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Barriers to Clinical
Trials

Excerpts from “Improving Clinical
Trial Accrual in Community Cancer
Centers,” a roundtable discussion at
ACCC’s 22nd National Oncology
Economics Conference

PaRTICIPANT 1: I see time as the
number one barrier to clinical
trial accrual. Some patients don’t
want to invest the time, and busy
clinicians can also have difficulty
finding the time to participate in
clinical research efforts. You also
have the challenges of data man-
agement and reimbursement. Our
practice does some drug company
protocols. We also participate in
ECOG and RTOG, which we do
through one of the large hospitals
in our area. We see patients in
our office and do a good amount
of the work related to the clini-
cal trial, but only the hospital is
reimbursed. Our practice met with
the hospital to discuss this issue,
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but it was a stalemate. The hospital
wanted more patients accrued to
trials; our practice wanted to be
reimbursed for its costs.

MoberaToR: Doesn’t the hospital
do all the data management related to
the clinical trials?

ParTiciPANT 1: The hospital does
do the data management, but our
practice still has to gather and send
all the information to the hospital.
That’s nurse staff time our practice
can’t really afford to lose.

MobEeRrATOR: My practice does its
data management in-house, and the
process is pretty seamless. Plus, I
think we accrue patients to trials
much better having it all in-house.
The research nurses are there. The
data people are there. People are put
on the trials quickly. Patients don’t
have to go to three different places
to get the necessary paperwork
completed.

PARTICIPANT 2: What about the
issue of competing trials. How do
you pick between a SWOG trial
that’s got this wonderful science
involved but pays nothing, and a
competing pharmaceutical trial that
is looking to treat the same condition
using a drug?

PARTICIPANT 3: One issue that
plagues our program is insurance reim-
bursement. We pre-authorize every
patient we put on a clinical trial, but it
takes time. How do you help the insur-
ance companies understand the impor-
tance of clinical trials? It’s hard to just
find a person who will look beyond the
“script” the insurance companies use.

PARTICIPANT 4: You have to reach
the right person. And it’s not the
assistant; it’s usually the medical
director or the senior health
benefits person.

In Michigan, we were dealing
with some of these same barriers.
Eventually, we were able to leverage
our legislators. We found a “friend”
in the state capitol who convened
a group that said, “We’re going to
mandate coverage of clinical trials
unless stakeholders are able to come
together and reach a consensus.” We
were lucky to get the right people at
the table: the Michigan State Oncol-
ogy Society, the major Michigan
payers, purchasers of healthcare, the
automobile industry, and the unions.
And these groups came because they
were afraid not to be there—not
because they had a great interest in
the science.

But the effort required a great
deal of education to challenge the
assumptions that payers—and even
providers—make. As a provider, I
learned about the obligations insur-
ance companies have to their clients
(patients and employers), and about
some of the futile care they’ve paid
for. In our case, we were able to come
to a consensus: clinical trials in Phase
IT or better would be covered.

MobEeRATOR: You have to come at
payers with a stick—not a carrot.
And whether that’s done legislatively
or through other means, the state
medical oncology societies are a great
resource. We've had similar issues in
Indiana, and were also able to solve
them through legislative channels. @1



Physician Buy-in
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Excerpts from “Improving Clinical
Trial Accrual in Community Cancer
Centers,” a roundtable discussion at
ACCC’s 22nd National Economics
Conference

ParTiciPANT 1: Does anyone have
any ideas for reaching out and edu-
cating referring physicians?

MobERATOR: Primary physicians
are inundated with educational pieces
from all sectors: oncology, cardiol-
ogy, neurology. Our practice holds

a quarterly educational meeting for
primary care physicians. Usually,

it’s dinner followed by a talk about a
topic relevant to oncology and hema-
tology. But it’s difficult even getting
physicians to attend.

PaRTICIPANT 2: Our hospital-based
clinic invited primary care physicians
to a meeting and no one showed up.
Our take—primary care physicians
rely on oncologists to refer patients to
clinical trials.

PaRTICIPANT 1: We don’t expect pri-
mary physicians to refer patients to
clinical trials. We simply want them
to be supportive and to provide some
buy-in that clinical trials advance
cancer care.

PARTICIPANT 3: Here’s something
that’s created some skepticism in our
referring physicians: patients who’ve
been told they’re going to get better
follow-up if they’re put on a clinical
trial. There are many reasons to be

on a clinical research trial, but getting
“better” medical care is not the mes-
sage we should be sending.

PARTICIPANT 4: I've had patients
told they are going to be followed
“more closely” while enrolled in

a clinical trial. What my patients

are not told is that it’s the Fellow
that’s going to see them—rarely the
attending [physician]. On nights and
weekends, my patients may be seen
by house staff.

ParTiciPANT 1: How do you get
the subspecialties—like the surgical
subspecialties—to come around?

PARTICIPANT 2: Our practice dis-
tributes brief newsletters throughout
the hospital when we have trials open
for patient accrual. For example,
we’ve focused heavily on trials for
prostate cancer. And guess what?
Our practice is starting to see an
increase in prostate cancer patients.

MobEeRrATOR: Our practice goes a
step further by holding educational
sessions where we ask urologists and
medical oncologists to speak as part of
a combined program. If the urologist
is speaking, physicians are more likely
to come and be interested in research-
related partnerships. These sessions
help make the primary care physicians
feel like part of the cancer care team.

PARTICIPANT 5: Our practice has
been very successful with an annual
fall “Get-Together.” It started out
primarily as a venue for our oncolo-
gists to discuss clinical guidelines,
but evolved into an event where we
target about three disease states.

We invite referring physicians and
surgeons. We usually hold the event
at a ski resort, and participants bring
their families. Our physicians look
forward to the event, and it has
enhanced communication between
surgeons, referring physicians, and
our oncologists.

MobEeraToRr: And it’s well-attended?

ParTICIPANT 5: To the point where
next year we're looking at offer-

ing continuing education units and
opening the event to people outside
of our state.

MobERATOR: Perhaps an annual event
is better or more convenient than a
quarterly or monthly meeting.

PaRTICIPANT 5: Maybe. But within
our practice, our physicians meet
once a month. And a standing item
at that meeting is clinical trials
accrual. Each physician is given a
sheet outlining how many patients
have been screened and how many
patients were actually accrued to
each trial.

MobERATOR: So we've circled

back to physician buy-in. In my
15-physician practice, probably only
7 or 8 physicians actually accrue
patients to clinical trial. How do
you get the others interested? You
mentioned a monthly tally. Does
everyone participate?

PARTICIPANT 5: Our practice has a
lead physician who is the president

of the group. If we identify a specific
problem or trend, he’ll go directly

to the appropriate physician. Our
practice does have small satellite
offices that are only open a few days a
week, so support can be an issue. But
most of our doctors are committed to
clinical research.

PARTICIPANT 6: Physicians have a
certain focus in their professional
career. Some physicians like to do
clinical trials and some don’t. But
our practice doesn’t penalize these
physicians.

PARTICIPANT 7: Generally, what
reasons do your physicians give for
not participating in clinical trials?

PARTICIPANT 6: I've been in cancer
care for 18 years, and I haven’t been
able to pinpoint the problem. Two
physicians out of five accrue a great
number of patients to clinical trials.
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One physician does a little accrual.
The other two physicians just
don’t have much interest in clinical
research trials.

PARTICIPANT 8: Time is almost
always an issue, in addition to the
level of physician interest.

PaRTICIPANT 6: One of our phy-
sicians is a specialist. So when a
sarcoma trial comes up, he’s very
interested. Otherwise, he’s just not.
One of our other physicians has a
special interest in prostate cancer.
So again, if there’s a prostate trial,
he’ll most likely accrue patients.
But he has little interest in other
clinical trials. I have two new physi-
cians—fresh out of school and still
quite interested in research—that
may stir the pot.

PaRTicIPANT 8: The principal inves-
tigator at our program is getting ready
to retire. None of the other partners
wants to step up to the plate because
of the time involvement. There’s been
some discussion about offering a
financial incentive to the physician
who takes on this role. How do others
deal with this situation?
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PARTICIPANT 9: We assign different
principal investigators to different
disease sites—usually their area of
interest or their specialty.

PaRTicIPANT 10: Principal investi-

gator can be a difficult position to fill.

The individual has to be interested

in research—the actual science of the
work. I work at an academic center,
so all of our researchers are interested
in the science of cancer treatment and
prevention. We’re reaching out to the
surrounding communities to help
them with patient accrual. Unfortu-
nately, we run into a lot of financial
issues. You can’t pay to get patients
on trials. And practices and some
smaller hospital program are lucky

if their clinical research program
breaks-even.

ParTiciPANT 8: Throughout most
of the year, clinical research is not

a break-even proposition for my
practice because we’re not receiving
the funds on a regular basis. If we’re
lucky, at the end of the year we may
break-even.

ParTICIPANT 10: We tell practices
that there’s not a lot of money in clini-
cal research. Clinical trial participation
is not going to help your bottom line,
but it w2/l help advance the science

and potentially help your patients. If

a practice can focus on those benefits,
fine. But if a practice can’t afford to
participate in clinical trials—for what-
ever reason—we understand.

PARTICIPANT 11: Periodically, I
have to cut back on new patients
because I literally can’t do all my
schedules and follow-up visits. You
want to make commitments to clini-
cal research, but sometimes there are
just not enough hours in a day. Our
practice could probably accrue a
good number of patients to clinical
trials—if we had the staff and the
time. It’s called reality. If you’ve got

a physician that really wants to cham-
pion clinical research, great! But if
you’re in a community where you're
short on research statf and where you

have more cancer patients than you
have bodies, it’s hard. @r



Recruiting and Retaining
Research Staff

Excerpts from “Improving Clinical
Trial Accrual in Community Cancer
Centers,” a roundtable discussion at
ACCC’s 22nd National Economics
Conference

ParTiciPANT 1: Our practice would
love to hire a research nurse so we
could get involved in some pharma-
ceutical trials, but we simply can’t
find qualified staff. 'm amazed at
what our practice has offered and st/
not been able to hire qualified staff.
Any suggestions or resources for
recruiting qualified research staff?

MobERATOR: At our practice, it’s
often an in-house promotion. We’ve
had several OCN-certified nurses
who wanted to try something new
and different—outside of direct
patient care.

PaRTICIPANT 2: Our office con-
tracted with a CRA [clinical research
associate] from our local CCOP. She
comes to the office and looks at new
patient data prior to the patient arriv-
ing at our office. After she reviews
the new patient data, she notifies

the physician of anyone who might
qualify for a trial before the physician
even sees the patient. And our prac-
tice has good accrual to clinical trials.
Each week, the CRA also spends a
few hours with us working on phar-
maceutical trials. Maybe one option
would be to hire a clinical research
coordinator to get your clinical tri-

als program up and going. And you
could probably hire a clinical research
coordinator for less than a nurse.

MobEeRrAToR: Our practice had a very
skilled research nurse who was hired
away by a research company. Pharma-
ceutical companies hire away quali-
fied staff as well. For others, perhaps
the job turns out to be not quite what
they were expecting. Certainly, there’s
some tedium that goes along with
research documentation. Anecdot-
ally, I've heard of nurses who go

into research, find it’s not quite what
they expected or get tired of it after a
certain amount of time, and end up
returning to patient care. Research
staff tends to have a higher burnout
rate compared to other positions.

ParTiciPANT 3: Do you think we
overburden research staff with the
number of trials we ask them to han-
dle? I hear that research staff doesn’t
realize the amount and intensity of
the work involved.

MobEeRATOR: It’s probably not the
two or three trials they’re managing;
it’s the 16 patients that you’re refer-
ring to each trial. And certainly, as
physicians, we expect research nurses
to know the inclusion and exclu-
sion criteria, as well as all of the side
effects. We demand and ask a lot of
our research staff, and that can lead
to the burnout.

PARTICIPANT 4: It’s been really
hard for us to find qualified staff;
and—once we find them—to get
them trained. The research nurses
seem to be pulled in all different
directions. But we do try to assign
only three or four studies to each
research nurse. One nurse is doing
GI trials. Two or three of the nurses
are doing breast trials. And the
nurses communicate back and forth
with each other constantly. But
there’s always the days when you're
trying to recruit someone to a GI
trial, and the GI nurse isn’t there.
Then the work falls back onto those
other nurses, and they don’t know

that particular trial as well. Those
days are frustrating for everyone.

PARTICIPANT 5: My program has
seen a fair amount of turnover in
our research department; we’re
constantly looking for new people.
We’ve started looking at the differ-
ent trials we participate in—some
are more labor intensive than oth-
ers—and making choices based on
that information. For our program,
pharmaceutical clinical trials tend
to be a little bit easier to manage,
and they help pay for other trials.
We try to offer a good cross-sec-
tion of trials for the different dis-
ease states: colon, prostate, breast.
We balance our research program
that way.

PARTICIPANT 6: Any thoughts as to
how many pharmaceutical protocols
a practice goes with, since they’re a
little more lucrative and a little easier
to administer than others?

MoberaToR: It depends on the
practice and the practice’s financial
situation. Physicians and administra-
tors should look at their patient mix
and the available research protocols
to make rational decisions about what
clinical trials to offer.

ParTicIPANT 5: Early on, a practice
might do more pharmaceutical trials
because it’s trying to get a revenue
stream to support its research efforts.
As the research program becomes
more stable and staff more skilled,
the practice would probably want to
transition to a research program that
offers more choices.

PARTICIPANT 7: Our physicians
first look at a trial to see if it’s one
they would even be interested in
offering to patients. Any research
trial that passes physician scrutiny
is then sent to our nurses to see how
much work is really involved. Still,
I’'m not sure pharmaceutical trials
are a way to make money with the
amount of time they take. You have
to look at pharmaceutical trials
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very carefully before signing on
the dotted line. Our practice was
burned on one pharmaceutical trial
because of some very stringent data
management.

MoberATOR: Our practice had a
similar experience. Sometimes the
fees are higher from the pharmaceuti-
cal companies, but it’s because the
trials usually have more require-
ments. And we’ve had some clinical
trials request information that wasn’t
asked for when we signed on to
participate.
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PARTICIPANT 7: The ideais to have
different eyes looking at each clinical
trial protocol from different angles.
Sometimes the physicians aren’t
looking at exactly how the work will
be carried out, what kind of data are
required, and how time-consuming it
will be to staff—all things nurses look
at. If our nurses say, “This particular
trial is going to be too time consuming,”
our physicians accept that analysis and
most often the decision is made not to
participate in that particular trial.

PARTICIPANT 8: When your practice
negotiates contract terms with the
pharmaceutical company, I would
suggest that you incorporate start-up
expenses so you get paid for the work
your practice does even before one
patient is accrued. A practice can do
a lot of work—preparation and staff
training—and receive no money until
the first patient is accrued. @1



Informed Consent
in Clinical Trials

Excerpts from “Improving Clinical
Trial Accrual in Community Cancer
Centers,” a roundtable discussion at
ACCC’s 22nd National Economics
Conference

ParTicIPANT 1: Our practice doesn’t
have trouble introducing or “selling”
clinical trials to patients. Our prob-
lem starts and ends with informed
consent. When our patients see the
informed consent [forms], they quit.
It’s multi-page and multi-institution.

MoberaTtoRr: That’s why it’s

important that an experienced staff
member sit down with patients and
go through all the steps involved in

the clinical trial. Our practice often
refers to informed consent as the
“scare sheet,” outlining every side
effect known to man. 'm a firm
believer in informed consent, but it’s
laborious and takes a huge amount
of time.

PARTICIPANT 2: Our program often
does informed consent in two or
three visits. The first visit is, “We’re
going to read this through with you.”
We ask patients to go home, review
their notes, and come up with any
questions they’d like answered in the
next visit. It may be the second or
third visit before the patient signs the
informed consent.

ParTiciPANT 3: Our private prac-
tice uses a clinical research associate,
who also happens to be an oncol-
ogy-certified nurse. And we use
basically the same system. At the
first visit, our physician presents

the clinical trial to the patient and
provides a copy of the informed
consent to take home and review.
Then we give them our CRA’s phone
number and tell them to call with
any questions. At the second visit,
our physicians answer questions and
give patients another opportunity to
discuss the trial before actually sign-
ing the informed consent. It’s been

very successful for our practice.

PARTICIPANT 4: Our practice did a
PowerPoint presentation that went
along with the informed consent. It
got really good feedback from our
patients. Patients said they were able
to better understand the informed
consent when the information was
broken down slide by slide. Patients
take notes during the presentation
and then come back and talk to the
nurse at the next appointment.

PARTICIPANT 1: Does a staff
member present the PowerPoint
slides to patients?

PARTICIPANT 4: We email the
presentation to patients. Most of our
patients come from out of state, so it’s
more convenient.

MobERATOR: From my experience
with clinical trial accrual, probably

25 percent of patients drop out after
going through the informed consent.
And maybe you just have to accept it.
It’s scary for patients to think about

a clinical trial and to read about the
risks on paper. But in the end, 75 per-
cent of patients will sign on to the trial
and go from there. @1
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Increasing Patient
Accrual

Excerpts from “Improving Clini-
cal Trial Accrual in Community
Cancer Centers,” a roundtable dis-
cussion at ACCC’s 22nd National
Economics Conference

ParTicIPANT 1: Here’s one way
our program was able to increase
patient accrual. When patients come
in to see their doctor, we hand them
a questionnaire that asks ques-
tions such as, “Do you ever have
trouble sleeping? Are you receiv-
ing chemotherapy and have these
symptoms? Do you have numbness
or tingling in your fingers or toes?”
Patients just check “yes” or “no”
and hand the piece of paper back to
the physician. Not only does this
information help our doctors see if
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there’s an area that maybe needs to
be presented, but every question is
related to a clinical research trial.
Using this tool, we’ve been able to
refer a lot of patients to supportive
care clinical trials.

PARTICIPANT 2: Our program does
a good job of educating nursing
staff about the different clinical
research trials. Our nurses often
flag patients whose disease is chang-
ing or advancing and who may now
be eligible for a clinical trial.

ParTicIPANT 3: What methods do
you use to educate nursing staff?
Annual meetings? In-service train-
ings? What types of activities can
our program do to get our nurses
on board with clinical trials?

PaRTICIPANT 2: Our cancer pro-
gram holds monthly nursing meet-
ings geared toward different topics.
About once a quarter this meeting
covers clinical trials, educating our
nurses about what trials are avail-
able and open for accrual.

PARTICIPANT 4: Our program has

a website for staff to know which
clinical trials are open and which
have closed. And for every open
protocol a research nurse gives staff
in-service training on the drugs,
potential side effects, and documen-
tation needs. We also assign one
infusion nurse to each trial, so the

research nurse has a contact per-
son within the infusion center. We
started that about six months ago,
and it’s been very effective.

ParTiciPANT 3: How exactly does
that work?

PARTICIPANT 4: Our program has
about six nurses. At any given time
we’re probably referring patients to
between 12 and 15 active trials, so
our nurses usually end up with one
or two [trials] apiece. We’ve set it
up so that even when the research
nurse 1sn’t available, we have our
“primary” nurses and infusion
nurses that can talk about the
clinical trial—even if it’s not at the
research nurse’s level of expertise.

PARTICIPANT 3: From my perspec-
tive, more patients are accrued
when an onsite nurse is available
to enroll patients that day. Not too
many patients want to go to the
hospital or another location. Then
again, our practice has trouble
even staffing a nurse at each of our
practice sites. And when there isn’t
a nurse, there aren’t any accruals.

MoberaTtor: Obviously, we’ve
come up with two relatively simple
ways to increase accrual: adequate
and educated staff and a streamlined
enrollment process for patients.



