TABLE 2—Ways to Address RE-AIN®® Issues in Efficacy and Effeciiveness Siudies

Reach

Eificacy or Effectiveness

Adoption

Implementation

aintenance

Efficacy trials
(Phase Il
research)

Have specified inclusion
criteria or purposeful
selection, but participants
will be volunteers in a
specific research setting,

Report exclusions,
participation rates,
dropouts, and
representativeness on

key characteristics.

tfiectiveness trials Include all relevant members

in defined of a defined population.
poputations Report exclusions,

(Phase IV participation rates,
research) dropouts, and

representativeness.

tion must also have high reach. To the Im-

paci=R x E lormula, we would add a third

upmlun mmlummauon (1). As discussed

3

iscin et &1 a program cannot be effec-

tive n" it is not implemented. Thus, we pro-

that mdiidual-level Impact=R x E x

3} individuai—level focus is, however, not
suificient. An

ceptable to and adopted by a v

intervention also has o be ac-

y of inter-

vention seitings, and to be implemented rela-

tively cunsmemly by different intervention
agents. In other words, the parallel setting or
organizational-level impact formula should be
Organizational Impact (OI)= Adoption (A) x
Implementation (I). Several authors have

disc

1ssed issues of nesting and setting fac-

tors and how io adjust individual-level
eifects for issues of nonindependence. How-
ever, to our knowledge, the A x I=0I for-
mula for estimating the impact of an interven-
tion across settings has not been discussed,
withy the exception of an early related pro-
posal by Kolbe*® that Impact=Effectiveness x
Dissemination x Maintenance. It is important
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Measure outcomes using
intent to treat
assumptions or
imputation of missing
values and a high level
of rigor.

Assess both positive
(anticipated) and
negative (unintended)
outcomes.

Reporl effects of moderator
variables.

Address as above, though
measures are usually
more limited.

Include economic

Have potential adoptees
assess fit of prototype
intervention to their
setting.

Include “proxy measures” of
adoption, such as
participation among
those staff members of
2 system who will
parlicipate in the study.

Assess willingness of

stakeholders from multiple

settings to adopt and
adapt the program.

Collect data on likely
treatment demands.
Evaluate delivery of
intervention protocol
by different intervention
agents (usually research
staff).

Assess staff ability to
implement key
components of the
intervention in routing

Assess recidivism among
participants.

Engage potential community
settings in strategic
planning efforts from
the outset.

Document extent to which
research protocol is
retained by setting/agency
once the formal study is
completed.

Assess continuation of
program over time,
and especially after

research phase

outcomes. Report on representativeness
of settings, participation
rate, and reasons for

declining.

ic emphasize that in terms of overall public
health effect, adoption and implementation
are as important as reach and efficacy, and
that we need more emphasis on studies of or-

ganizational- and system-level factors.

3. Include external validity reporting criteria in

3

auihor guidelines. in medicine, a widely

agreed upon set of criteria for reporting the
vesulis of randomized clinical trials has been
d. Known as the CONSORT crite-
ria,”” these reporting standards have been

develope

widely adopted by leading medical journals
and have helped to increase the quality of
published research. As helpful as the
CONSORT criteria are, they are almost exclu-
sively concerned with issues of internal valid-
ity. Only 1 out of 22 recommendations di-
rectly addresses external validity issues®: in
contrast to the other very specific and con-
crete crileria, it simply states “Generalizability
(external validity) of the trial findings” and
provides no guidance as to how this issue
should be reported.

Evaluate consistency of

Glasgow et al.

practice. concludes.

Systematically program
intervention delivery for and evaluate the
by agency staff who level of institutionalization
are not part of of the program elements
research team. after formal study

assistance is terminated.

We propose the following 7 additions to
g CONSORT criteria, which would
help greaily to increase aware

i)ort:izw on external valid

the

ness of a

current state ofbaf

50 biased toward reporting on internal val
ity issues that it is difficult to draw

clusions about generalization. In particular,
there has been a sericus lack of attention to
issues of representativeness, especially at the
level of settings and intervention agents.”*%%
This becomes even more problematic when
the evidence upon which meta-analyses and
practice recommendations are based consists
largely or solely of efficacy studies of un-
known generalizability.

The 7 items that we propose below
should apply to both efficacy and effective-
ness studies. They would not require a great
deal of additional journal space and are de-
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scribed below in the same format as existing
CONSORT items. These criteria were re-
cenily added by the Evidence-Based Behav-
ioral Medicine Committee of the Society of
Behavioral Medicine™ to their recommenda-
tions for reporting on behavioral interven-
tion studies.

a. State the target population to which the
study intends to generalize.

b. Report the rate of exclusions, the participa-
tion rate among those eligible, and the repre-
sentativeness of participants.

c. Report on methods of recruiting study set-
tings, including exclusion rate, participation
rate among those approached, and represen-
tativeness of settings studied.

d. Describe the participation rate and charac-
teristics of those delivering the intervention.
State the population of intervention agents
that one would see eventually implementing
the program and how the study intervention-
ists compare with those who will eventually
deliver the intervention.

e. Report the extent to which different com-
ponents of the intervention are delivered (by
different intervention agents) as intended in
the protocol.

f. Report the specific time, and costs required

io deliver the intervention.

¢. Repori on organizational level of continu-
ance, discontinuance or adaptation in modi-
fied form of the intervention once the trial is
completed, and individual-level mainienance

to clinicians, health directors, and decision-

=

makers responsible for selecting prevention
and heslth promotion programs. In fact, we
think that these parties already make implicit
use of these dimensions. Making them explicit
should aid reading of the literature and guide
more informed program selections.

4. Increase funding for research focused on
moderating variables, external validity, and ro-
bustness. The large imbalance between the ex-
tent to which health prometion investigations
focus on internal validity and the extent to
which they focus on external validity will not
be remedied without substantial changes in
funding priorities. Table 3 lisis several recom-
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TABLE 3—Recommendations for
Funding Organizations to Accelerate
Transfer of Research to Practice

- Solicit proposals that investigate interventions in
multiple setlings and especially settings that are
representative of those 1o which the program is
intended o generalize.

- Fund innovative investigations of ways to enhance
reach, adoption, implementation, and
maintenance (which have all been
de-emphasized relative to efficacy).

> Require standard and comprehensive reporting of

xclusions, participation rates, and
representativeness of both participants and
settings.

+ Fund cross-over designs, sequential program
changes, replications, multipte baseline, and
other designs in addition to randomized
controlled trials that can efficiently and
practically address key issues in translation.

« Invite programs that investigate and can
demonstrate quality implementation and
outcomes across a wide range of intervention
agents similar to those present in applied
settings.

* Require a mainienance/sustainability phase in
research projects and implementation of plans {o
enhance institutionalization once the original
research has been completed.

+ Fund competitive proposals o investigate long-term
effects and sustainability of initially successful
interventions.

- Encourage innovation in intervention design and
standardization in reporting on process and
outcome measures at both individual and
setting/intervention agent levels.

= Request more cost-effectiveness studies and other
economic evaluations that are of interest to
program administrators and policymakers.

mendations for funding organizations that
would help correct this imbalance.

These recommendations would have 2 ef-
fects. The first would be to increase the small
number of well-conducted effectiveness stud-
ies now available. The second would be to
increase the relevance of efficacy studies for
practice by focusing attention on moderating
variables and the range of conditions, set-
tings, intervention agents, and participants to
which the results apply. Such refocused fund-

ing priorities should also increase under-
standing of health disparities and help reduce
them, since more research would be con-
ducted involving minorities and low-income
settings. Finally, funding organizations might
explicitly have reviewers rate proposals on
their likely robustness or potential for wide-
spread application and impact. This could be
done by methods described in the Guide to

Community Preventive Service

In summary, at least part of the reason for
the slow and uneven translation of research
findings into practice in the health promotion
sciences is lack of atiention to issues of gen-
eralizalion and exiernal validity (moderating
factors that potentially limit the robustness of
interventions). There also needs to be a

greater understanding of, and research on,
16,5556

setting-level social contextual factors.
these issues were addressed in the design
and reporting of efficacy as well as effective-
ness studies, it would greatly advance the
current quality of research and our knowl-
edge base. These issues are {0 & large extent
under the control of researchers, reviewers,
and funding organizations, and we have

Iisted actions that each of th
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