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Pediatric trials got a good report card from a
survey that explored the motivators and

experiences of young subjects and their parents.

clinical drug trials is an activity

closely scrutinized by regulators,
bioethicists, ethics committees, institu-
tional review boards, and the popular
press. The FDA acknowledges the vulner-
ability of pediatric subjects and has imple-
mented heightened regulatory safe-
guards. Pediatric clinical trials represent a
powerful, emotional platform because of
the potential for conflict of interest among
a number of parties, including pharma-
ceutical company sponsors, study investi-
gators, and parents.

A number of consumer media articles
have detailed these conflicts and the
implicit or explicit “exploitation” of chil-
dren. As noted in a prominent northeast-
ern newspaper, “an examination of
research in children since 1994 shows
that the potent combination of vulnerable
children, ambitious researchers, potential
profits, and weak oversight can hold great
peril for these children.”! This media
attention comes against a backdrop of

R ecruiting children to participate in
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children as “therapeutic orphans” who
have historically been excluded from the
drug development process. Indeed, many
drugs prescribed for children have never
been tested under controlled clinical trial
conditions in a pediatric population.

Recent and ongoing legislation initia-
tives, incuding the BPCA, the Pediatric
Rule, and the proposed Pediatric
Research Act of 2003, have and will con-
tiue to transform pediatric clinical trials
into an integral part of the drug develop-
ment process. The demand for pediatric
subjects and the recruitment challenge to
fill clinical trials quotas have been
described as a “frenzy”? and exacerbate
concerns regarding adequate protection
of pediatric subjects. Although there is an
ongoing debate over the benefits and pit-
falls associated with pediatric clinical tri-
als, there is relatively little comment from
parents and their children on their motiva-
tions and experiences associated with par-
ticipating in clinical trials.

The few surveys that have been con-

ducted focused on adult subjects’ experi-
ences in clinical trials. In 1982, Cassileth
et al. reported the results of a survey of
295 subjects representing cancer and car-
diology patients and members of the gen-
eral public.3 Most (71%) responded that
patients should serve as research subjects
primarily for altruistic motives. The
authors noted that respondents “view clin-
ical trials as important, ethical, and a
means of attaining superior clinical care.”

Findings of a 1999 CenterWatch survey
of 210 randomly selected volunteers who
had participated in a clinical trial within
the previous year note that “the vast
majority of patients have positive experi-
ences participating in clinical trials.” Nine
out of 10 respondents described the qual-
ity of care and attention they received
during the study as “excellent” or “good,”
and the vast majority (98%) responded
that they would consider participating in
another clinical trial.

The “2001 Will and Why Survey,” con-
ducted by Harris Interactive and BBK
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Healthcare, surveyed 5000 respondents
representing a demographically balanced
sample of the general public.> Again, the
survey findings highlighted the positive
experiences of trial subjects. The authors
also noted that “the survey supports the
belief that clinical research studies are
perceived by the public as treatment
options.”

A pediatric survey

Objectives. A pediatric survey aimed to

determine the specific factors that parents

and their children consider before
enrolling in a pediatric clinical trial,
including

¢ how they became aware of the trial.

e their experience and satisfaction level
associated with participating in the
study.

e their interest in enrolling in future tri-
als, based on their trial experience.
Methods. Respondents represented par-

ticipants enrolled in 21 pharmaceutical

industry-sponsored Phase 1-4 studies
conducted at Pediatric Clinical Trials

International (at Columbus Children’s

Hospital) during May-December 2001. A

total of 132 respondents (74 parents and

58 subjects age 9 or older) completed a

three-page, self-administered question-

naire. Key respondent demographics are

shown in Table 1.

The questionnaire asked how they
became aware of the trial and for their spe-
cific reasons for enrolling in the study,
their satisfaction with treatment, and their
intent to enroll in future studies. Respon-
dents had completed at least 50% of the
treatment associated with their specific
study. The wording of the questionnaire
was modified to be child-friendly, and par-

Therapeutic Areas

Dermatology

Central nervous system/psychiatric
Central nervous system/neurology
Rheumatology

Infectious diseases

Urology

Nephrology

Immunology

Pulmonary
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ents were asked to check to see whether
their child understood and completed all
questions.

Subjects were enrolled in studies repre-
senting a wide range of therapeutic areas
as outlined in the Therapeutic Areas box.

Study findings

Parent and subject awareness. Parents and
their children become aware of pediatric
clinical trials through a wide range of
sources (Table 2). Parents became aware
of studies primarily through advertising
(33%) and their physician (20%). Children
cited their parents or other family mem-
ber (47%) as the primary source. Almost
half (42%) of respondents reported that
they called for details related to a study
within 24 hours of becoming aware, and
over two-thirds (70%) inquired within 48
hours. Nearly half (46%) reported hearing
about the study more than once before
calling for details. Of those who became
aware of the study from a source other
than their physician (n=72), more than
half (56%) did not get their physician’s
opinion of the study.

Parent and subject motivation. Reasons
for deciding to participate in a clinical trial
are presented in Table 3. The primary rea-
son cited was the belief that the clinical
trial therapy would improve the child’s
condition, since current and/or alterna-
tive treatments were either ineffective or
unavailable (88% parents, 52% subjects).
Nearly half of parents (47%) and a some-
what smaller number of subjects (38%)
reported altruism as a significant motive
for enrolling in a trial. Half of the subjects
(51%) and a quarter of the parents (27%)
cited financial compensation as a factor in
their decision to participate. A majority of

TABLE 3 Why enroll?a

Want to get better (improve his/her condition)

Treatments not working/not available
| want to help kids get better

Help doctors/medical community learn more about this condition 20%

Doctor recommended
Mom/Dad recommended
Friend/family recommended
Paid to participate

Other

Totalb

TABLE 1 Respondents2

Patient’s age (n=94)
<6 months 1%
6 months to <2 years 4%
2 years to 12 years 34%
13 years to 21 years 61%
Patient’s sex (n=83)
Female 55%
Male 45%
Parent’s sex (n=69)
Female 87%
Male 13%
Parent’s marital status (n=68)
Married 75%
Single 13%
Separated/Divorced 12%
Annual family income (n=66)
$20,000 or less 14%
$20,001-$40,000 23%
$40,001 or more 63%
Have health insurance? (n=66)
Yes 92%
No 8%

aDemographic characteristics of survey
respondents.

TABLE 2 How did you hear?a

Subject Parent
(n=53) (n=74)

Friend or family member N/A  12%
Mom, dad, or

family member 47%  N/A
Doctor 28% 20%
Friend 3% N/A
Newspaper advertisement  12%  19%
Radio advertisement - 5%
Television advertisement 2% 9%
Other 19% 32%
Don’t remember 2% 3%
Total® 113 100

aResponses to an Awareness question
asking how the subject or parent heard
about PCTI and this study.

bTotals equal more than 100% because of
multiple responses.

Subject Parent
(n=56) (n=71)
29% 68%
23% 20%
27% N/A

38%

9% 10%
30% N/A
5% 8%
51% 27%
11% 13%
205% 184%

aResponses to question that asked why did you consider enrolling (your child) in this study?
bTotals equal more than 100% because of multiple responses.
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TABLE 4 Why research?a

Parent
(n=69)
May be a better treatment 58%
Help medical community
understand this illness 42%
Get paid to participate 20%
Doctor told me to enroll
my child 4%
Could not afford to pay 6%
Other 16%
Total® 146%

aResponses to the question asking parents
why they decided to have their child treated
in the study instead of receiving the usual
form of care provided by their doctor,
hospital, or clinic.

bTotals equal more than 100% because of
multiple responses.

TABLE 6 Participate again?a

Response

Definitely consider (my child) particating in another study
Maybe consider (my child) particating in another study
Definitely not consider (my child) particating in another study

Don’t know
Total®

TABLE 5 Satisfaction?

Subject Parent
(n=54) (n=68)
Much better than

expected 63% 60%
Somewhat better than

expected 6% 12%
As good as expected 20% 26%
Somewhat worse than

expected - 1%
Don’t know 11% 1%
Total 100% 100%

aResponses to a question asking
respondents to describe the level of
medical care that you (your child) received
from the doctor/staff.

Subject Parent
(n=53) (n=67)
49% 76%
25% 22%
19% =
7% 1%
100% 99%

aResponses to questionnaire asking whether subjects and their parents, based on their
experience in the study, would consider taking part in future clinical research.

bTotals do not equal 100% because of rounding.

parents (53%) mentioned that their child’s
condition had been diagnosed for at least
one year, and 22% reported a diagnosis of
five years or longer. Parents were queried
why their child was treated in a study
rather than receiving care from their
physician, hospital, or clinic (Table 4).
Once again, the desire to identify more
effective treatments and altruistic motives
were cited as driving factors.

Parent and subject experience. Virtually
all parents and children stated that the
level of medical care at least met expecta-
tions, with a majority of parents (72%) and
subjects (69%) commenting that it was bet-
ter than expected (Table 5). As a result of
this high level of satisfaction, all the par-
ents and about three-quarters of the pedi-
atric subjects would consider enrollment
in another clinical study (Table 6).

Survey indicators

Respondents view pharmaceutical indus-
try-sponsored clinical trials as an impor-
tant treatment option, and both parents
and their children reported a combination
of altruistic and nonaltruistic motives as
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driving factors for participation. Despite
unbalanced media reports of pediatric tri-
als, both parents and children cited high
satisfaction with their experience and
interest in participating in a future trial.
Participation and satisfaction were
reported across a wide demographic
range.

Compensation of pediatric trial partici-
pants is a sensitive area. A significant
number of parents and patients cited
being paid to participate as a motivational
factor. It is noteworthy that 61% of study
participants were adolescents (13-21
years of age), who as a group are more
responsive to monetary incentives—and
many were enrolled in Phase 1 studies, in
which there may or may not be any clini-
cal benefit.

The reputation and perceived ethics of
the participating institution and the physi-
cian relationship play important roles in
the decision to enroll a child in a study. A
high percentage of parents became aware
of the clinical trial through their physi-
cian, or consulted with their physician as
to the study’s merits. One exception is

among parents with children afflicted with
behavioral health disorders. In general,
this latter group made the decision to par-
ticipate in a behavioral health clinical trial
with little or no consultation with their
physician—primarily due to their dissatis-
faction with their child’s current or previ-
ous therapies.

Selective use of media advertising is an
effective tool for identifying prospective
pediatric trial subjects. Media advertising
is most effective when multiple impres-
sions are made in a short period of time.
The effectiveness of advertising tactics
can be rapidly assessed, because the deci-
sion to take action and call for details
related to a study is made quickly.

As a final comment, it is important that
the consumer media present a balanced
picture of pediatric clinical trials. Mass
media can be a powerful educational vehi-
cle. Presenting an unbiased assessment of
both the pros and cons associated with
pediatric clinical trials helps parents make
informed healthcare decisions on behalf
of their children.
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