5.Multi-site Resear ch Design and Study Procedures

This section summarizes the logitical and implementation concerns addressed by the Logigtics
Subcommittee. For amore complete discussion of the issues and concerns leading up to the fina
decisons made by the Steering Committee, please refer to Steering Committee teleconference minutes
and face-to-face notes. This section draws heavily from the work of Sdly Rogers, Chair of the

Logistics Subcommittee and Joseph Sonnefeld, co-chair of the Logistics Subcommittee.

5.1  Target Conditions

Study participants are defined as persons age 18 and over who currently or at any time over the past
year have had a diagnosable mentd, behaviora, or emotiond disorder of sufficient duration to meet
diagnodtic criteria specified within the DSM- 1V that has resulted in functiond imparment which

subgtantidly interferes with or limits one or more mgor life activities.

5.2 Recruitment Materials and Procedures

All recruitment materiad's and procedures should be developed with caution so as not to dert potential
participants to the hypotheses under sudy. Potentid participants must be fully informed about the
study, its risks and benefits and the intent of the data collection. But it isimportant not to dert them to
the specific hypotheses under sudy in any written materids, group presentations, screening meetings, or

subsequent contact. Doing so could create demand characterigtics that subtly suggest to the participants



that they answer the questionsin the CP in aparticular way. It isaso very important that there not be
an imba ance between the experimenta condition (COS + TMHS) and the control condition (TMHS
only) in terms of thisinformation or these demand characteristics. For example, we would not want one

group to be singled out and have high expectations for the gain communicated to them.

53 Excluson and Incluson Criteria

531 Exclusion Criteria: Involvement in Consumer Operated Services (COS)

More than minimal involvement in the past 6 monthsin a COSsimilar to the ones under study

(i.e., drop-in centers, education and advocacy programs and peer support programs) resultsin

exclusion fromthe study. “Minimd involvement” is defined as more than three vistsmeetings a

COSP like those under study. In order to quaify asa COS, the program has to meet the definition of

COSP using the first three common ingredients structurd criteria (see Appendix B).

There was some discussion of whether involvement in “COSP-like” programs would make the person

indligible for participation in the study, and decided that only programs that meet the criteria set forth by

the Common Ingredients Committee would be considered COS programs.

5.3.2 Incluson Criteria: Involvement in Traditional Mental Health Services

To beincluded in the study, the GFA states a potential participant must be a recipient of



traditional mental health servicesfor at least one year. Theindividua does not need to bea
recipient of services with the same TMHS provider, but must have been on a TMHS roster during that
period. Thetraditional mental health services involvement must meet three core criteria:

recency, longevity, and intensity.

Recency of Involvement: Anindividud coming into the study would have to have had received

services within the past 4 months prior to the date of “gpplication” to the study;

Longevity: Anindividud coming into the sudy would have hed to be involved witha TMHS

provider for afull 12 months prior to the date of gpplication to the study;

Frequency: Anindividud coming into the study would have to have received services a least 4

timesin the past year, for example, 4 vists with a case manager, 4 vists for medication checks, etc..

5.3.3 Diagnosis

Participants in this study must meet the diagnostic criteriain the GFA which sates that individuas must
have a serious mentd illness. The participant must have aDSM-1V Axis| diagnods of serious mentd
illness. Co-occurring substance abuse disorders are acceptable for entrance as long as the person has a
mentd hedth diagnodsin addition to their substance abuse diagnosis. Severe mentd illnessisusudly
defined as meeting three criteriac diagnosis, duration, and disability. Certain DSM-1V diagnoses are

usualy associated with severe disability: schizophrenia, schizo-affective disorders, any diagnosswith



psychotic features, mgor depression, and some persondity disorders. In addition, duration isusudly a
factor in determining disability, with two years being the commonly accepted cutoff. Findly, functiond
impairment (disability) asaresult of the diagnosisis needed. Criteriatwo and three (duration and
disaility) are difficult to ascertain when smply screening for entry. Therefore, we must rely on

diagnogsfor indusion.

Diagnogs will generaly be ascertained after enrollment in the study, utilizing records from the

participating traditiona menta health services Stes.

Sites may impose additiond incluson and exclusion criteria as long as they do not conflict with these

basic criteria

5.4 Consumer Assessments

5.4.1 Screening

It was determined that sites will samplefrecruit consumers receiving services a TMHS provider who

express sufficient interest in motivation for project and who go through a common induction procedure

including explanation of what a COSPis. There were efforts to develop a common screening

questionnaire that would implement the incluson and exclusion criteria (See Exhibit 5-1).

Although there was considerable discussion of the merits of attempting maximize generdizability by



attempting to enroll a representative sample of consumers receiving servicesin each of the tes, it was
eventualy agreed that enrolling substantid numbers of study participants who were unlikdly to utilize
COS programs or who would participate only minimally would degrade the power of the study,
undermining the ability of the study to demondtrate the effectiveness of COS programs. It was
recognized that, prior to the COSP multi-gte initiative, the 8 participating COSPs differed in sgnificant
ways that were related to the means that they employ to recruit participants, the characterigtics of the
individuas the COSPs targeted, and the services and programs they provided. For example, the
application process to get into AU in Connecticut is adidtinctive part of AU. Similarly, the restriction of
Friends Connection in Pennsylvaniato persons with both psychiatric and substance abuse concernsisa
fundamentd part of both recruitment and program design, which focuses on persons with dud
diagnoses. Although reducing cross-site variability in participant characteristics would alow gregter
confidence in pooling data within clusters and possibly across al COSPs, it was recognized that
imposing uniform screening requirements for participant characteristics would run the risk of

fundamentally change programs that may have developed in delicate baance.

Screening for Exclusion and Inclusion Criteria

Exhibit 5-1 contains a copy of a Screening Questionnaire that can be used by stesto insure thet they
are screening in and screening out people who might not be digible for the study based on the criteriain
the GFA. Use of this Screening Questionnaire is not mandatory, however, each site must have away of
tracking the screening criteria on the last page of the Questionnaire for reporting to the CC.

Exhibit 5-1: Draft Screening Questionnaire



DRAFT SCREENING QUESTIONNAIRE

Person completing form:
Applicant Name;

| | DateForm Completed

INSTRUCTIONS TO PERSON COMPLETING FORM: Thisform is designed to be completed using information from
the applicant directly, using information from availabl e records, your general knowledge about the applicant’s
circumstances, or any combination of these sources. By “applicant” we mean an individual who has expressed
interest in participating in the COSP study. The purpose of thisform isto determine if the individual meetsthe
requirements for coming into the study. If there are any questions about the applicant’ s eligibility, please contact:

1. Isthe applicant over the age of 187 ___Yes No

2. Isthe applicant already a participant of the study, or has he/she applied to the study in the past?

| Yes No

If yes, please explain:

3. Isthere a compelling reason to believe that the applicant cannot give informed consent?
Yes No

4. |sthere a compelling reason to believe that the applicant cannot give reliable or valid responses to questions on
the CP?

Yes No

5. Does this person’s current diagnosis meet the inclusion criteria for the study (i.e., the applicant has a diagnosis
of major mental illness)?

Yes No

If yes, what isthe applicant’ s diagnosis:

Does the applicant meet the TMHS inclusion criteria:

6a. Does he/she currently receive mental health services such as case management, residential services, or
hel p with medi cations?

| __Yes No

6b. Write in the applicant’ s mental health provider (or providersif there is more than one provider)?




6¢. How many timesin the past year (one year from today) has the applicant received services from this
mental health provider(s) (that is, how many times have they had a visit with a case manager, or any mental
health provider. If applicant livesin aresidential program that is run by a mental health provider, check that

option)?
1) Notatall
2)  1-3times

3)___ 4timesor more
4)  Applicant livesin aresidentia program that isrun by a mental health provider
5) Information not available or applicant does not know

6d. Estimate how long ago applicant’ s last contact was with someone from the mental health
provider/program?

1) Nocontact

2) ___morethan 4 months from today

3)___ lessthan 4 months ago

4)  Applicant livesin aresidential program run by amental health provider or goesto day treatment and
has contact almost every day

5) Information not available or applicant does not know

|6e. How long has applicant been involved with this program (or any other mental health provider)?

1) Neverinvolved

2) __ forthe past 1-6 months from today
3)___ for the past 6-11 months from today
4)  for more than the past year

5)___Information not available or applicant does not know

Does the applicant meet the COSP inclusion criteria?

7a. Has the applicant participated in a COSP program (that is a peer support program, adrop in center, or an
education and advocacy program that is run by consumers and meets other ClI structural
criteria) in the past 6 months?

| __Yes No
|

If yes, please record the name of the program(s):

7b. If yes, how many timesin the past 6 months has the applicant participated in/visited this

program?
1) Notatall
2)  1-3times

3) __ 4timesor more
4) __Information not available or applicant does not know




Summary of Inclusion/Exclusion Criteria:

1. Applicant is at least 18 years of age? Yes No

2. Individud is currently enrolled in the study/or has been in
study Yes No

3. Isthere acompelling reason to believe that the individua cannot give informed consent?
___Yes ___No

4. |sthere a compelling reason to believe that the individua cannot participate in the research interviews?

__Yes __No
5. Individud hasadiagnossof mgor mentd illness?  _ Yes ~_No
6. Individud meets TMHS criteriafor incluson? Yes No

(Individual has been involved with a Traditional Mental Health service provider in the past 12 months
and demonstrates recency, longevity and intensity of involvement-that is has had at least 4 servicesin
the past 12 months with any traditional mental health provider; the most recent contact had to be 4
months ago or |ess)

7. Individua meets COSP criteriafor excluson? __Yes __No
(Individud has had more than minima involvement in a COSP program, that is, he or she has had more than 3
vigtgmestings in the past 6 months)

A Yesto Questions 1, 5, and 6 and ano to Question 2, 3, 4, 3 and 7 are necessary for the applicant to be
enrolled in the study.

Was the individud enrolled in the study? Yes No

Screening Form Reviewed by Research Staff Person: Dae [ |/




5.4.2 Assessments

A basdline Common Protocol was devel oped over the course of the first year of the project. This development
processis fully described in Section 8 and the Common Protocol is provided in the Appendix. In addition, sites

planned to administer avariety of additiond instruments.

It was agreed that there would be a trandation of common protocol into Spanish only. It was further agreed
that al data collection would take place in face-to-face interviews rather than paper-and-pencil adminigration,
because of concerns about literacy. Severd Stes were planning to used lgptop CAPI versions of the common

protocol.

5.4.3 Timing of Consumer Assessments

It was agreed that the Common Protocol would be administered at basdline (just before or at approximable the
same time as assignment to condition) and at 4, 8, and 12 months post-basdine. The 12-month assessment
was regarded as being highly recommended, but two sites anticipated problems and continued to explore
options for funding and logistica adjustments that would permit them to include the 12-month follow-up within

the grant period.

The SC agreed that an acceptable “window” around assessments would one month.  Follow-up interviews not

completed within the window would be classified aslogt to follow-up for the purposes of cross-dte andyss.



5.5 Placement of Site-specific Measures

The logistics committee recommended that the common Protocol be kept intact insofar as possible. It was
agreed that isolated site-specific items might be placed in a Ste-specific protocal if they would be out of place a
the end. It was agreed, however, that al site-specific additiond instruments or blocks of questions from existing

instruments would be placed at the end of the commonprotocol assessment.

5.6 Common Induction and Sampling Procedures

The sampling procedure we agreed upon involves sampling/recruitment of consumers who are recelving services
at aTMHS provider who express sufficient interest in motivation for project and who go through acommon

induction procedure.

The common induction process will fully inform prospective study participants about randomization and what is

expected of them.

The essentid eements of the common induction procedure include the following:

¢ Informing potentia participants thet this study is part of a multiste SAMHSA study
¢ Informing individuas thet the basic purpose of the study is to study the effectiveness of consumer
operated programs when compared to traditiona menta hedlth services done

¢ Informing people that they have a 50-50 chance of being randomized to the COS + TMHS group or



the TMHS done group, and the importance to the study of this randomization
¢ Informing people that if they are randomized to the TMHS group and go to services a a COS, they are

essentidly dropping out of the study.

A common induction process aso requires that:

¢ Randomization occur after or coincident with basdline
¢ Sites overlay any further induction process on top of the common process; and that

¢ Each dite that does overlay such a process must spell this out in detail.

It was decided that this common process woud not in generd be part of the informed consent, but would occur
before it and separately o that Sites would not have revise their previoudy developed informed consent

procedures.

5.7 Informed Consent and Confidentiality Certificate

It was agreed thet each site will develop its own informed consent and that draft Informed Consent materias

shared with other sites.

Confidentiality Certificate: Every Steisexpected to apply for a Confidentidity Certificate from SAMHSA.
The Certificate provides some protection for participants in research sudies to help keep the information they

provide confidentia and prevent it from being summoned by a court of law if the research participant isinvolved



inacrimind judtice proceeding. Each site must apply for the Confidentidity Certificate when their local IRB’s
have sgned off on the project and on the Informed Consent. Please note that there is specific language that is

required in an Informed Consent to obtain a Confidentidity Certificate.

5.8 Randomization Procedur es

Randomization to the experimenta (COS + TMHS) and control (TMHS only) will occur &fter the baseline CP

isadministered or co-incident with it. Co-incident means randomization will occur within one working day.

A multi-Site randomization process was not agreed upon, however steswill block on gender and will generate
their own randomization schedules based on gender.  Sites are free to add blocking variables to the
randomization process as long as they document their randomization procedures for the CC. Sites should
carefully guard againg any atempits to influence the random assgnment of participants by having the Pl closdly
monitor the random assignment process, by taking the random assgnment out of the hands of the interviewers,

and by developing procedures that are * game-proof”.

Any site needing technica assstance to carry out their randomization procedures should contact ROW

Sciences. Any Ste needing arandomization schedule can contact Sally Rogers at Boston University.

Individud gtes posed severd different gpproaches to random assgnment and for some sites, the actud
mechanics of the random assallment was at first unclear (how they would form the pool for RA, whether they

had planned to flip a coin or use arandom number generator, etc.). There was some discussion of whether we



it was necessary or desirable to move to uniformity on the random assignment process-- perhaps adopting a
sangle centraized randomization procedure thet would provide al assgnments via an 800 number operated 24-
hours a day--or alow sitesto proceed as they had originaly planned. Issuesrelated to how well random
assgnment can work in smdl waves (which severd

gteswill have) and whether any blocking should occur so that the random assgnment is more likdly to result in

balanced groups on certain key variables, were discussed.

It was agreed that no Site would conduct random assgnment with a coin flip, and that dl reasonable efforts
would be made to remove any pressure on interviewers over the assgnment by having assgnments made
centradly a each Ste. 1t was agreed that dl steswould block by gender and some sites planned to used

additiond blocking factors including race.

59 Intention-to-Serve Analysis

The overdl study gpproach agreed upon was an “intention-to-serve’ design where dl individuas enrolled in the
study will be tracked regardless of the amount of each condition they receive. This approach has power
implications (i.e., the more individuas who are randomized to the COS condition that don’t participate in it, the

lesslikely we will see a difference between the COS + TMHS and the TMHS group done).

Therefore, it isimportant that each Ste emphasize Strategies to maximize the retention of sudy participantsin the
respective conditions. Secondly, whatever each site can do within ethical constraints to keep crossover to a

minimum will help preserve the power of the study. If individuas refuse to participate in a scheduled follow-up



interview, the interviewer must assess whether the individuad smply does not want to participate on thet day, or
isrefusng participation for the duration of the sudy. The interviewer should make severd attempts (being
sengtive to the individua’ s wishes and rights as a research participant) to complete afollow-up interview, unless

the individud emphaticaly refuses.

“Adminigrative withdrawds’ are individuas who cannat participate in the study condition to which they are
assigned (eg., they are arrested shortly after random assignment and would not be able to receive either COS
or the TMHS service). For theseindividuas we can do early replacement of them in the study, meaning we can
treat them as though they were never in the study and randomly assign someone eseto take their place. We
cannot do any other kind of replacement of participants Since we are using an “intention to serve’ gpproach.
Some sites may over-sample to insure they have sufficient power, but they will ill track every person entered

into the study.

If individuals want to re-enter the study after an adminigirative withdrawa they will not be dlowed to. If an
individud withdraws from the service component, they will ill be aresearch participant. If a participant wants
to withdraw from the research and the services, he or she can do that and request that their data be destroyed.

In that case, localy held data should be destroyed and Matthew Hile should be instructed to delete data from

the repository.

Any withdrawa or re-entry scenario that does not fit the above description should be posted to the Logistics
Subcommittee listserv for comment and find decision making so that we can keep alog and a protocol for these

unusud Studions.



5.10 Mode of Data Collection

All interviews be conducted in a face-to-face mode rather than self-administered because of concerns about
literacy. Either paper-and-pencil CP instruments provided by the CC can be used, or computer-assisted
interviewing can be performed. Tom Summerfelt, Pl of the TN Ste has the Access program for the computer-
assgted interviewing. Using computer-asssted interviewing conserves resources for data entry, but specid
steps need to be taken to preserve and back up the data and to verify the data entry. Contact Joe Sonnefeld of
ROW for procedures for data verification with the computer asssted interviewing, and Matthew Hile a the CC

at MIMH for the data verification protocol for regular data entry.

5.11 Tracking of Participants

The tracking of study applicants needs to occur to provide the information that will be requested by the CC
each quarter. Tom Summerfdt, Pl of the TN ste has an Access database and screen program that will track
these data e ements and generate the reports needed to CMHS. This tracking software can dso be used asa
tickler system to help plan and manage the interviews. Managing the interviewsis critical for having complete

datasets.

Each dteis strongly encouraged to contact Tom to preview this software and to condder using it for reporting

to the CC. Rise Goldstein at ROW is the contact person for questions pertaining to tracking.



Wewill not to track any demographic items on potentia participants because they will not have given their

permission at that point. It was generaly agreed that people who refuse to participate in the study not be asked
“why” they refuse. They might be asked if they are willing to share why they refused, and then if the information
is volunteered, it can be used to help improve future recruitment. Sites can keep track of that information if they

choose, but it is not mandatory.



