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Abstract
Although the selection of appropriate clinical sites has a significant impact on the successful
conduct of clinical trials, no generally accepted model is available for site selection. Use of an
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appropriate site selection process is even more pertinent when conducting large scale, practical
clinical trials in practice settings.

This report provides a rationale for selecting sites by identifying both a set of basic site selection
criteria important to most trials as well as criteria specific to the features of a particular study’s
design. In this two-tier system, although all these criteria must be met, some criteria are firm and
viewed as essential for a site to conduct the trial. Other criteria, such as those that support study
recruitment or participant retention, are flexible. These flexible criteria may be addressed through
several alternative solutions that meet the original intent of the criterion.

We illustrate how the study specific features and requirements of Stimulant Reduction
Intervention using Dosed Exercise (STRIDE), a multisite clinical trial evaluating the efficacy of
exercise or health education, added to treatment as usual for stimulant abuse are linked to firm and
flexible site selection criteria. We also present an iterative, multi-step approach to site selection
including building awareness about the study and screening and evaluating sites using these
criteria.

This simple model could maximize the chance that selected sites will implement a study
successfully and achieve trial aims. It may be helpful to researchers who are developing criteria
and methods for site selection for specific clinical trials.

Keywords
Site selection; clinical trials; effectiveness; efficacy; substance use; exercise

1. Introduction
Site selection has a significant impact on the successful conduct of clinical trials. Often
clinical trials do not achieve recruitment targets, have substantial missing data due to
attrition or missed contacts, or have other data quality concerns. Any of these can
compromise achievement of trial aims or the generalizability of findings. In efficacy trials it
is not uncommon for a third of sites to recruit no patients, and a third to recruit 70–80% of
the targeted enrollment [1], raising questions about generalizability. Although there is
substantial attention paid in the literature to selecting study participants, there is no generally
accepted model or tools available for use in site selection. Matching the criteria for selection
of study sites to the requirements and specific features of a trial increases the chances that
the trial will be conducted efficiently and that sufficient data of good quality will be
available to achieve the study aims.

Site selection criteria for efficacy trials focus on qualifications, experience and reputation of
the investigator; availability of local patients, labs, data about the patient population, and
presence and quality of the local Institutional Review Board (IRB) [1]; prevalence and
incidence of the disorder to be studied [2]; and adequacy of staff and facilities, time,
commitment, competing demands, security and storage [3]. These characteristics are
necessary but not sufficient to support good study performance.

Clinical research networks [4], such as those for cancer or cardiovascular diseases [5,6],
psychiatric disorders [7–9] and substance abuse [10] allow for the conduct of trials in real-
world populations that are more generalizable than the typical efficacy samples recruited in
research settings [11]. Descriptions of network trial infrastructures can be found in the
literature [12,13]. However, we were unable to locate any guidance about how to select real-
world sites that will perform well in a hybrid efficacy/effectiveness model for a practical
clinical trial.
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This report aims to provide a step in the development of a model and tools for use by
researchers in selecting trial sites. It describes the rationale for determining site selection
criteria and illustrates site selection methods for the Stimulant Reduction Intervention using
Dosed Exercise (STRIDE) study. STRIDE is a multisite clinical trial evaluating a novel
intervention for adults with stimulant abuse, treated in community-based addiction treatment
programs in the National Institute on Drug Abuse’s (NIDA) Clinical Trials Network (CTN).
The model for identifying selection criteria and selecting sites is applicable to trials at any
point on the efficacy/effectiveness continuum.

2. METHODS
2.1. Description of the NIDA Funded Clinical Trials Network (CTN)

The CTN develops and implements clinical trials that generate and validate treatments that
address the practical needs of community-based addiction treatment providers [10]. The
CTN infrastructure includes geographically diverse nodes. Each node includes a university-
based regional research training center, led by a Principal Investigator (PI), a researcher, and
partnerships with public and private community-based addiction treatment providers and
other providers that treat patients with addictions (Community Treatment Programs [CTPs]),
referred to here as sites). The regional research training center provides research and
administrative oversight of studies conducted in its affiliated sites with the assistance of
NIDA’s Center for the Clinical Trials Network and central data and clinical coordinating
centers. Lead Investigators of CTN studies select sites for trials from among the large group
of community-based treatment programs affiliated with or interested in affiliation with the
CTN.

2.2 Description of the Study
STRIDE, which is in the process of implementation at the time of submission of this
manuscript, aims to compare the efficacy of high intensity exercise or health education
added to substance abuse treatment as usual in 330 stimulant-abusing adults in nine
addiction treatment sites. Description of the study rationale and design will be reported
elsewhere. Participants are randomized to receive supervised exercise or health education
three times a week during a 12-week acute phase intervention. This is followed by combined
home based and weekly supervised exercise or weekly health education for 24 additional
weeks in a continuation phase, a total of 60 scheduled visits. This is a marathon compared
with most substance abuse treatment trials.

STRIDE is a hybrid efficacy effectiveness trial. Study interventions are added to treatment
as usual in community-based treatment sites for patients with minimal exclusion criteria,
enhancing external validity and generalizability. However, exercise is a novel intervention
for the treatment of stimulant abuse. It is therefore also important to enhance internal
validity to help determine the efficacy of this new intervention. Designed to meet both
requirements, study entry occurs while each participant is in a restrictive residential
treatment setting to increase the chance that participants will be present to receive the initial
dose of study interventions. Interventions continue as the participant is discharged to
community-based outpatient treatment, aftercare, and/or 12 step groups over the course of
36 weeks of drug treatment as usual. The primary outcome, percent of days abstinent, is
evaluated during the acute phase of the study. The study is being conducted by a study Lead
Investigator and study team (MHT, DW, TG, KR), located at the University of Texas
Southwestern Medical Center. Research teams with a site Principal Investigator, project
manager, two research coordinators, and exercise and health education facilitators are
located at each participating site. It is being conducted in accordance with the principles of
the Declaration of Helsinki. Sites were selected for two waves with wave 1 beginning
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enrollment about 7 months before wave 2 to allow for any implementation issues to be
identified and resolved in a smaller group of sites.

2.3. Rationale for Determining Site Selection
To develop a set of criteria to use for site selection for STRIDE, we saw the need for basic
standard site selection criteria as well as those driven by the study design. Table 1
summarizes both.

2.3.1. Basic Site Selection Criteria—There are basic requirements for sites common to
most trials. These characteristics, such as access to the study population; availability of
space for research staff, equipment and storage; ability to identify a site Principal
Investigator and research team; access to an IRB; and lack of competing demands, such as
multiple other studies, that would interfere with the conduct of the study, were necessary for
participation in STRIDE or any other study. All these requirements were firm.

2.3.2. Site Selection Criteria Associated with STRIDE Design Features—
However, the STRIDE study design also has a number of novel features, developed to meet
its requirements for internal and external validity, each of which suggested specific site
characteristics that could increase the site’s chance of being successful in the study. Some
criteria were firm requirements while others were more flexible indicators that signaled how
a site might perform in key areas such as recruitment and retention. The flexible criteria had
to be met but they could be met with an alternate solution that met the original intent of the
criterion.

2.3.2.1. Use of a novel intervention – exercise or health education: Using exercise as an
augmentation intervention with stimulant abusers is novel and study visits are integrated into
a participant’s treatment day. A participating site therefore had to have the flexibility to
allow this novel intervention to be added to usual treatment as well as to allow for frequent
exercise or heath education study visits during the treatment programs.

2.3.2.2. Maintaining the integrity of the intervention: As well, since STRIDE evaluates
the efficacy of exercise or health education, the dose of exercise received is best tracked and
managed in both groups. Although step counters are worn by participants to measure
activity levels, participants’ access to exercise outside study intervention visits had to be
limited while in the residential setting. If the dose of exercise received by participants is
dissimilar to that required by the study, it would be more difficult to assess whether our
intervention is efficacious. As well, if the participants receiving health education increase
their frequency of exercise, group differences could be attenuated. Sites could not have a
formal exercise program greater than one hour per week or had to be willing to restrict
access to exercise for participants in both treatment groups. This was a firm criterion
applicable to the residential stay.

2.3.2.3. Interventions that continue as participants transition among settings and
intensities of treatment, starting with residential treatment: The study was uniquely
designed to initiate recruitment in the inpatient setting and continue for 36 weeks through
the transition to outpatient treatment. This approach mirrors patients’ transitions among
levels and intensities of care in the real world. Many trials complete their intervention in an
acute phase and measure outcomes with assessments over the longer term. STRIDE,
however, seeks to maximize the effect of study interventions by delivering them for an
extended time period. The requirement that sites offer treatment at various levels of intensity
for as close to 36 weeks as feasible was a flexible criterion intended to help maintain
patients in the study. Other retention solutions could substitute for it.
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Finally, since the study site is located on the residential or outpatient unit, sites had to be
willing to allow patients to come back to study visits for the duration of the study, regardless
of where they were receiving treatment and regardless of their relapse or treatment
continuation status. This was a firm requirement.

2.3.2.4. Maximizing the initial dose of study intervention while minimizing
restrictiveness of treatment setting after the initial dose to allow the possibility of
variability in the outcome: Enrolling study participants while in residential treatment was a
feature designed to increase the probability of receiving the initial 3 to 4 week dose of study
interventions, maximizing internal validity. A site with a residential program with a length
of stay of at about 3 to 4 weeks was therefore needed. However, sites could use flexible
methods such as day treatment plus overnight boarding to keep patients in the equivalent of
residential treatment if residential treatment was not authorized by a payor for sufficient
time.

However, in order to evaluate the effects of study interventions on stimulant abuse access to
drugs could not be severely restricted over the course of the period during which drug use
primary outcome data is collected. Otherwise, our primary outcome measure, percent of
days abstinent, risked not being sensitive enough to identify changes in drug use. This drove
the need for a residential length of stay that did not exceed about a month so there would be
minimal if any restrictions on community access after the initial 3 to 4 week dosing period
during the 12-week acute phase of the trial. It was a firm requirement that the length of stay
not be so long that the participant would be enrolled in the study for longer than about a
month while in residential treatment.

2.3.2.5. Maximizing recruitment, retention, and study visit attendance of participants
over the course of a 36-week study with a high frequency of study visits: The duration
and frequency of STRIDE trial interventions is greater than in typical addiction trials. One
of the greatest study challenges is keeping participants in the study for 36 weeks with good
adherence to study visit attendance. Several selection criteria addressed this challenge.

First, to successfully enroll 2–3 subjects a month, we estimated that a site needed a patient
flow of 10–12 newly admitted stimulant-abusing patients per month who lived in close
enough proximity to the study site to reasonably expect them to come back to 60 scheduled
study visits. Participants were expected to continue in treatment at or close to the study site
post-discharge and were likely to remain in the area over the course of the study. This target
would allow exclusion of those not meeting other study criteria or not interested in the time
and effort required, while leaving enough participants to safely meet the enrollment targets.
This target was flexible if a site could otherwise demonstrate that at least 2–3 participants
per month could be enrolled in the study with fewer admissions per month or had a realistic
strategy for increasing the pool of patients that could be considered for study entry.

Second, we reasoned that strong retention in the residential program (≥80%), in the
transition from residential to outpatient treatment, and in the outpatient program would be
good indicators of expected study retention and visit attendance since study visits would be
scheduled in conjunction with treatment visits where feasible.

Third, if the outpatient program, residential treatment, and study site were at the same
physical location or in sufficient physical proximity that participants could easily come for
their study visit in conjunction with their outpatient treatment appointment, this would assist
with study attendance.
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Fourth, if the residential and outpatient programs were part of the same organization it
would allow access to a consistent group of staff and administration at these programs with
whom to liaison to coordinate appointment times between the study and treatment and to
help identify the locations of missing participants. The last three sets of criteria were flexible
since alternate retention and coordination plans could be considered.

2.3.2.6. Access to medical evaluation and maximal exercise testing for participants: All
patients receive medical screening and a specialized evaluation, maximal exercise testing,
prior to randomization, to ensure safety to exercise. A site needed easy access, within 24–48
hours, to a medical facility for this evaluation. If patients could not be screened quickly, too
much time in the patients’ residential treatment period would be lost prior to study entry.

2.3.2.7. Internet access for the Web-based behavioral adherence monitoring program:
The study includes an intensive Web-based adherence program with data about adherence to
exercise or health education interventions entered by participants or research staff and
participant-specific adherence prescriptions generated by these data. Although paper based
adherence monitoring is available for participants without Web access, a site had to provide
internet access for the exercise and health education facilitators to conduct the adherence
program in addition to Internet access for study electronic data collection.

2.3.2.8. Administrative support for the specific study after understanding its burden on
the site: Administrative support at the levels of the organization accountable for allocation
of resources in the residential and outpatient treatment programs, as well as support
throughout the treatment team who would be involved with the study research team was
essential. While the study provides funds for personnel and costs, running a large and
complex study adds burden to a site that cannot be quantified and reimbursed. The
leadership and staff had to be willing to allow a study treatment that varied from their
typical interventions and be able to support the specific study intervention. Site staff’s
participation in identifying potential study participants and helping coordinate appointments
between treatment visits and study visits had to be permitted and supported. With competing
demands for space and staff time the facility leadership had to, after understanding the
implications of implementing the study at the site based on discussion with the study team,
express interest in the study, commitment to its success and willingness to support this
priority with site staff.

2.3.2.9. Strong minority representation: Although complex systems have been designed to
engage minority patients [14], selecting sufficient sites with good access to large minority
populations [15] can be sufficient to meet minority recruitment goals as we identified in
prior multisite trials [16]. This is a firm requirement of any generalizable clinical trial
although it applies to adequate representation within the group of sites selected as opposed
to within any specific site.

3. Results and Discussion
We knew the site selection process would not be easy. Figure 1 describes the steps in site
selection: 1) building awareness among potential sites about the study; 2) screening with
initial site selection screening surveys, follow-up comprehensive site surveys and interviews
with node PIs; 3) evaluating candidate sites to select those that appeared best positioned to
conduct the study successfully through site phone interviews and site visits, 4) identification
of proposed sites and 5-) final review of proposed sites by study and NIDA oversight
committees.
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3.1. Building awareness among potential sites about the study
Early in the process of study finalization we addressed awareness of the study thorough
presentations about the study rationale and design at CTN meetings where sites had
representation, national CTN conference calls, and conversations with the node PIs. This
generated interest in the study and readiness to begin to recruit interested potential study
sites from this national network of sites

3.2. Screening candidate sites
3.2.1. Initial site selection screening surveys—An initial screening survey was
forwarded to the node PIs or their delegates to invite their partner sites to apply for
consideration. Guidance about key site selection criteria as well as criteria for participant
eligibility was sent to sites to allow them to evaluate their own match with the protocol (see
Table 2). The screening survey included questions such as number of admissions of patients
to residential treatment and percent admissions by drug of abuse; length of stay and
retention rate for the residential program; availability, location, and length of stay for
affiliated outpatient programs; percentage of patients that continue in outpatient care at the
same location after discharge; and availability of resources such as space for exercising.
Sixty-four sites responded to the initial screening questionnaire.

At this juncture it was important to confirm that sufficient sites would be available to
conduct the study based on initial firm screening requirements—space for the study,
residential stays of about 3 or 4 weeks, outpatient care at the same or a very close site or
within the same organization; and patients transitioned into the community after about 21–
30 days. A comprehensive database was built from the surveys received.

3.2.2. Comprehensive site selection surveys—As the study design was finalized we
forwarded comprehensive surveys to the node PIs for completion by sites that responded to
the screening surveys and were still interested. We also continued to recruit interested new
sites. The comprehensive survey included detailed questions addressing all criteria (see
Table 3 for sample questions). Many sites kept sufficient data to respond to survey questions
while others provided estimates and collected specific data following our request. We
received 33 comprehensive surveys from the 64 residential treatment programs that
previously submitted screening surveys, reflecting their continued interest. Following
several additional waves of site recruitment, we also received 29 submissions from new
sites. Based on the screening requirements, 25 of these 62 sites were identified for further
consideration.

3.2.3. Interviews with node PIs—We discussed the strengths of each applicant site and
the challenges the study would pose at that site with each site’s node PI. This focused site-
specific issues to be addressed in later calls with the sites. Several sites were eliminated
from consideration for reasons such as only having Spanish-speaking patients (assessments
were not validated in Spanish), or treating populations with transient living arrangements
and very poor likelihood of remaining in the study.

3.3. Evaluating Candidate Sites
3.3.1. Site Phone Interviews—Sites were then scheduled for a phone interview with the
study team, including as feasible a site administrator who could commit resources, program
leaders for residential and outpatient programs, the anticipated site PI and any research staff
members, the node PI and oversight staff. A one-hour standardized interview was developed
with specific questions individualized for each site based on the site’s responses to the
comprehensive questionnaire (see Table 4 for sample questions). The interviews confirmed
the accuracy of the information forwarded in the surveys, any areas where firm or flexible

Warden et al. Page 7

Contemp Clin Trials. Author manuscript; available in PMC 2013 January 1.

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript



site criteria did not appear to be met and alternate solutions for the flexible indicators. For
example, one site had an average admission rate of only 6–8 stimulant-abusing patients per
month, below the expectation of 10–12. However, the facility’s director was willing to open
up additional beds until the study enrollment goals were met. Since most patients admitted
to the site abused stimulants, this was a good alternative solution. Another site did not have
a strong retention rate in the transition from residential to outpatient treatment but had a
research team very experienced with retaining participants in addiction studies and was able
to list a variety of retention strategies.

Several sites were eliminated due to too few admissions of stimulant abusing patients with
no alternative solution to allow confidence that 2–3 participants a month could still be
enrolled or other challenges in meeting the selection criteria that became clear during the
calls.

3.3.2. Site Visits—Sites that met the firm criteria and met or had good alternative
solutions for the flexible criteria were scheduled for a site visit.

At the visit, the site’s fit with all criteria was confirmed again. The visit focused on the
challenges to successful study completion identified earlier and clarifying administrative
support for the study. We also evaluated the acceptability of the identified space, addressed
how study visits could dovetail treatment visits, reviewed prior experiences with research
including challenges posed and their resolution, and gave the site the opportunity to evaluate
their interest in working with the investigators.

3.4. Identification of proposed sites
Far from having multiple sites from which selections would have to be made, we were able
to identify only 13 sites, two of which were men and women’s programs in the same
organization, that were a match for the study. All criteria needed to be met to select the site
since each one was identified a priori as important to the successful conduct of STRIDE.
While an approach that weights criteria may be developed over time, at this point no data
were available to support weighting.

Several sites subsequently excluded themselves due to funding stream changes that reduced
the pool of available candidates for study participation or determining there were other
organizational priorities. Ten sites were selected and approved with no viable site refused.
Of these one additional site dropped out of the pool due to late funding stream changes. The
identification of this relatively small number out of the large initial pool of sites was in part
due to the complexity of the study, which had a number of requirements for both the
residential and outpatient treatment settings. It was also related to having such
comprehensive site criteria and an iterative process that permitted sites and investigators to
rule sites in or out. The primary reasons for site exclusion included insufficient numbers of
monthly residential treatment admissions of stimulant abusing patients, lack of availability
of an on-site or very closely located outpatient treatment program, or insufficient patients
who lived close enough to the facility to continue treatment in their outpatient program at
discharge from residential treatment.

3.5. Review of sites by a study oversight committee and NIDA’s oversight committee
The final step was review of the sites selected for the first and then second wave of the study
by peers on the STRIDE Executive Committee, the committee charged to oversee
development and implementation of the study. This was followed by peer review by the
CTN Executive Committee, the CTN’s oversight committee.
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4. CONCLUSIONS
Despite the impact of site selection on the successful conduct of clinical trials there has been
little guidance available for use by researchers in selecting sites.

We have presented a simple model for site selection. It includes (1) selecting study sites
based on identifying a comprehensive set of basic criteria essential to most trials as well as
criteria specific to the study design, (2) determining which are firm and which are flexible,
and (3) using the criteria in an organized, sometimes iterative, multistep method to complete
site selection. This could maximize the chance that selected sites will implement a study
successfully and trial aims can be achieved.

Several pragmatic lessons evolved from our experience:

1. Comprehensiveness of site selection criteria is important. Criteria must be firm if
the requirements are clearly needed to conduct a study or they may be flexible such
as those that project information about how a site might perform in a study. For
example, for STRIDE, absent safety issues, study participants had to be permitted
to return to the study site, generally located in the treatment facility, even if they
relapsed, or the study would fail to retain these participants. However, indicators
that support study recruitment, retention or visit attendance are flexible and can be
addressed with any alternate solution that meets the original intent of the criterion.

2. Data provided in a site survey questionnaire do not necessarily reflect what a study
leadership team hopes to understand. On more than one occasion, despite carefully
constructed questions, sites answered survey questions with assumptions different
than the ones intended or data changed over the course of time. It is important to
check the accuracy of and assumptions behind the responses to key questions.

3. A thorough process that allows a site to have several opportunities to carefully
evaluate their match with a study themselves in addition to evaluation by the study
team is important.

4. The timing of site selection is a consideration. In the real-world factors affecting
the functioning of an organization such as administrations, funding sources, referral
sources, or organizational priorities and cultures can change. Evaluating the match
of a site and study close to the time of study initiation makes it more likely the
match still exists at the onset of the study. Changes occurred in our site pool over
the evaluation time period, changing the viability of some sites. Even after
finalization of 10 sites a site withdrew from implementing the study due to funding
issues. A search for additional sites did not result in any new additions to the pool
and STRIDE was implemented at nine sites.

5. However promising a site may appear based on criteria, the study may not work
well at that site. It is therefore essential to choose back-up study sites.

Some of the unique features of STRIDE, such as the need for a residential length of stay of
about 3 to 4 weeks but not longer, an outpatient program in close physical proximity, and a
patient flow of about 10–12 stimulant users a month made it challenging to identify study
sites. This was due to variability in residential program lengths, admission rates for
stimulant users, and availability of outpatient treatment close to the residential program and
used by its population. Study feature-driven criteria such as these are not specifically
generalizable to other studies. However, the principle of utilizing important study features to
drive the site selection process is generalizable.
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The success of study recruitment, retention and data collection in the sites identified with
these selection criteria and comprehensive approach to site selection has yet to be
determined. However, to fill the gap in the literature about the science of site selection,
models and tools based on this and other trialists’ experiences are needed. It would be useful
to see reports on this issue from other researchers.
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Figure 1.
STRIDE Site Selection Steps
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Table 1

Site Selection Criteria for a Novel Intervention

Criteria Firm vs. Flexible If Flexible, Alternate Solution

Basic Criteria Common to Most Trials

Access to study population Firm

Availability of space for research staff, equipment, and storage Firm

Ability to identify a principal investigator and research team from
within or outside the site

Firm

Access to an IRB Firm

Lack of competing demands that would interfere with conduct of the
study

Firm

Criteria Based on Study Features

Use of a novel intervention

 Flexibility to allow specific study interventions and frequent study
visits to be added to usual treatment

Firm

Maintaining the integrity of the intervention

 No formal exercise program greater than one hour per week or
willing to restrict access to any existing exercise program during
residential treatment

Firm

Interventions continue as participant transitions among treatments

 Offers continued treatment at various levels of intensity over
extended periods of time, as close to 36 weeks as feasible

Flexible Transition to community-based treatment close
enough geographically to return to study visits
or other solution that supports high likelihood
of retention

 Willing to allow patients to come back to study visits for 36 weeks,
regardless of where they are receiving treatment and regardless of their
relapse or treatment continuation status

Firm

Maximizing initial dose of intervention/minimizing restrictiveness of setting after initial dose

 Residential length of stay of about 3 to 4 weeks Flexible Willing to provide alternatives for 24 hour
living arrangements or additional days of
residential treatment if payor authorized days
insufficient or has alternate means of
maximizing the return of participants after
discharge from residential treatment

 Residential length of stay that does not exceed about a month while
participant is randomized. Patients transition to community-based
treatment with minimal restrictions on access to the community after
the initial dosing period of 3 to 4 weeks.

Firm

Maximizing recruitment, retention, and study visit attendance

 Patient flow of 10–12 new stimulant abusing patients admitted to
residential treatment a month

Flexible Any that has a high probability of entering 2–3
participants per month

 Strong retention in each phase of a site’s treatment program and in
transitions between levels of care

Flexible Any that has a high probability of retaining
participants

 Residential and outpatient programs are at the same location or in
close physical proximity

Flexible Any with a high probability of maximizing
study attendance

 Residential and outpatient programs are part of the same
organization

Flexible Any that will be effective in coordinating
study visits between treatment and study and
engaging treatment staff as appropriate across
the continuum of care in retention efforts

Access to medical evaluation and maximal exercise testing

 Access, within 24–48 hours, to a medical facility for evaluation Firm
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Criteria Firm vs. Flexible If Flexible, Alternate Solution

Internet access

 Internet access for web-based adherence program Firm

Administrative support

 Administrative support for the specific study, understanding its
burden on the site

Firm

Strong minority representation in the study

 Enough sites with good access to large minority populations Flexible Specific sites need not have good access to
minority populations as long as sufficient
selected sites do have this access
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Table 2

Sample Guidance Sent to Potential Sites for Self Evaluation

The main challenge is to identify settings where we are most likely to retain participants in the study over the course of 12 weeks, and
ideally the next 6 months as well. The following features in a CTP may make it a good candidate to be successful in this study:

• Residential treatment of 21 to 30 days in length.

• Admission of 10–12 patients with stimulant abuse/dependence a month to residential treatment

• Ideally, patients continue in some form of substance abuse treatment, such as residential treatment followed by some form of
outpatient treatment for as close to 3 months as possible. The best scenario is where they continue in some form of treatment for the
full 9 months of the study, to maximize the chances of continuing in the study; however this is not essential.

• Relatively low dropout rate during the first 3 months of treatment to maximize the probability of retention in the study. A good rate
of successful transition to outpatient treatment (relatively low loss of patients to follow-up in the transition).

• After discharge, maintenance of participants in outpatient treatment at a program at the residential treatment setting OR somewhere
close enough to the residential treatment setting (where we will have the exercise equipment, health education classes and research
staff) to maximize the chances that participants will come back to the study location to exercise or receive health education at
protocol required study visits. This means either the participants continue in outpatient treatment in the same organization in the
same or nearby physical location, OR go to another treatment program but are likely to come back to the study site for exercise or
health education during this time, OR are just likely to come back for the study visits.

• The site must be willing to retain patients in treatment if they relapse so we do not lose them from the study (other than for special
circumstances).

• The site must be willing to let participants exercise or be seen for health education at their residential (or other chosen) study
location (the only place where we plan to have equipment and health education) for the full 9 months of the study, whether the
participant drops out of treatment or uses substances, so we do not lose them to the study (some situations may require such
discontinuation for safety reasons, etc.).

• Since many treatment plans do not continue for 9 months or even 3 months, the participants should live close enough to the
residential treatment program with the exercise equipment that they may be reasonably be expected to come back to exercise or for
health education for up to 9 months.

• No formal or current exercise program, unless the duration of exercise in the program is one hour or less per week.
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Table 3

Sample Questions from the Comprehensive Survey

• What types of adult treatment programs do you provide (check all that apply)?

•  Inpatient (acute detox or hospital based)

•  Residential treatment program (RTP)

•  Outpatient care

typical length of stay/duration_____
typical length of stay/duration_____
typical length of stay/duration_____

• How many clients with stimulant abuse or dependence do you admit to RTP or 24-hour care per month?

• What is the typical range of expected stay in residential treatment for clients with stimulant abuse or dependence?

• What percentage of your clients with stimulant abuse or dependence drop out of residential treatment before completing treatment?

• When do drop-outs typically occur for clients with stimulant abuse or dependence (how much time after treatment begins)?

• What percent of clients with stimulant abuse or dependence are still in treatment at your RTP at each of these time points:

 2 weeks? 1 month?

• When a client is referred to RTP, do you know ahead of time whether they will be funded for at least a 21-day stay?

• Do you know in advance, at RTP admission, who would likely continue outpatient treatment in close proximity to the study site so
we could only enroll those clients in the study?

• Do you have outpatient treatment in your own system, at the same physical location as the RTP (which will have the exercise
equipment and classes)?

– If yes, on average, how many (the actual number) stimulant abusing or dependent clients discharged from your RTP
are referred there per month?

– How many weeks is that outpatient program (if series of programs, please explain)?

– How many times a week is the client expected to come in (if several in sequence, please explain)?

– If you referred 10 stimulant-abusing/dependent clients to outpatient treatment at the RTP location at discharge, how
many would actually attend the first outpatient treatment appointment?

– How many would still be in outpatient one month later?

– How many would complete your outpatient program?

• We will locate exercise equipment, health education classes and research coordinators to collect study data at the RTP’s facilities.
Would you allow participants to continue to exercise, have health education, and meet with the research staff at your facility for the
full 9 months of the study even if they have discontinued your residential treatment program (e.g., due to substance use or other
reasons that caused them leave treatment)?
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Table 4

Sample Phone Interview Questions

• Confirm number of patients admitted with stimulant abuse per month.

• How many patients could realistically be enrolled given the inclusion/exclusion criteria?

• Confirm the retention rate in residential treatment.

• Does the site know in advance who will be in residential treatment for less than 21 days or greater than 30 days?

• Acquire a clear picture of where patients go at discharge, where they live, and the retention rate in any affiliated or non-affiliated
outpatient programs. How many patients go to these programs?

• What is the site population’s actual likelihood of coming in three times a week for supervised exercise or health education?

• What is the site willing and able to do to get patients to come back for study visits?

• Confirm participants can come back to study visits even if they relapse.

• Confirm no exercise program is available for more than one hour a week or site is willing to exclude study participants from any
exercise program

• Confirm there is space to locate research staff, exercise equipment, and health education meetings.

• Confirm availability for study start dates and evaluate competing study demands

• Identify prior experience with research in CTN or elsewhere and whether recruitment and retention goals were met.
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