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Recruiting adolescents into smoking cessation studies is challenging, particularly
given institutional review board (IRB) requirements for research conducted with ad-
olescents. This article provides a brief review of the federal regulations that apply to
research conducted with adolescents, and describes researchers’ experiences of seek-
ing IRB approval for youth cessation research. Twenty-one researchers provided in-
formation. The most frequently reported difficulty involved obtaining parental con-
sent. Solutions to commonly reported problems with obtaining IRB approval are also
identified. Waivers of parental consent can facilitate recruitment of youths into stud-
ies; however, researchers must ensure that their protocols comply with federal regu-
lations when requesting a waiver.
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The prevalence of adolescent smoking remains unacceptably high. In 2002, 17.7%
of 10th graders and 26.7% of 12th graders reported having smoked in the last
month; 16.9% of 12th graders smoke on a daily basis (Johnston, O’Malley, &
Bachman, 2003). Although the majority of adolescent smokers express a desire to
quit smoking, quit rates among youths have been fairly low (U.S. Department of
Health and Human Services [USDHHS], 1994; Zhu, Sun, Billings, Choi, &
Malarcher, 1999). Without appropriate early intervention, most adolescent smok-
ers can be expected to continue smoking throughout their adult years.
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The evidence base regarding effective tobacco cessation interventions for
youths is small, and experts in the field report that “critical knowledge gaps” re-
main in many aspects of youth tobacco use and cessation (Winickoff et al., 2003).
The Youth Tobacco Cessation Collaborative was unable to identify best practices
for youth cessation because of limited data; they concluded that although promis-
ing approaches exist, rigorous science is required to ensure that effective programs
are developed and disseminated (McDonald, Colwell, Backinger, Husten, &
Maule, 2003). An added challenge for researchers is the frequently reported diffi-
culty of recruiting adolescent participants into cessation studies. Researchers re-
port that recruitment difficulties often stem from institutional review board (IRB)
requirements for research conducted with adolescents, specifically involving is-
sues of parental consent and confidentiality of adolescent reports to research staff
(Backinger et al., 2003; McCormick et al., 1999; USDHHS, 1994).

Because participation in a smoking cessation intervention indicates to parents
that their son or daughter is smoking enough to qualify for such a program, obtain-
ing parental consent requires researchers to share sensitive information (e.g.,
smoking status) of research participants. As a result, many teens inform research
staff that they do not want to participate in the intervention research if their parents
must provide consent. Written parental consent results in study samples that are
not representative of the population of interest with fewer minorities, less experi-
enced cigarette smokers, and fewer high-risk adolescents, as compared to an im-
plied or “passive” consent procedure (Dent et al., 1993).1 Waivers of parental con-
sent can facilitate greater recruitment of youths into studies; however, researchers
need to be aware of the federal regulations and ensure that special considerations
are included in the research protocol when requesting a waiver from their IRB.

This article provides a brief review of the federal regulations that apply to research
conducted with adolescents, and it describes researchers’ experiences of seeking IRB
approval for youth smoking cessation research protocols. The focus is on identifying
both the barriers and innovative solutions to IRB challenges. Solutions to commonly
reported problems will allow scientifically rigorous research to move the field of ado-
lescent smoking cessation forward, establishing a sound evidence base for best prac-
tices in youth smoking. The issues raised in this article likely apply to other areas of re-
search involving adolescent participants, including adolescent substance use and
treatment, a variety of mental health conditions, and sexual behavior.

FEDERAL REGULATIONS RELEVANT
TO ADOLESCENT RESEARCH

In the past 6 years a number of institutions, including several prestigious universi-
ties with substantial federally funded research programs, were temporarily sus-

Implied consent typically involves providing the parents with specific details about the protocol in
advance; unless parents actively object to their child’s involvement, they are assumed to give consent.



RESEARCHERS’ PERSPECTIVES 323

pended from conducting human research by the federal office whose responsibility
includes monitoring research activity with human participants (“A Higher Stan-
dard,” 1999; Begley, 2002; Landers, 2001). In response, IRBs across the country
began tightening up their review requirements to avoid similar suspensions. Re-
search conducted with “special” or “vulnerable” populations, which includes ado-
lescents, has been particularly affected by this shift.

The Federal Policy for the Protection of Human Subjects, Subpart D (2001;
USDHHS, 2001) describes the required protection of children (anyone under the
age of 18) involved as participants in research studies. Subpart D largely focuses
on issues surrounding parental permission. According to the regulations, both pa-
rental permission and adolescent assent (the minor’s agreement to participate)
must be obtained before a minor can serve as a research participant. The regula-
tions also specify circumstances in which the requirement for parental permission
may be waived. IRBs may waive this requirement when (a) the research involves
no more than minimal risk, (b) the waiver of parental permission will not adversely
affect the welfare of research participants, and (c) the research project could not be
practically carried out without the waiver of parental permission. It is important to
note that the terminology of passive or implied consent is not utilized in the federal
regulations; when researchers request to use an implied consent procedure, they
are actually requesting a waiver of parental permission and must meet all three cri-
teria outlined in Subpart D.

In addition to the federal regulations, there have been other important reports
with recommendations for investigators conducting research with children. The
National Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research (1977) detailed additional circumstances where alternative
protective mechanisms might be utilized in place of a required parental permission
component. For example, in some states adolescents can legally receive treatment
for a variety of medical and psychological conditions (e.g., substance abuse) with-
out parental knowledge or permission. Therefore, adolescents should also have the
opportunity to make their own decisions about participating in research relating to
the treatment of these conditions. A recently released Institute of Medicine (IOM)
report (Field & Behrman, 2004) recommended that IRBs consider waivers of pa-
rental permission for adolescent participants when “the research is important to the
health and well-being of adolescents” (p. 19), when it cannot reasonably be con-
ducted without the waiver, or when it involves treatment the adolescent can con-
sent to receive under state laws. In addition to these factors, the investigator should
present evidence that the adolescents are capable of understanding the research
project and their rights as a participant, and show that the protocol contains safe-
guards to protect the adolescent from research risks. In addition to the issue of
waivers of parental consent, the IOM report reviews the federal regulations sur-
rounding research with children and provides thoughtful, detailed recommenda-
tions for investigators, IRBs, and governmental and research organizations (Field
& Behrman, 2004).
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METHOD

To further investigate the difficulties of conducting teen smoking cessation re-
search given IRB interpretations of the federal regulations, tobacco researchers
shared detailed information regarding their teen cessation interventions and their
experiences in obtaining IRB approval.

The information used to write this article was collected from the experiences of
researchers who have engaged in smoking cessation research with youths. A direct
query was posted to the Society for Research on Nicotine and Tobacco (SRNT)
listserv. SRNT is a professional organization to which many researchers conduct-
ing smoking cessation research belong. In addition, specific requests to share “les-
sons learned” were sent to 12 funded investigators of ongoing cessation trials.
These investigators were identified by the program director for youth tobacco re-
search in the Tobacco Control Research Branch of the National Cancer Institute.
Researchers with experience in the area of youth smoking behavior constructed the
questions of interest. These questions were e-mailed to researchers, and responses
were returned via e-mail or phone.2

Researchers who responded provided information about their professional af-
filiation and their experience serving on IRB committees. In addition, researchers
provided specific details about the cessation program being evaluated or studied
(e.g., setting, format, type of treatment, age range targeted, etc.). Several questions
were asked concerning the IRB requirement of parental consent (e.g., Did re-
searcher request a waiver of parental permission?, Did the IRB have concerns?,
Was a waiver granted?, etc.). Additional questions included the following: Was the
IRB approval for evaluation only or did it also include the intervention activities?
Were researchers required to inform parents that their teen was seeking assistance
in smoking cessation? Did the IRB express concerns about protecting teens’ confi-
dentiality? Were there any complaints or unexpected problems reported to you?
What IRB barriers most concern you? What are your most successful solutions?

Participants

Table 1 displays characteristics of the smoking cessation researchers who provided
information for this article. Twenty-one researchers responded to the questions: 16
from the SRNT listserv and 5 from direct queries to funded researchers. The re-
searchers who provided information for this article represent approximately 20%
of the investigators who received funding for youth smoking cessation in fiscal
years 2000 through 2002 (Backinger et al., 2003). Most of these individuals de-
scribed their professional affiliation as a university or academic setting (n = 18).

2A complete list of questions can be obtained from Kathleen R. Diviak.
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TABLE 1
Smoking Cessation Researcher Characteristics

Variables n %
Source

SRNT listserv 16 76%

Direct query 5 24%
Work setting

University or academic 18 86%

Hospital or medical center 8 38%

Independent research 1 5%

Public health department 1 5%
Ever served on IRB?

No 15 71%

Yes 6 29%

Note. N =21. SRNT = Society for Research on Nicotine and To-
bacco. IRB = Institutional Review Board.

The remaining respondents were employed in hospitals or medical centers (most
were teaching institutions), independent research settings, or the state department
of public health. Six of the 21 researchers who provided information reported that
they have served on an IRB committee at some point in their careers.

SMOKING CESSATION INTERVENTION
CHARACTERISTICS

The youth cessation interventions being studied by these researchers were diverse
in their characteristics. Some programs were offered in multiple settings. The set-
tings of the interventions were varied and included the following: medical clinics
(n="17), schools (n =9), community organizations (n = 4), and other settings (n =3;
e.g., adolescent substance abuse clinic, Internet-based interventions, self-help in-
terventions, etc.). Approximately half of the programs were presented to teens in a
group format, and half were individual treatment programs. The age range targeted
by these programs tended to be high school-age adolescents ranging from 13 to 18
years old; however, two programs targeted adolescents as young as 11 to 12
years old.

The treatment characteristics of these programs covered a complete range of
smoking cessation intervention components. The most common intervention com-
ponent involved in-person behavioral counseling (13 programs). Six programs in-
volved pharmacological treatments such as nicotine replacement or use of the pre-
scription medication buproprion for smoking cessation. Three of the programs
involved physician advice, 8 involved phone counseling, 4 included Internet-based






























