernstein says.

“Under the Common Rule, there is some con-
cern about the ability to cull through records, even
of your own patients,” he says. “Then the question
is whether you need to go to the IRB and get a par-
tial waiver of informed consent even to do that.”

IRBs are now being approached for authoriza-
tions more often, Bernstein adds.

The third issue is state law, which in some
states is concerned about having outsiders look
through medical records, Bernstein says. “In
Massachusetts, there are fairly strict confidential-
ity rules,” he says.

So clinical trial sites and institutions remain
fairly conservative in their use of patient medical
records for recruiting purposes because of the
Common Rule and state law, even if they are
aware of the increasing flexibility under evolving
interpretations of HIPAA, Bernstein says.

“The balancing test and how it should work
still is being determined on a case-by-case basis,”
he says. “It’s not impossible; it’s doable, but you
have to engineer the process and manage HIPAA,
state law, and the Common Rule at the same time,
and it takes some planning.”

Use call centers cautiously

Clinical trial sites also should be cautious
about how they use call centers for recruitment,
Bernstein advises.

“My sense of it is that most of those call-center
advertisements are designed to look to the public
as though they’re calling into the hospital or aca-
demic medical center,” he says. And if this is true
and potential clinical trial participants call in to
say they’re interested in a study but they’re deter-
mined to be ineligible by the call center screener,

then the question is whether the information the
person gave to the call center is protected under
HIPAA, Bernstein says.

“If the hospital has received the information,
then it’s protected health information under
HIPAA,” Bernstein says.

This is true even if the call center is off site and
is a contractor with the health care provider. A
better strategy would be for the call center to have
a contract with the sponsor when the sponsor is a
pharmaceutical company or another entity that is
not covered under HIPAA, Bernstein suggests.

“If there are call centers to recruit patients, it
would be better if those call centers were outside
the covered entity and not a business associated
with the covered entity,” he explains.  ■

Compliance process 
improved by auditing 
Focus on financial compliance issues

An extensive auditing process is an important
feature of a research compliance program,

provided the auditing reports are used to improve
compliance processes and interventions.

“We use audit results to craft either an audit-
based educational program or to develop inter-
ventional programs for a specific department that
might need some help,” says Denise McCartney,
MBA, associate vice chancellor for research
administration at Washington University in St.
Louis.

Washington University has an extensive, insti-
tution-wide compliance program that includes
financial and research compliance, McCartney
says. “The university has a hotline where employ-
ees can report compliance failures, financial or
otherwise,” she adds.

“We also provide multiple contacts where
people can report compliance failures, so if they
have one related to human subjects protection,
they might want to talk to the vice chancellor 
for research or the IRB chair,” McCartney notes.
“We give them as many avenues as we can.”

Washington University empaneled a committee
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to work toward the goal of developing research
roles and responsibilities for various offices, says
McCartney. The committee was headed by a
research education professional and included prin-
cipal investigators and department administrators.

“We used the existing compliance groups like
the IRB to review the draft of the document once
we completed it,” McCartney says. “They could
send us comments or suggestions for changes.”

Another program that assists in the goal of
compliance is the research education program
that delivers educational materials to faculty and
staff, McCartney notes.

“We focus on financial compliance-related
issues and work with the sponsored projects
accounting office to prepare that kind of training
program,” she says. 

There also have been educational programs
about conflict of interest, scientific integrity,
grant writing, and other topics, with additional
plans to provide a class on effort reporting,
McCartney adds.

Human subjects protection education is avail-
able on the Web, and it’s a requirement for every-
one involved in human subjects research, she
says. “Education is a big deal here, and there is a
lot of it.”

“Our IRB provides more targeted educational
programs for specific needs, as does our animal
studies committee,” she says. 

Internal audits critical

One of the major compliance checks and bal-
ances is the audit process.

“We have a transaction review that occurs based
on certain budget codes and dollar amounts that
require review and approval by our sponsored
programs accounting,” McCartney says.

“Many of our policies are written regardless of
funding source,” she notes. However, one research
compliance concern that the institution is focusing
on involves federal grants and billing compliance,
she says.

“You can’t charge the federal government for
patient services under Medicare and then charge
the same item on the research grant, so our audit
billing compliance office is responsible for look-
ing at those sorts of things,” she explains.

A primary compliance coordinator and three
auditors select projects to check based on risk,
size, and special requests. “They have developed
their own self-risk-assessment tool, approved by
the board of trustees,” McCartney says. 

Staff who believe they have witnessed a compli-
ance problem are encouraged to call McCartney or
the office of the vice chancellor for research. “Our
goal is to make people feel comfortable and that
they have the right to tell us about compliance
issues,” McCartney says.

Sometimes projects referred to the auditing
office may involve personnel issues and have
nothing to do with compliance, she says. For
example, someone might call the vice chancellor
for research to report a situation of scientific mis-
conduct, such as plagiarized or falsified data.

A fictional example would be if someone
reports a financial misuse of funds where an
investigator took the whole research team out 
to the beach for the week or paid for a holiday
party, she says. Or the report might be that the
investigator used funds from one grant to do the
work on another grant, she adds.

Accreditation audits

Self-audits are important tools for finding prob-
lems, but the institution also has had to cope with
various audits by outside agencies, including
proactive compliance site visits by the National
Institutes of Health, McCartney says.

“We view those as learning opportunities,” she
adds. “We’ve had some other types of audits,
including visits by the General Accounting Office,
where they were talking to people about conflicts
of interest.”

The institution also has research accreditation
oversight from the Association for the Accredi-
tation of Human Research Protection Programs,
McCartney says.

When an outside agency announces its inten-
tion to audit a research site, it’s important for the
research administrator to understand the scope of
the expected visit, McCartney suggests.

“If you’re uncomfortable with that scope, then
negotiate with them,” McCartney says. “You
want to make it very clear and understand what
they’re doing, and you absolutely can negotiate.”

For instance, an auditor often will make an
initial call that has a very broad agenda. In this
case, the research administrator could negotiate
a limited visit with specific dates and limita-
tions to documents that will be reviewed, she
explains.

“If the auditors say they want to look at the
past five years, you can point out that the regula-
tions say you only need to keep documents for
three years past the project end date,” she says.
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Another auditing tip is to make sure that the
research office is well prepared for the visit,
including identifying staff who are going to par-
ticipate in the review, McCartney says.

“Some of the auditors will tell you they don’t
like to hear you had pre-meetings with faculty
and staff, but many of our faculty and staff have
asked us to help them have some understanding
of the questions they’ll be asked and to give them
as much information as they will need to be well
prepared,” McCartney says.

“We don’t coach them, but we do help them
understand the nature of the visit, and we ask
them to be honest,” she says. “We also try to
understand what our potential weaknesses are, 
if any, and we try to present a strategy on how 
to correct those.”

During the audit visit, it’s helpful to have one
person be a primary facility contact, McCartney
says. This person will know how to move the
auditor to each location and will be able to pre-
sent the auditor with an overview of the organi-
zation and its structure, she says.

“Be very honest with auditors and answer
questions, but don’t volunteer information,”
McCartney says. “Also, you should understand
how the report is generated and whether you 
will have an opportunity to review and respond
before it’s finalized.”

Most agencies have a report-out session in
which auditors can talk with the institution about
the review and findings, McCartney notes.

In general, research administrators should pay
attention to what’s happening at the national
level, McCartney advises.

“We review the audit work plan that’s put out
each year by the Office of Inspector General, and
it’s available online,” she says.

Also, it’s a good idea to call other institutions
to find out what’s happened during their audits,
so if a federal agency is focusing on a particular
compliance issue, the institution can change its
focus to that issue, McCartney says.

When one research institution was recently
cited for effort-reporting, Washington University
staff discussed this with their counterparts at that
institution and determined changes they would
need to implement as a result of that citation,
McCartney says.

“You can’t prevent people from making mis-
takes, and you can’t legislate against bad apples, 
so you have to give compliance programs the
infrastructure and tools to do their job,” McCartney
adds.  ■

Reimbursement strategy
recoups missed dollars
Do you understand OMB rules A-21 and A-122?

Research organizations should have a strong
handle on overhead costs under the federal

Office of Management and Budget (OMB) rules,
including circulars A-21 and A-122, an expert
advises.

“The federal government awards billions of
dollars every year for research and development,
and a lot goes to colleges and universities,” says
Mark Davis, managing director in health services
and education at BearingPoint Inc. in McLean,
VA, a consulting firm that works with academic
medical centers, colleges, and universities.

“That’s where a lot of the research in the
United States is carried out, so these institutions
are required to manage these funds as we’d
expect them to do from a taxpayer standpoint,”
Davis says.

Two of the costs that require particular atten-
tion are those related to administrative costs and
facilities-related costs, Davis says.

“There are several rules in the OMB A-21 that
institutions are required to follow in terms of
claiming reimbursements of indirect costs,” he
says.

“What’s happened over the years is we went
through a period in the 1990s where the govern-
ment’s focus was on indirect cost recovery,”
Davis notes. As a result, the government imple-
mented changes to the cost principles for better
managing indirect cost reimbursement, he adds.

“What we’re seeing today and over the last
few years are an increase in federal funding,
especially for the National Science Foundation
and National Institutes of Health, and the gov-
ernment has shifted focus to looking at direct
costs, which make up 90 percent of the federal
research and development money,” Davis says.
“Eighty percent of that is in the form of salary
and wages, so the focus now is on how institu-
tions are managing direct costs.”

So in today’s environment, effort reporting is
the No. 1 compliance issue, and effort-reporting
rules are all documented in A-21, Davis explains.

While rule A-21 applies to colleges and univer-
sities, a similar OMB circular, A-122, is for not-
for-profit organizations, and research hospitals
follow OASC-3. All three are similar, Davis says.



Here’s what you need to know about each rule:
• A-21: Going back more than 10 years, the

federal government found problems with some
universities over indirect costs, Davis says. Under
A-21, the government implemented cost account-
ing standards that colleges and universities are
required to follow. They need to prepare a formal
statement of their business policies and proce-
dures and business practices and submit these to
the government, he explains.

Institutions need to go on the record with
details of what their practices are and how they
are accounting for issues such as allowable and
unallowable costs, Davis says. 

The government is now auditing 120 institu-
tions. “They’re traveling to the university and
spending some time on site and reviewing records
and policies to ensure the disclosure statement
reflects what the university is doing.”

In other words, the government’s chief objec-
tive is to make certain the institution has reported
accurately what their policies are and how these
are in compliance with regulations, Davis says.

For example, within the disclosure statement
there is a section that requires the institution to
define what its policy is on effort reporting and
what methodology and procedures are being
used, Davis says. 

Also, auditors are looking to see how indirect
costs are identified and allocated to research
activity, he says.

Auditors are looking at these questions:
• How is the institution defining each cost pool?
• How are costs identified?
• What methodology is used to track costs to

research activities?
“Auditors will look at how the indirect cost

proposal is prepared to ensure it’s consistent with
federal regulations,” Davis says. “They review
the disclosure statement to ensure the method-
ologies and procedures used to prepare the indi-
rect cost proposal are consistent with the A-21
cost principle.”

The federal government prescribes a few dif-
ferent best practice methodologies, Davis notes.

No matter what methodology is selected,
under effort reporting it boils down to a certifica-
tion that the scientist or faculty has to certify at
least annually their distribution of effort toward 
a research project, he says.

“In the academic community, that has been an
issue, and there have been studies and project
groups that have tried to look at effort reporting
processes with an eye toward whether there is
anything that can be done to reduce the burden
and make it more efficient,” Davis says. “But
what it comes down to is that we see more and
more institutions requiring individual faculty
members to certify their efforts.”

The reason institutions focus on the certifica-
tion is because when a federal audit finds prob-
lems with undocumented costs, these typically
are related to salary costs, Davis explains.

“You charged $75,000 for this project but have
no record the investigator did the work, and
there’s not an effort report to substantiate that the
individual worked on the project, yet accounting
has the charge,” Davis says. 

The majority of institutions and investigators
are diligent about submitting quarterly reports to
the sponsoring agency, listing work accomplish-
ments in that period, Davis says.

“Scientists say, ‘We performed the work and
delivered the work product to the government,
so why are we being asked to comply with the
detailed accounting requirements?’” he says.
“However, effort reporting is the only means 
to document that the work was performed, since
in universities and colleges there are no time
clocks for scientists.”

By contrast, commercial businesses that are
defense contractors will provide daily time
reporting of everyone from the chief executive
officer on down, Davis notes.

“So the academic community is required with
an effort report to do certification at least once
annually,” Davis says.

• A-122 and OASC-3: The basic difference
between A-122, OASC-3, and A-21 is that A-21
has an administrative cap that limits universities
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to recovering 26% of administrative/indirect
costs, Davis says. For not-for-profits and research
hospitals, there are no caps for administrative
costs, he explains.

“The difference in the rules goes back in time
to when the government put administrative caps
in university cost principles limitation,” Davis
says. 

“Also, effort reporting for not-for-profits and
research hospitals are more stringent than the A-
21 rules.” Under A-122 and OASC-3, institutions
are required to document effort on a monthly
basis, Davis says.

“What the government is concerned about is
that when they look at the effort report, it should
reconcile with the cost documented in the account-
ing system and their payroll system,” Davis says.
“Honestly, the institution should be reviewing that
on a monthly or regular basis and ensuring the
project accounting reports are accurate, and if
something needs to be changed, it should be done
in a timely way.”

The OASC-3 currently is under revision by the
federal government. “The government is going
through the process of looking at hospital cost
principles with the view of streamlining those
principles to make them more consistent with 
A-21 and A-122,” Davis says.  ■
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13. According to statistics from CenterWatch/
Thomson Healthcare, what percentage of
clinical trials do not meet recruitment time
lines?

A. 20%
B. 40%
C. 60%
D. 80%

14. Which of the following is not considered a
typical burden that could impact retention?

A. Length and frequency of visits
B. Lack of family or primary care physician 

support
C. Need to receive more incentive pay from 

the trial site
D. Difficulty with visit hours, transportation, 

or parking

15. Clinical trial sites could improve communica-
tion and site/sponsor understanding by using
coding in clinical research, an expert says.
Which codes currently available and in wide
use medically could be used at research
sites now?

A. CPT and ICD-9-CM codes
B. CRS codes
C. ABT codes
D. None of the above

16. Under the federal OMB rules, including cir-
cular A-21, the federal government has
implemented cost accounting standards that
require colleges and universities to prepare
a statement of their business policies, pro-
cedures, and practices and submit these to
the government. Which of the following is a
question federal auditors will analyze when
considering an institution’s adherence to
this rule?

A. How is the institution defining each cost
pool?

B. How are costs identified?
C. What methodology is used to track costs to

research activities?
D. All of the above

Answers: 13-D; 14-C; 15-A; 16-D.
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