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Position Statement

Protection of Children Involved in
Research Studies

Practitioners must become involved in
research in order to provide quality
health care and evidence-based prac-
tice to all pediatric clients in an ever-
changing practice environment. This
allows best practice standards to be es-
tablished for all parameters of pedi-
atric health care, including assessment,
diagnosis, management, and evalua-
tion of care. Evidence-based research
practice has the potential for signifi-
cant improvements in pediatric health
care. Practice improvements and
changes occur when research is ac-
tively pursued, evaluated, and applied
to clinical assessment and decisions.
The National Association of Pediatric
Nurse Practitioners (NAPNAP) ac-
knowledges the need for evidence-
based practice in the clinical setting
and its dependence on continuing re-
search including research involving
children.

Pediatric Nurse Practitioners (PNPs)
need to be cognizant of the safety, pri-
vacy, and ethical issues involved in con-
ducting or participating as clinical in-
vestigators in all areas of pediatric
research. Health care research involv-
ing children involves specific ethical
criteria that must be considered by par-
ents and/or legal guardians (Society
for Research in Child Development,
1990). Children are a vulnerable popu-
lation and must receive added protec-
tion with regard to confidentiality and
exposure to undue risk (AAP, 1995a).
There are unique issues related to con-
sentand assent in pediatric research. In-
formed consent must be obtained from
the parent or guardian, with the under-
standing that they are acting in the best
interest of the child, and assent from the
child when the child is of sufficient ma-
turity and capacity to give consent
(AAP, 1995a; Lindeke, Hauck & Tanner,
2000; Albert Einstein College of Medi-
cine, 2003). The Code of Federal Regu-
lations (DHHS, 2001) states that the de-
cision to obtain assent from a child
depends on age, maturity, and psycho-
logical state. Consent should be given
only after a clear and understandable
explanation of the study purpose, pro-

cedures, and risks/benefits of partici-
pation have been reviewed, with provi-
sion of medical translation services as
necessary. It should be clearly stated
that participation in the research is vol-
untary and that non-participation in or
subsequent withdrawal from the re-
search will not affect the care and treat-
ment that the child would otherwise
have received. Adequate time must be
allowed for the child and family to ask
questions about the research and to re-
ceive answers prior to obtaining assent
from the child and consent from the
parent or legal guardian. PNPs of fami-
lies participating in research are advo-
cates for the family ensuring adequate
sources of information prior to consent
and monitoring during their research
participation. PNPs should encourage
parents to pose questions about re-
search participation including ques-
tions about participant obligations,
foreseeable adverse events, history of
related trials, safety provisions, and po-
tential outcomes. PNPs should be
aware that notification of the progres-
sion of study, untoward adverse events
associated with participation in the
study, and final results must be com-
municated to all study participants on
an ongoing basis.

All research designs must attempt to
have the potential benefits to the child
and the family outweigh the potential
risks. Risks in children are unique and
include physical, psychological, and
emotional harm, pain, discomfort,
and anxiety to the child and/or the fam-
ily. The child’s level of development, re-
lationship to caregivers, and previous
experience in the health care environ-
ment must be considered when plan-
ning research. Special populations of
children, such as children with chronic
or terminal illness, children with special
health care needs, and children with dis-
abilities, need extra protection.

All research studies involving chil-
dren should be reviewed and approved
by an Institutional Review Board (IRB)
that protects the rights and welfare of
children and families who take part in
research. The IRB should ensure that
ethical principles governing the protec-
tion of research participants as well as
federal regulations, state law, and local
institutional policy are applied to re-
search activities. Additionally, re-
searchers should have access to an
Ethics Committee, which includes
members with experience in or knowl-
edge of children and child develop-
ment, whenever there are potential eth-
ical concerns. Ethics Committees have a
responsibility to advocate for the inter-
ests and needs of children.

Children should enjoy equal access
to existing as well as new therapeutic
agents and be included in formal clini-
cal pharmaceutical studies when the
drug offers potential benefits to them
(AAP, 1995b). In most cases, studies in
children should be preceded by adult
clinical trials to provide preliminary
pharmacokinetic, safety, and efficacy
data. In some instances, drugs intended
to treat specific diseases that primarily
or exclusively occur in children may be
studied initially in children.

The National Association of Pediatric
Nurse Practitioners (NAPNAP) ac-
knowledges the need for evidence-
based practice in the clinical setting and
recognizes that continuing research, in-
cluding research involving children,
will be required to gather that evidence.
Therefore, NAPNAP advocates for:

1. Research where minimal risk to the
child is involved, potential benefits
outweigh risk or in the special cir-
cumstance where the patient out-
come is predetermined to be poor,
the information gained would con-
tribute to improved care to the pop-
ulation under study and/or gener-
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alizable knowledge to implement
care of children.

2. Evidence-based research to en-
hance evidence-based practice by
all pediatric health care providers.

3. Protection of confidentiality and
privacy throughout all research ac-
tivities.

4. Research that recognizes, respects,
and considers cultural differences
and the special needs that these dif-
ferences may require.

5. Research protocols that are founded
on “sound science” and will answer
the question under study.

6. Research that is planned and con-
ducted in a manner most likely to
achieve a valid and successful con-
clusion in a cost-effective way.

7. Research studies involving chil-
dren that take place in an environ-
ment that provides for the ethical
treatment of children and the phys-
ical, emotional, and psychological
safety of the child and the family.

8. Research guided by the ethical
principles of: respect for person,
beneficence, and justice (DHEW,
1979).

9. Ongoing continuing education for
all pediatric health care providers
in the area of pediatric research and
its application.

NAPNAP strives to support the
quest for improved care through re-
search and to assist members in partic-
ipation in research protocols. Research
is essential to advance knowledge
about children’s health and develop-
ment. Research involving children
should be based on sound scientific
concepts and should pose questions of
importance to children and families.
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Adopted by the National Association of
Pediatric Nurse Practitioners’ Executive
Board on March 11, 2004.
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