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Smaller sponsors may beget
better data and metrics
Sponsor has ability to act instantly

T he clinical research industry’s well-documented inefficiency is like 
a rhinoceros stampede: everyone recognizes it, regrets it, but can’t 
figure out how to stop it. But there might be a potential solution in 

an approach to clinical trial planning that is catching on from the smaller 
research organizations and sponsors on up.

Some newer biomedical and research companies are being developed 
with flexibility and a greater attention to performance data and metrics. 
They keep real-time data to quickly react and troubleshoot when issues 
arise. And they know which clinical trial sites are performing well and 
which are below par at any point in time.

“Cost and time are key things we look at for our clients, and that’s 
always a metric we’re tracking,” says Lisa Sanders, PhD, RAC, senior 
clinical strategy scientist for Cato Research, a clinical research organiza-
tion (CRO) in Durham, NC.

The industry’s biggest players might be slower to change, but the trend 
of relying on metrics to improve efficiency is gaining momentum.

“I see the industry moving this way,” says Steven Sweeney, director 
and head of clinical operations for Infinity of Cambridge, MA, a small 
sponsor that has three compounds in full development and which also 
contracts out services.

“Companies like Infinity have a massive advantage because we’re start-
ing small and can build in metrics as we build our company,” he explains. 
“It is a lot more complex for global CROs and pharma alike because 
they’re already complicated.”

Infinity, founded in 2001 as a discovery company, has been collect-
ing metrics and adjusting operations to improve efficiency for the past 
decade, he adds.

While quality is a clinical research organization’s chief goal, time and 
cost data are important for project planning, Sanders says.

“We continually look at whether we’re in our budget, and if we’re not, 
then we determine why and what we can do to adjust our activities to be 
closer to our budget,” Sanders says.

Data collection also is important for tracking clinical activities, includ-
ing site monitoring visits and site enrollment.

“We collect metrics at the site level and can troubleshoot down to the 
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site level,” Sweeney says.
“I can dig into a site and look at the patient 

level to see, ‘Wow—we’re really behind on these 
patients,’” Sweeney says.

“What I’ve realized and experienced is I don’t 
need a lot of metrics, but I need good metrics I can 
react on quickly,” he adds. “The art is collecting 
metrics that drive behavior on a day-to-day basis.”

For example, site monitoring visits cost Infinity 
$3,500 to $4,500 per visit. Unfortunately, these 
visits often are made when a site is behind in its 

data entry. These visits then might cost sponsors 
money without providing any data or other ben-
efit, Sweeney explains.

“If a site is way behind in entering data into 
the system, then don’t bother doing the visit and 
wasting time,” he says. “So now our monitors 
go into the system and make those determina-
tions between visits to maybe increase intervals so 
they’ll have a more productive visit.”

By keeping real time metrics on each site’s per-
formance, a sponsor or clinical research associate 
(CRA) potentially could pull up graphs that show 
how each is doing on subject recruitment. The 
CRA could use this information to make adjust-
ments to site monitoring visit schedules.

“They could drop an email to a site coordi-
nator and say, ‘Hey, this is your CRA; here’s a 
visual. It looks like we’re behind on data entry,’” 
Sweeney says. “‘Do you think we could get caught 
up before the monitoring visit that’s scheduled for 
next week?’”

Or, in the case of a site that is enrolling above 
expectations, the CRA might say, “You’ve 
enrolled like crazy; there’s no way we can take 
care of this in one day. Do you mind if we extend 
the visit to three days so we can stay ahead of the 
data curve?” he says.

These types of fast changes can save thousands 
or even millions of dollars over time.

“Even with eliminating a quarter of the wasted 
visits for most companies, it could save millions of 
dollars,” Sweeney says. “Even at Infinity it works 
out to substantial cost savings for us.”

Infinity’s data collection is comprehensive and 
allows Sweeney to compare data across multiple 
studies with innovative and unique visualization, 
such as visiting report compliance across multiple 
types of study set-ups, he says.

“I can see outliers and look at data quality and 
source data verification,” he says. “Because I can 
look at multiple set-ups, I can see why we are 
behind on monitoring visiting report compliance, 
for example.”

When Sweeney speaks with vendors he can use 
this information to let them know details about 
their own performance and to help them work out 
problems or to give them positive feedback when 
all is going well.

It’s the proactive component of this level of 
metrics that holds the most potential in making a 
particular study more efficient.

“I really care about getting data pushed out to 
people in the field, like CRAs, so they can react 
before it becomes an issue,” Sweeney says. “They 
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can use the information to adjust on the fly.”
For example, a site monitor could learn from 

the metrics that she’s behind on source data verifi-
cation and then correct that problem by expanding 
visits, he explains.

Sponsors no longer need to wait for weekly 
reports to come out and to troubleshoot in retro-
spect, he adds.

Sometime soon, the sponsor might even share 
its clinical trial operational metrics with sites, 
Sweeney says.

“We think we’ll have that in place probably in 
the next year,” he says. “First we have to get all 
the internal metrics’ definitions and visualizations 
worked out so it will work extraordinarily well 
and be accessible to the sites.”

These data include speed of data entry, data 
quality, turnaround time for queries, etc., he says.

“I want to give people doing the everyday work 
access to the same information I’m working on so 
they can adjust quickly,” Sweeney says.

“The flaw of metrics right now is most of them 
catch things that have already happened, and 
there’s a substantial lag before you take action on 
it—it’s a reactionary system,” he says. “It’d be bet-
ter to see trends over time so I can prevent them 
from tripping a threshold or being put on a dash-
board report that would not be favorable.”  n

CRO uses site data when 
new studies begin
Predicted vs. actual results matters

Cato Research, a clinical research organization 
(CRO) in Durham, NC, maintains a database 

and metrics on all studies, continually comparing 
sites’ predicted study enrollment with their actual 
performance.

This information can be very helpful when the 
CRO is selecting sites to work with on new stud-
ies, says Lisa Sanders, PhD, RAC, senior clinical 
strategy scientist for Cato Research.

“It’s more valuable than cold-calling sites we 
don’t know,” Sanders says. “I think it is a trend 
that most CROs now are maintaining historical 
information on sites they’ve worked with because 
they want to go back to sites that are good ones.”

Sites that collect data and typically are private 
and profit-driven have increased in the last five 
years, and from a CRO’s perspective, there is a big 
difference between their approach to research and 

the typical approach of the traditional university-
type research sites, Sanders notes.

When CROs want a site that is performance-
driven with fast enrollment, the professional sites 
often are the answer, she adds.

However, their past performance cannot be the 
only criteria for selecting them for a new study.

“We typically will always do a site visit and 
a little more investigating because things could 
change,” Sanders says. “They could be fabulous on 
one study, but very driven by a site manager who 
has left, and on subsequent visits they didn’t per-
form as well.”

Some of the other important criteria in selecting 
sites for studies include these, she says:

• What is the site’s prior overall experience, par-
ticularly with regard to a study’s specific disease or 
indication?

• How many patients are in database who meet 
the study’s enrollment criteria?

• What are some of the site’s other approaches 
for recruiting outside of the patient database?

• How will the site identify new patients to 
bring in?

• What kind of support, including advertising 
support, will the site need during recruitment?

• Have the investigators read the protocol 
before we get there for the site visit?

• Can the site do the study within the timeframe 
required?

• Does the site have time to do the study and is 
the staff available to pay attention to it?  n

Focus on QA results in
better informed consent
Explanation of costs was focus

Research institutions put considerable time and 
resources into developing informed consent 

(IC) templates and tools to assist researchers as 
they seek ethics board approval, but they some-
times neglect to focus on the part that describes 
cost to participants.

This is an important part of informed consent 
from both a regulatory perspective and from the 
participant’s perspective. A poorly worded form 
could result in a participant believing that every 
procedure performed during a study would be free 
to the participant and/or his insurance company, 
when that sometimes isn’t the case. This creates an 
additional risk for the research participant.
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Vanderbilt University in Nashville, TN, has 
addressed this issue by creating a template that 
assists investigators with their descriptions of a 
study’s cost to participants. Then the template 
was evaluated and improved through a quality 
improvement program.

The goal was to improve how research costs 
were explained in informed consent documents 
and promote consistency across study documents.1

Before the quality improvement processes were 
employed, Vanderbilt’s human research protection 
program determined approximately 20% of stud-
ies could have the quality improved in capturing 
processes and content in submitted IC forms. After 
implementation, fewer IC forms required improve-
ment, with a 10% increase in accurately capturing 
research procedures and related costs in the con-
sent form.

“Any time you do a quality assurance process in 
your programs it is a value-added process,” says 
Barbara Gibson, BSN, RN, CIP, associate direc-
tor of the human research protection program at 
Vanderbilt University.

“It’s important for everyone to evaluate how 
they’re doing and to identify strengths and areas 
for improvement,” Gibson says. “It’s a very 
important process to have in place.”

The QA process involved assessing the content 
of the IC document and comparing it to the billing 
plan submitted to the department of finance.1

Investigators could use template language 
regarding study costs to participants, but this 
sometimes proved to be inadequate assistance.

“We found that some principal investiga-
tors were not sure about how to select the cor-
rect phrases from the template we created,” says 
LuEllen Davie, BSN, RN, CIP, research subject 
advocate in the human research protection pro-
gram at Vanderbilt University in Nashville, TN.

Gibson and Davie describe how they developed 
the QA process that helped them improve the IC 
template’s language regarding costs to subjects:

• Review studies’ cost language: “In order to 
develop a quality assurance process we had to 
understand our measuring sticks,” Gibson says. 
“We needed to determine what criteria we were 
going to use, so we took a large number of studies 
and looked at the cost language in each consent 
form for these various studies.”

Then they made notes on their findings and nar-
rowed these down to key criteria with how cost 
language would be used.

The object was to make certain the cost lan-
guage was appropriately informing research par-

ticipants of their potential cost exposure, Gibson 
explains.

The three key criteria were these:
—Is the appropriate template language being 

used?
—Are research procedures being identified 

adequately?
—Is there consistency between consent forms 

and other study documents?
Once they determined the criteria for measure-

ment they used these on new sets of data, Davie 
says.

“We found that probably 81% of what we were 
looking at was on target and the balance could be 
tweaked to be improved,” she adds.

Implement process improvement strategies: One 
important strategy was to provide voluntary edu-
cation about the IC form and cost language.

“We provided information internally and exter-
nally to the research community,” Gibson says.

The educational sessions typically resulted in 
improvements in the IC forms, she says.

“Barbara and I also created an electronic data-
base that helped us track information and identify 
the weak spots,” Davie says. “We also developed 
a flow chart on how to select the appropriate cost 
language.”

The flow chart was one of the most significant 
changes, and it made the process simpler for inves-
tigators, Gibson says. (See sample items from flow 
chart, p. 65.)

“It took existing cost template language from 
the template and charted out pieces of that tem-
plate,” Gibson says. 

• Obtain input from various departments when 
writing template language: Developing IC cost 
language for the template proved complicated and 
required input from different departments, Davie 
says.

“The template language was built with consider-
ation of other departments’ needs,” she adds. “We 
wanted to make it easier for them to understand 
what it was they should select.”

• Gather data at set time periods: “We gathered 
data in three-month increments,” Davie says.

They measured baseline data and compared it to 
each three-month period.

When the comparison was unfavorable they 
would provide more targeted education to investi-
gators, Davie says.

Then they would compare again and find an 
improvement, which indicated that the education 
was having a positive impact.

• Data comparisons are ongoing: “We con-
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tinually assess our processes and see how we’re 
doing,” Gibson says. “That will continue, 
although it won’t be as frequent as every three 
months because we observed a consistency in our 
processes, and we think it indicated that we’re 
doing a good job.”

• Communicate results: “One important thing 
with the QA process is that it’s not just a matter of 
identifying areas for improvement,” Gibson says. 
“It’s important for people to hear  when they’re 
doing well.”

The QA process is ideal for identifying both 
areas of improvement and areas of success. Seeing 
these makes it clear where a department should 
put its energy.

“We provide feedback to the team and protocol 
analyst so they would know how they’re doing,” 
Gibson says.

REFERENCE:

1. Gibson B, Davie L. Implementation and evaluation of 
a quality assurance process. Poster presented at the 2010 
Advancing Ethical Research Conference by the Public 
Responsibility In Medicine & Research (PRIM&R), held Dec. 
6-8, 2010, in San Diego, CA.  n

Vanderbilt’s cost flow 
template abets studies
Process for selecting cost template language

The human research protection program at 
Vanderbilt University of Nashville, TN, has 

created a flow chart that assists investigators with 
making decisions about how to insert cost lan-
guage in study informed consent forms.

Investigators are encouraged to ask themselves, 
“What cost language will be most informative to 
the research participant?”

Here are some sample items from the flow 
chart:

• Does the protocol/consent form include inter-
vention/procedures potentially affecting the health 
outcome of the participant? If no, then does the 
billing plan have any procedures billed to the 
participant or insurance? If no, then is this for a 
healthy volunteer? If yes, then use this language: 
“There is no cost to you for taking part in this 
study.”

• If the study is not for healthy volunteers, 
then use this language: “There is no cost to you 

for taking part in this study. However, you are 
still responsible for paying for the usual care you 
would normally receive for the treatment of your 
illness. This includes treatment and tests you 
would need even if you were not in this study. 
These costs will be billed to you and/or your insur-
ance.”

• Has item 2 in the consent form clearly item-
ized routine care versus research? If yes, then use 
this language: “If you agree to take part in this 
research study, you and/or your insurance will not 
have to pay for the tests and treatments that are 
being done only for research.”

• Does the protocol describe any usual or rou-
tine care that will occur regardless of the study? 
If yes, then use this language: “However, you are 
still responsible for paying for the usual care you 
would normally receive for the treatment of your 
illness. This includes treatments and tests you 
would need even if you were not in this study. 
These costs will be billed to your and/or your 
insurance.”

• Does the protocol describe delivery of any 
usual or routine care or research because of the 
study protocol? If yes, then use this language: 
“You have the right to ask what it may cost you 
to take part in this study. If you would like assis-
tance, financial counseling is available through 
the Vanderbilt Financial Assistance Program. The 
study staff can help you contact this program. 
You have the right to contact your insurance 
company to discuss the costs of your routine care 
(non-research) further before choosing to be in the 
study. You may choose not to be in this study if 
your insurance does not pay for your routine care 
(non-research) costs and your doctor will discuss 
other treatment plans with you.”

• Is this a device study? If yes, and there is 
additional pertinent cost information for the par-
ticipant, add that information under the header: 
“Additional cost information” (i.e., specific infor-
mation from the Medicare Letter or warranty 
information).  n

Communications expert: 
speak no ‘medicalese’
PRISM training and tools can help

After years of training that results in physicians 
and researchers speaking in a way that is at 

best challenging for patients to understand, they 
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now can learn how to talk like a layperson.
Instead of speaking of a patient’s “abrasion,” 

the doctor could refer to the scratch. Rather than 
calling the patient’s chest pain “pyrosis,” the inves-
tigator could mention heartburn.

It might seem simple, but “medicalese” is so 
steeped in physicians’ culture that they don’t even 
realize they are using medical jargon, says Jessica 
R. Ridpath, a research communications coordina-
tor at Group Health Research Institute in Seattle, 
WA.

For six years, Ridpath has made it her mission 
to teach investigators how to speak simply with 
plain language. As a research assistant with a pas-
sion for writing, Ridpath became convinced that 
research informed consent forms were too compli-
cated, stocked with medical jargon, and written at 
inaccessible reading levels.

“I found that many of our consent forms had a 
college readability level, which was quite shocking 
to all of us,” Ridpath says.

“I did some research and found that it was a 
well-documented problem in health information 
and research,” she adds. “Health care information 
requires sophistication to read and understand, 
although the whole point of writing something is 
to communicate a message.”

With internal funding and investigator sup-
port, Ridpath worked to develop a better-written 
informed consent form. She also developed tools 
for research staff and a training and editing pro-
gram called PRISM for Program for Readability in 
Science and Medicine.

“I do an in-person training workshop and also 
online training,” she says. 

The online training course was funded with a 
grant from the National Institutes of Health, and 
it’s available to researchers at no charge at http://
prism.grouphealthresearch.org, she adds.

In the first few months the online training was 
available, close to 600 researchers registered for it, 
and its evaluation ratings were high, Ridpath says.

The training will be kept current and improved 
as users make recommendations and offer other 
feedback.

Both the PRISM toolkit and training were 
designed to teach investigators how to replace 
words and sentences with simple, everyday lan-
guage.

“Write conversationally, as if you were speak-
ing,” Ridpath advises. “A lot of writing has a 
formal air to it, and plain language is more conver-
sational and understandable.”

Here’s an example from PRISM of the kind of 

change that takes a wordy, complex description 
and makes it more understandable: 

• “To obtain the sample, a 6 to 8 mm diameter 
(~1/4 inch) piece of skin will be taken from the 
underside of your arm using a sterile biopsy punch. 
The area will first be sterilized with alcohol wipes, 
and then a 25 gauge needle will be used to inject a 
small amount (1 ml) of local anesthetic called lido-
epinephrine. If desired, a topical cream (LMX) can 
be used to numb the skin before injection.”

This example reads at a grade level of 11.6 and 
is labeled “fairly difficult” to read.

• The revised, simpler version says, “We will get 
the sample by taking a piece of skin about the size 
of a pea from under your arm. First, we will clean 
the area with alcohol, and then we will numb it by 
giving you a shot. If you want, we will rub a cream 
on your arm to numb the skin before the shot.”

This revised version has a reading grade level of 
5.5, and it’s labeled “easy” to read.

PRISM also contains a 700-word list of medical 
terms that can be substituted with more common 
words. Here are some examples from the list:

• Instead of “eliminate,” try using “get rid of, 
remove, cut, end, go to the bathroom”

• Instead of “etiology,” try using “cause”
• Instead of “manifestation,” try using “sign”
• instead of “sutures,” try using “stitches”
•  instead of “tachycardia,” try “very fast heart 

beat”
• instead of “toxic,” try using “poisonous”
Replacing jargon in informed consent docu-

ments is one strategy. Another is to organize the 
documents’ content in a way that makes sense to 
their intended readers. (See sample reference guide 
for improving readability, p. 67.)

“Organize or filter the content with readers’ 
needs in mind,” Ridpath suggests. “This means 
using short sentences and limiting paragraphs 
to one main idea and boiling the message down 
instead of using an exhaustive explanation.”

Also, researchers should form partnerships with 
communication specialists and IRB members, she 
says.

“We can’t expect all IRB folks to be bang-up 
writers,” she says. “I like this being a collabora-
tive process where you are getting the right people 
involved.”

Communication specialists can assist investiga-
tors with writing the informed consent form, and 
IRB staff can help ensure the regulatory require-
ments are met.

Another strategy for improving the informed 
consent documents is to use reader-friendly for-
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matting, Ridpath says.
“Make the document look easier to read,” 

she adds. “Using small type and margins will 
defeat the purpose when you’re trying to make it 
shorter.”

Instead there should be adequate white space 
and margins. Large bold headers should break up 
big chunks of dense copy and catch readers’ eyes.

“Most people won’t read it fully; they’ll skim it, 
so put key information in bold and bulleted lines 
to make sure they get the main points,” Ridpath 
says. n

PRISM creates guide for 
improving IC readability
For instance, you should write in first-person

The PRISM—Project to Review and Improve 
Study Materials—has developed a quick refer-

ence guide for improving readability in informed 
consent and other research documents.

Here are some sample instructions from the ref-
erence guide:

• Check the reading level: Choose a readability 
formula, but be aware that they all have limita-
tions—getting a “good score” is not a guarantee 
that your document is easy to read.

• Use active voice: The subject of your sentence 
should act, instead of being acted upon. “We will 
ask you questions about your health” is active, 
while “You will be asked questions about your 
health” is passive.

• Write in first-person: Use pronouns, such as 
“I,” “we,” and “you.” This encourages the use of 
active voice and will be clearer and more engaging 
to the reader.

• Keep sentences short and to the point: Break 
up sentences joined with conjunctions or semico-
lons. It’s okay to begin a complete sentence with 
“And” or “But.” Try to vary sentence length. 
Sentences should average 15 words or less.

• Limit paragraphs to one main idea: Start with 
a clear and concise topic sentence. Remove or relo-
cate details that do not relate to the central topic. 
A paragraph of 1 or 2 sentences is okay.

• Organize and format your document so 
that key information is clear and easy to find: 
Lead with the most important information, and 
sequence information in a logical fashion that the 
audience can easily follow. Use bold, larger font, 
bullets, or graphics to emphasize critical infor-

mation. Do not us justified margins or put entire 
sentences in all caps or italics. Also, put longer 
lists of items into bulleted lists whenever practical. 
Use numerical lists whenever the items need to be 
understood or completed in order.

• Read your document aloud: This is one of the 
best ways to find errors and test for overall flow 
and clarity when you proofread. It can also help 
you troubleshoot—when you get stuck, try just 
speaking your thoughts.

• Ask others to read and edit the document: 
Someone unfamiliar to the project is more likely to 
notice text that is unclear. The person who will use 
the document most—such as the person who will 
administer informed consent—should always have 
a chance to review it.

• Double-check names and contact information: 
Call all phone numbers and check all links and 
email addresses. Confirm that all names have been 
spelled correctly and that all titles are correct.

A pdf of the PRISM toolkit is available at http://
www.grouphealthresearch.org/capabilities/read-
ability/readability_home.html.  n

Improving compliance 
by focusing on 7 factors
Identify risk, assess resources

Research institutions might begin any new or 
improved compliance program by follow-

ing the seven elements of an effective compliance 
program that are part of the Office of Inspector 
General (OIG) compliance guidance for hospitals, 
an expert advises.

These elements were recommended and 
optional for hospitals, but under the 2010 Patient 
Protection and Affordable Care Act these ele-
ments are now required to be part of a hospital’s 
compliance program, says Barry Rosen, JD, ARM, 
CHC, CHRC, manager, regulatory compliance, 
Children’s Medical Center in Dallas, TX.

The seven elements are comprehensive and pro-
vide a good framework for beginning or improving 
a research compliance program, as well. (See table 
on seven elements of effective compliance pro-
gram, p. 69.)

“There’s an unstated eighth element which is 
that you need to do a risk assessment to determine 
what you’re going to focus your compliance pro-
gram on to make it effective,” Rosen says.

In addition to the OIG’s seven elements, 
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research organizations can improve compliance 
through successful strategies employed by hospitals 
and other research institutions.

Rosen offers these suggestions for ways to 
improve research and health institution compli-
ance programs:

• Identify compliance work plan project risk 
level: “We have a three-tiered rating system from 
high to medium to low that we use when look-
ing at each project,” Rosen says. “We also have a 
quantitative system from one to five.”

Organizational risk areas for hospitals include 
regulatory, legal, and financial.

Each project is assigned numbers relating to the 
risk on a scale that ranges from 14-20 for high 
risk, seven-to-13 for medium risk, and less than 
seven for low risk.

“The highest rating is assigned to projects with 
the highest organizational risk, such as those with 
potential substantial Medicare and Medicaid bill-
ing problems and inappropriate physician compen-
sation agreements,” Rosen says. “Those are just 
examples of things that might be put in a high risk 
category.”

From the organizational risk perspective, 
medium risk might involve a business expense gift 
log program or bad debt. Low risk could be an 
internal website that employees use for informa-
tion. Keeping such websites up-to-date or making 
technological conversions could also create some 
additional risk to them, he adds.

For some institutions including children’s hos-
pitals, research compliance might not need the full 
range of classifications, however.

“I don’t have anything research-compliance 
related that is less than a high risk project,” Rosen 
notes. “Children are in a high risk category under 
federal laws and regulations, and they receive 
heightened protection under clinical trials, so you 
have to be extremely careful at all times.”

• Assess resources in correcting problems: 
Compliance leadership can review resources and 
come up with lists, reviewing and ranking projects, 
and then incorporate the projects into a work plan 
for the department.

The idea is to hold the compliance department 
itself to high standards and to be transparent when 
communicating its own use of resources and pro-
ductivity, Rosen says.

“This enables us to report to our board and 
through the appropriate leadership chain at 
the hospital what is going on and also to pro-
vide insight into emerging trends,” he explains. 
“Sometimes we will do a project, and we don’t 

have any findings, so that’s important to report 
too—not just reporting what’s wrong, but report-
ing what’s right.”

The goal for a compliance department is to get 
voluntary cooperation from staff and researchers.

“It’s much better to get people compliant 
because they want to do it than because they’re 
told they have to do it,” Rosen says. “Your stock-
in-trade is to get people’s voluntary cooperation 
with you and to achieve an effective compliance 
culture at the organization.”

• Review clinical trials: At the Children’s 
Medical Center, the compliance office reviews 
select clinical trials.

“Very few of our studies have more than 14 
enrolled subjects, and we check 100% of all sub-
jects,” Rosen says. “We have some studies with 40 
to 50 active enrolled subjects, and we did check 
every single subject—but not necessarily every 
study visit.”

Compliance officers look at everything that is 
billed, dates of service for the study-related activi-
ties, subject recruitment, monitoring, drug device 
dispensing accountability, a data safety monitoring 
board (DSMB) if applicable, research records, seri-
ous adverse events, informed consent forms, and 
other research site activities. They also review IRB 
activities, materials, protocols, and contracts, and 
other facets of the IRB.

“We have a responsibility to know that our IRB, 
which sits at the medical school, is doing what it 
needs to do because these subjects are our patients, 
and we’re responsible for what happens,” Rosen 
explains.

To make the review process consistent and thor-
ough, compliance officers use a 14-page research 
compliance checklist that has been developed and 
updated over the past few years. (See story on p. 69 
about research compliance checklist.)

An in-depth clinical trial might take Rosen or 
the senior research compliance specialist 180 hours 
to complete. Other reviews might take 140 hours, 
Rosen says.

• Analyze findings: Rosen examines review find-
ings to determine their severity and whether there 
are noncompliance trends.

“Is it systematic and caused by system error?” 
he says. “We look at what things are and divide 
them into what it would take to correct them and 
prevent future problems.”

Compliance officers are most concerned about 
high severity mistakes that happen with great fre-
quency due to system errors, Rosen says.

Follow-up actions vary. For instance, the com-
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pliance office might ask the research administra-
tion department to ask a principle investigator 
or research coordinator to sign a statement that 
everything is done correctly, he explains.

“There needs to be accountability, and by hav-
ing a statement signed, it holds people account-
able,” he adds. “Sometimes we’ll put on a work 
plan project for the following year to look at the 
issue again.”  n

Compliance checklist 
grants review constancy
Key is to provide comprehensive structure

The regulatory compliance office at Children’s 
Medical Center of Dallas, TX, has developed 

a comprehensive, 14-page research compliance 
checklist that is used to review all studies.

Research compliance is involved, complex, 
and must follow numerous rules and regulations, 
so it’s helpful to have a checklist for compliance 
staff to follow, says Barry Rosen, JD, ARM, 
CHC, CHRC, manager, regulatory compliance, 
Children’s Medical Center in Dallas.

“We had to come up with a list as an objec-
tive way to review each clinical trial,” Rosen says. 
“We have reviews that cover multiple trials, but 
that are focused on narrow issues, and so we’d use 
elements of the checklist.”

The checklist used by the compliance depart-
ment of Children’s Medical Center is in a table 
format. It’s very comprehensive with 17 elements 
related to informed consent, for instance.

Here are some sample items on the checklist, 
under the billing section:

• Is this a qualifying clinical trial?
• Are the items and services routine costs?
• Are the routine costs reasonable and neces-

sary? (i.e., does Medicare generally cover the ser-
vices outside a clinical trial?)

• Were repeated orders entered according to 
study plans to ensure correct charging (to the 
study or to the patient)?

• Were reviewed charges for study procedures 
properly accounted?

• If reviewed charges were incorrectly allocated, 
were corrections made in a timely manner and the 
cause of the error addressed?

• Is the study an Approved Clinical Research 
Study (ACRS)—a study during which billing 
to Medicare is allowed? Medicare billing rules: 

Drugs: Clinical Trial Policy (NCD 310.1) Devices: 
device trial regulations and chapter 14 of the 
Medicare Benefit Policy Manual. Procedures: 
deferred to local Medicare Administrative 
Contractor. “Medicare payment is not made for 
medical and hospital services that are related to the 
use of a device that is not covered… these services 
include all services furnished in preparation for the 
use of a noncovered device, services furnished as 
necessary after-care that are incident to recovery 
from the use of the device or from receiving related 
noncovered services.” 42 CFR 405.207(a).

• Is the device being studied as a “covered 
device?” Yes: Routine services may be covered. 
No: Nothing required by study is covered.

• What type of device trial is being studied:
–Non-FDA approved with no IDE
–IDE Category A devices (when studying a life-

threatening condition)
–IDE Category B devices (when Medicare con-

tractor approves coverage)
–HUD/HDE (Humanitarian Use Device/

Humanitarian Device Exemptions)
–Post-marketing approval FDA-required studies
–On-label use of FDA-approved device
–Off-label use of FDA-approved device
• Were reviewed research charges billed to the 

research account as outlined by the study proto-
col?

• Were any stipends paid to the patient during 
the study? (Policy #7.46 Paying Patient Stipends)

Obviously, the elements related to device trials 
do not apply to studies that involve no devices. But 
the checklist’s chief asset is that it can be applied in 
general ways to all trials, Rosen says.

“This provides consistency in reviews and helps 
us document our papers with exactly what we 
found and didn’t find,” he says. “We have a way to 
show what we did to back-up our conclusions.”  n

OIG’s 7 elements for 
effective compliance
List published in Federal Register in 2005

When initiating or improving a research insti-
tution’s compliance program, the most effi-

cient place to start is to follow federal guidance 
on such programs, including compliance program 
guidance created by the he U.S. Department of 
Health and Human Services’ Office of Inspector 
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General (OIG).
The OIG’s guidance no longer is voluntary for 

hospitals, and its seven elements of an effective 
compliance program remain a solid foundation for 
other organizations’ compliance efforts.  The guid-
ance published Jan. 31, 2005 (Vol. 70, No. 19) 
in the Federal Register, as the OIG Supplemental 
Compliance Program Guidance for Hospitals, lists 
these seven factors the OIG believes may be useful 
when evaluating the effectiveness of basic compli-
ance program elements. 

They are as follows:
1. Designation of a compliance officer and com-

pliance committee.
The OIG states that the compliance department 

is the backbone of the hospital’s compliance pro-
gram and should be led by a well-qualified com-
pliance officer, who is supported by a compliance 
committee. The OIG suggests organizations con-
sider a number of questions, including this sample:

• Does the compliance department have a clear, 
well-crafted mission?

• Is the compliance department properly orga-
nized?

• Does the compliance department have suffi-
cient resources (staff and budget), training, author-
ity, and autonomy to carry out its mission?

• Is the relationship between the compliance 
function and the general counsel function and the 
general counsel function appropriate to achieve 
the purpose of each?

• Is there an active compliance committee, com-
prised of trained representatives of each of the 
relevant functional departments, as well as senior 
management?

• Does the compliance officer make regular 
reports to the board of directors and other hospi-
tal management concerning different aspects of the 
hospital’s compliance program?

2. Development of compliance policies and pro-
cedures, including standards of conduct.

Compliance policies and procedures should be 
designed in a way that helps employees remain in 
compliance while carrying out their job functions, 
the OIG recommends.

Here are some excerpts from what the guidance 
suggests that hospitals consider:

• Are policies and procedures clearly written, 
relevant to day-to-day responsibilities, readily 
available to those who need them, and re-evalu-
ated on a regular basis?

• Does the hospital monitor staff compliance 
with internal policies and procedures?

• Have the standards of conduct been distrib-

uted to all directors, officers, managers, employees, 
contractors, and medical and clinical staff mem-
bers?

• Has the hospital developed a risk assessment 
tool, which is re-evaluated on a regular basis, to 
assess and identify weaknesses and risks in opera-
tions?

• Does the risk assessment tool include an evalu-
ation of federal health care program requirements?

3. Developing open lines of communication.
The OIG describes open communication as a 

product of organizational culture and internal 
mechanisms for reporting instances of potential 
fraud and abuse.

Here is a partial list of factors hospitals might 
consider:

• Has the hospital fostered an organizational 
culture that encourages open communication, 
without fear of retaliation?

• Has the hospital established an anonymous 
hotline or other similar mechanism so that staff, 
contractors, patients, visitors, and medical and 
clinical staff members can report potential compli-
ance issues?

• How well is the hotline publicized; how many 
and what types of calls are received; are calls 
logged and traced (to establish possible patterns); 
and is the caller informed of the hospital’s actions?

• Are all instances of potential fraud and abuse 
investigated?

• Are the results of internal investigations 
shared with the hospital governing body and rel-
evant departments on a regular basis?

• Is the governing body actively engaged in 
pursuing appropriate remedies to institutional or 
recurring problems?

4. Appropriate training and education.
Failure to train and educate staff adequately cre-

ates risk liability for the violation of health care 
fraud and abuse laws, according to the OIG.

Some of the factors OIG asks hospitals to con-
sider are:

• Does the hospital provide qualified trainers to 
conduct annual compliance training for its staff, 
including both general and specific training perti-
nent to the staff’s responsibilities?

• Has the hospital evaluated the content of its 
training and education program on an annual basis 
and determined that the subject content is appro-
priate and sufficient to cover the range of issues 
confronting its employees?

• Has the hospital kept up-to-date with any 
changes in federal health care program require-
ments and adapted its education and training pro-
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CNE/CME OBJECTIVES / 
INSTRUCTIONS

The CNE/CME objectives for Clinical Trials 
Administrator are to help physicians and nurses be 
able to:
• review pertinent regulatory mandates;
• develop practical clinical trial oversight strate-

gies;
• review best practices shared by facilities that suc-

cessfully conduct clinical trials.

Physicians and nurses participate in this medical 
education program by reading the issue, using the 
provided references for further research, and studying 
the questions at the end of the issue. 

Participants should select what they believe to be 
the correct answers, then refer to the list of correct 
answers to test their knowledge. To clarify confusion 
surrounding any questions answered incorrectly, 
please consult the source material. 

After completing this activity at the end of each 
semester, you must complete the evaluation form 
provided and return it in the reply envelope provided 
to receive a letter of credit. When your evaluation is 
received, a letter of credit will be mailed to you.  

COMING IN FUTURE MONTHS

gram accordingly?
• Has the hospital formulated the content of its 

education and training program to consider results 
from its audits and investigations?

• Does the hospital seek feedback after each 
session to identify shortcomings in the training 
program, and does it administer post-training test-
ing to ensure attendees understand and retain the 
subject matter delivered?

5. Internal monitoring and auditing.
With effective auditing and monitoring plans, 

hospitals might avoid submitting incorrect claims 
to health care program payers, the OIG says.

These are a few of the factors the OIG believes 
they should consider:

• Is the audit plan re-evaluated annually, and 
does it address the proper areas of concern, con-
sidering, for example, findings from previous 
years’ audits, risk areas identified as part of the 
annual risk assessment, and high volume services?

• Does the audit plan include an assessment of 
billing systems, in addition to claims accuracy, 
in an effort to identify the root cause of billing 
errors?

• Is the role of the auditors clearly established 
and are coded and audit personnel independent 
and qualified, with the requisite certifications?

• Is the audit department available to conduct 
unscheduled reviews?

• Has the hospital evaluated the error rates 
identified in the annual audits?

• Does the audit include a review of all billing 
documentation, including clinical documentation, 
in support of the claim?

6. Response to detected deficiencies.
The goal is for hospitals to respond consistently 

to all detected deficiencies and develop effective 
corrective action plans to prevent further losses to 
federal health care programs.

The OIG’s recommended factors to consider 
include some of these:

• Has the hospital created a response team, 
consisting of representatives from the compliance, 
audit, and any other relevant functional areas, 
which may be able to evaluate any detected defi-
ciencies quickly?

• Are all matters thoroughly and promptly 
investigated?

• Are corrective action plans developed that 
take into account the root causes of each potential 
violation?

• Are periodic reviews of problem areas con-
ducted to verify that the corrective action that was 
implemented successfully eliminated existing defi-

ciencies?
• When a detected deficiency results in an iden-

tified overpayment to the hospital, are overpay-
ments promptly reported and repaid to the FI?

• If a matter results in a probable violation of 
law, does the hospital promptly disclose the matter 
to the appropriate law enforcement agency?

7. Enforcement of disciplinary standards.
Hospitals can create an organizational culture 

that emphasizes ethical behavior and which con-
siders these factors, among others:

• Are disciplinary standards well-publicized and 
readily available to all hospital personnel?

• Are disciplinary standards enforced consis-
tently across the organization?

n Educational focus 
group helps with QI 
projects

n Research sites are 
slammed by continued 
economic woes

n Improve enrollment 
marketing strategies 

n Remote monitoring 
plan and tool help 
multicenter trials

n Check out this 
informed consent 
checklist and best 
practice
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CNE/CME QUESTIONS

21. Which of the following is not a good question to ask 
when clinical research organizations are selecting 
sites for studies, according to one expert?
A. What is the site’s prior overall experience, par-
ticularly with regard to a study’s specific disease or 
indication?
B. How many patients are in the database who meet 
the study’s enrollment criteria?
C. What are some of the site’s other approaches for 
recruiting outside of the patient database?
D. All of the above are good questions to ask

22. Which term often is used in informed consent docu-
ments and should be substituted for something sim-
pler, according to PRISM, a simple language educa-
tion, training, and tool program?
A. Sign
B. Poisonous
C. Eliminate
D. All of the above

23. The Office of Inspector General’s guidance for creating 
an effective compliance program includes seven ele-
ments. Which of the following is not one of the seven 
elements?
A. Developing open lines of communication
B. Revising informed consent documents
C. Enforcement of disciplinary standards
D. Response to detected deficiencies

24. One quality improvement project might involve 
making certain cost language appropriately informs 
research participants of their potential cost exposure. 
Which of the following is the main criteria?
A. Is the appropriate template language being used?
B. Are research procedures being identified adequate-
ly?
C. Is there consistency between consent forms and 
other study documents?
D. All of the above

Answers: 21. D; 22. C; 23. B; 24. D

• Is each instance involving the enforcement of 
disciplinary standards thoroughly documented?

• Are employees, contractors and medical and 
clinical staff members checked routinely against 
government sanctions lists, including the OIG’s 
List of Excluded Individuals/Entities and the 
General Services Administration’s Excluded Parties 
Listing System?  n


