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Introduction
The Coalition of Cancer Cooperative Groups (CCCG) was commissioned by the Global
Access Project (GAP) of the National Patient Advocate Foundation (NPAF) to establish
methodologies and metrics to assess changes in U.S. cancer clinical trials participation on
a national level as it relates to the changing external environment, with particular
emphasis on community-based oncology practices.
CCCG has previously reported on baseline methods and methodologies concerning
patient accrual to publicly-sponsored U.S. cancer clinical trials. That analysis, reported to
GAP in February 2006, established baseline accrual for ten consecutive quarters from
January 1, 2003 through June 30, 2005 using data from the Clinical Data Update System
(CDUS) of the National Cancer Institute (NCI). The analysis found that accrual onto
NCI-sponsored studies remained relatively stable throughout that time period. Given that
baseline data on patient accruals onto publicly sponsored U.S. cancer clinical trials were
previously limited; this analysis stands alone as a useful national accrual measure.
Additionally, with replication of the study over time, future changes in clinical trial
enrolment should be identifiable as deviations from these stable patterns that warrant
additional follow-up and investigation.
A supplement component of that analysis was to develop a national survey tool directed
towards sites that perform cancer clinical trials (CCTs), to establish baseline quantitative
and qualitative measures of clinical trials activity, attitudes, adjustments and trends that in
the external environment that may affect continued clinical trials participation.
The survey tool was developed by the CCCG working with Jon Miller PhD, of the
Michigan State University, in collaboration with the GAP Steering Committee in the fall
of 2005. The survey was designed in late 2005 and fielded in February 2006.

Methodology
Sites were selected from those who had reported participation from 2000-2005 in the
CDUS data base. A total of 1,406 sites reported one or more patient enrollment during

that time period. Nine-hundred seventy-nine sites (979) reported at least one patient
enrollment in 2004 which was the base year for comparison within the survey. Site
categories included:
1)
2)
3)
4)
5)

Academic sites-NCI designated Cancer Centers/University Hospitals;
American Academic Medical College (AAMC) affiliated hospitals-generally,
large community hospitals;
NCI grant funded Community Clinical Oncology Programs (CCOPs);
independent CCOP affiliated sites; and
non-CCOP associated community hospitals and practices.

Forty-six (46%) of the 21,903 patients accrued in 2004 were from academic sites; 20%
were enrolled from non-CCOP community sites and the remainder from the other
categories. Because of the disparate types of sites and accrual pattern, a disproportionate
sample of 400 sites was constructed within each category and a probabilityproportionate-to-size (PPS) selection procedure was used.
The survey was designed to evaluate accrual onto NCI sponsored and other trials,
dynamics of the practices, and attitudes toward the external environment as it might
affect continued clinical trials participation. Sites were asked to supply data comparing
two three-month periods: the second quarters of 2004 and 2005.

Results
Overall, there was a 28% response rate which was evenly distributed across sites. While
this response rate is consistent with the literature regarding medical office practice
surveys, numerous and repeated attempts were made to increase the response rate across
strata including personal letters, phone calls and email messages. The most common
reasons for non-completion related to lack of available data in a simple format and lack
of time to complete the questionnaire. In response to the latter, a further attempt was
made by the study team to improve response rates by substantially abbreviating the
questionnaire and resubmitting to the field.

Response rate by stratum
Type of CCT Site

Original Sample

Responses

Response Rate

Academic

90

23

25.6%

AAMC Affiliated

66

15

22.7%

CCOP/MBCCOP

49

13

26.5%

CCOP component

80

18

22.5%

Non-CCOP community

97

32

33.0%

382

101

28.3%

Total
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Also see chart page 6 indicating survey respondents by state.
A comparison of accrual from 2004-2005 (weighted for total accrual across the system)
indicated a modest increase in clinical trial activity, from 27,000 to 28,400 (a 5.6%
increase), with the major increase being in participation in industry studies, particularly
from academic institutions.
Estimated CCTs Enrollments by Type of Study Sponsor, 2004, 2005 (in thousands)

2004 Total: 27.0

30

2005 Total: 28.4
1.8

2.2

25

5.5
5.8
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Other
Local
Industry
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6

4.8

10
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15
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5
0

Sites were asked whether they expected there would be a change in their participation
level in the following year in either government or industry sponsored trials. The
responses indicated that most sites were contemplating an increase in industry sponsored
trials.
Expected number of government funded CCTs open in the next year
Type of Site

Increased

No change

Decreased

N

Academic

39%

35%

26%

23

AAMC Affiliated

33

53

14

15

CCOP/MBCCOP

16

68

16

13

CCOP component

39

50

11

18

Non-CCOP community

22

66

12

32

Total

28

57

15

101
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Expected number of industry funded CCTs open in the next year
Type of Site

Increased

No change

Decreased

N

Academic

74%

17%

9%

23

AAMC Affiliated

61

33

6

15

CCOP/MBCCOP

54

46

0

13

CCOP component

44

50

6

18

Non-CCOP community

34

54

12

32

Total

48

43

9

101

Sites were asked to answer a series of questions concerning the external funding
environment as it relates to clinical trials accruals. A zero (disagree completely) to 10
(agree completely) scale was used. Aggregate scores are provided, since there is not
enough power within cells and rankings to compare responses within institutional
categories. Scores are presented as the mean (standard error of the mean). There is a general
consensus (range 6.7-8.0), though, that clinical trials accrual might be substantially
affected if public and private insurers provided reimbursement units for physician time in
explaining trials to patients.
•
•
•
•
•
•
•
•
•

The current level of reimbursement for clinical costs of Medicare is adequate:
3.5(.31)
The current level of reimbursement for clinical costs of private payor is adequate:
4.8(.28)
The current level of reimbursement for government research costs for patients is
adequate: 2.2(.23)
The current level of reimbursement from drug companies for research costs for
patients is adequate: 5.9(.24)
If CMS reimbursement continues to decline we will have to reduce the number of
patients that we enroll in clinical trials: 5.9(.32)
If CMS reimbursement continues to decline we will have to reduce our staffing
for clinical trial enrollment and management: 5.4(.33)
If Medicare and insurers provided time or reimbursement units to physicians to
explain clinical trials to patients, number of patients enrolled would increase:
7.6(.23)
Considering current level of reimbursement, more industry trials then government
trails are planned for the future: 5.8(.28)
Current CMS reimbursement rates have no negative impact on enrollment in
clinical trials: 4.1(.33)

Comparisons between 2004 and 2005 regarding practice patterns within responding
clinical trials sites.
The following charts indicate responses to the survey that relate to changes occurring
within the surveyed practices. Practices were asked to indicate an increase, no change or
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a decrease. Interestingly, there was little variability within the type of practices surveyed.
For purposes of the Executive Summary, the overall response will be presented, since in
most instances there is little variation in reported responses, and the data are not robust
enough to verify trends within various institutional categories.
Change in number of visits scheduled per patient:
Increased
No Change
Total:
30%
64%

Decreased
6%

N
101

Change in separation of office visits and chemotherapy:
Increased
No Change
Decreased
Total:
29%
70%
1%

N
101

Change in treatment delays waiting for insurance authorization:
Increased
No Change
Decreased
Total:
37%
63%
0

N
101

Change in number of new patients accepted:
Increased
No Change
Total:
39%
56%

N
101

Decreased
5%

Change in number of new Medicare patients with supplementary coverage:
Increased
No Change
Decreased
N
Total:
20%
74%
6%
101
Change in number of new Medicare patients without supplementary coverage:
Increased
No Change
Decreased
N
Total:
23%
71%
6%
101

Discussion
From the preliminary analysis of the responses to a survey of a national sample of cancer
clinical trial (CCT) sites, it appears that there has been relatively modest change during
the reported baseline time periods of 2nd quarter 2004 and 2nd quarter 2005 in the three
areas studied: enrollment activity, attitudes among staff, and emergent trends. In the area
of enrollment activity, there was a modest increase in overall enrollment in CCTs of
about 5% during the timeframes assessed, with the greatest growth being in studies under
industry sponsorship. Further examination of the distribution of enrollments by the type
of site indicates that the only category in which enrollment reportedly declined between
2004 and 2005 was for non-CCOP community-based sites (-18%). Many of these sites
are group oncology practices located outside hospitals and these groups have been
enrolling somewhat fewer patients in government-sponsored trials and have significantly
decreased enrollments in local or other sponsored trials. These non-CCOP community
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sites reported a slight increase in enrollments in industry-sponsored trials, but the growth
in this area did not offset the decreased enrollments in other kinds of trials
One question within the CCT community is whether the reimbursement changes
implemented so far and those anticipated for the near future might discourage sites from
opening government-sponsored trials. And, given the generally more favorable
reimbursement systems offered in many industry-sponsored trials, it has been anticipated
that there may be some movement toward enrolling more patients in industry trials. In
this study, respondents were asked to indicate the likelihood of changes during the next
year in the availability of government-sponsored, industry-sponsored, and other CCTs.
On balance, more sites expect to open more trials of both kinds than to decrease the
number of open trials. A higher percentage of sites (48%) expect to increase their
industry sponsored CCTs than sites increasing their government-sponsored trials (28%).
Academic CCT sites appear to expect the most change, with 74% expecting to increase
their industry sponsored trials. Only 35% of academic sites report that they expect no
change in the number of open government funded studies, and only 17% expect no
change in the number of industry funded trials...
When assessing attitudes, the study found that reimbursement environment concerning
CCTs is generally viewed in a negative light, and the pressures of adequate
reimbursement may influence staffing, enrollment and management operations in the
future. There was a general consensus that if Medicare and other insurers provided time
and reimbursement units to explain clinical trials to patients, numbers of enrollments
would increase.
About 40% of surveyed sites reported that there has been an increase in the number of
new patients accepted into their practices and an increase in the number of visits per
patient. It appears that CCT sites are serving more Medicare patients with supplemental
coverage or no supplemental coverage than they did the previous year. The rate of
increase in Medicare patients without private supplemental coverage was lower among
non-CCOP community sites than the overall average.
In summary, the survey indicates that clinical trials enrollments remained relatively stable
during the time frame evaluated, with some shift towards industry sponsored trials. There
is continued concern that the unfavorable reimbursement environment may affect both
enrollment and the types of studies CCT sites would entertain. CCT sites are accepting
more patients, and presumably, more clinical trials candidates with reported increases in
all categories of practices. It remains to be determined what the overall impact of the
external environment will be in coming months to years on the clinical trials process.
Replication of this survey instrument is recommended on a frequent, sustained basis, i.e.
quarterly or semi-annually, to further assess activity and attitudes against these baseline
patterns, as well as reveal emergent trends.
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CCT Survey Respondent Sites by State
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