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Introduction and Background
Introduction

TheClinica TriasNetwork’s(CTN) multi-siteclinical tridsprovideaval uableresourcefor accessng
diverse patient popul ations, modalities, and clinical treatment sites. The CTN facilitates collaboration with
morethan 100 community treatment programsin morethan 20 states, implementation of researchin these
settings enhances generalizability and fosters adoption of research-based treatmentsfor a cohol and drug
dependence. The CTN encouragesuseof the CTN for conducting clinical and basic research. Threeimpor-
tant waysto enhancethe use of the CTN are: to conduct ancillary studiesin connection with specific CTN
protocols; to utilizeit asaplatform for externally funded investigations; and for Nodesto serve ashome
bases for NIH Training Centers and individual researchers who have NIH fellowships or career de-
velopment awards. 1naddition to benefiting the CTN asawholewith greater productivity, the opportunity for
newer researchersto utilizetheresourcesof the CTN and conduct ancillary and externa investigationswithin
or uponthe CTN, or take up residence whiletherecipients of training and fellowship grants, will advance
their careers.

TheCTN isacollaborative endeavor and protocol sconducted usng CTN infrastructure are expected
toinvolve participating community treatment programsin study design and the negotiation of thestudy budget.

Definitions

Andllary invedigations

Small, unfunded (or locally funded) projects being conducted at one or more sitesadjunctiveto an
ongoing CTN trial with minimal use of additional CTN resources. Generally, thiswould beastudy-related
measurement instrument added to the protocol or administered independent of the protocol at participating
study sites. Follow-up studiesor nested mani pul ationswould a so be considered in the category of ancillary
Sudies.

Externd investigations

Externa investigations, using the CTN asaresearch platform, arefunded through non-CTN resources.
Examplesof potential researchinitiativesincludea) addition of basi ¢ research methodsand questionsto exist-
ing CTN protocals, b) recruiting participantsfrom community trestment programs participatinginthe CTN for
clinical and basicresearchinvestigations, ¢) economic anaysesincluding costsand cost-effectivenessof CTN
protocols, d) health servicesresearch on the organization and delivery and adoption of evidence-based treat-
ment, and €) any other research protocol sthat are an appropriate use of the treatment centers, datamanage-
ment centers, and the research and training centersparticipating inthe CTN.




National Research Service & Career Devel opment Awards:
F30 Predoctoral MD/Ph.D fellowships
F31 Individual Predoctoral fellowship
F32 Individual Postdoctoral fellowship
T32 Institutional Pre- and Post-doctoral Traineeships
K01 Mentored Research Scientist Development Award
K08 Mentored Clinical Scientist Development Award
K12 Mentored Clinical Scientist Development Program Award
K23 Mentored Patient-Oriented Career Devel opment Award
K02 Independent Scientist Award
K24 Mid-Career Investigatorsin Patient-Oriented Research Award
K05 Senior Scientist Award
K30 Clinical Research CurriculumAward

Research Liaison Group (RLG):

TheRLGisaconstituent organization of the External Affairs Coordinating Committee (EACC) that serves
astheinitial point of contact for external investigation requestsand conductsthereview of these proposalsand
conceptson behalf of the Executive Committee (EC) and the Steering Committee of the Clinical TrialsNetwork.
TheRLG'sresponsihilitiesincludethefollowing:

Promote communi cations between the Principa Investigator (P1) and the Steering Committee of the Clini-

ca TridsNetwork and facilitatelinkages, asnecessary.

Consider requestsfrom the Principal Investigator for accessto non-restricted partsof Livelink (aweb-

based, enterprise-wide, collaborative knowledge management system withinthe CTN) and to makea

recommendation to the EC asto access.

Encourage external investigationsinto areasof interest tothe CTN.

Consider requestsfor secondary dataanalyses.

Scope

Thispolicy appliesto all requestsfor protocolsthat require CTN infrastructure and accessto theinfra-
structure. Protocolsthat seek CTN cost sharing will bereferred to the Executive Committeefor final approva and
may berequired to go through thenormal CTN concept review and protocol approval process. Thepolicy should
befollowed when submitting applicationsto funding to NIH or other entitiesthat may supportinvestigations. The
policy isalso applicablewhen funds are avail able for implementation of astudy. Protocolsthat do not request
approval throughthispolicy will be denied accesstothe CTN infrastructure.

Objective and Purpose

Thispolicy outlinesthe proceduresfor requesting permission and implementing research protocol swithin
the CTN, either when conducting an* ancillary study” or “ externd investigation.”
Responsibilities

Investigators seeking to use CTN infrastructureincluding the participating clinical treatment programs,

practitioners, research staff, and patients are expected to follow thispolicy to gain permissionfor theinvestigation
andto report study progressand findingsto the CTN. The principal investigator of any external investigation has



the primary responsibility for theimplementation and timing of aspecific protocol in collaboration with the
participating CTPsand Nodes. The RLG will haveno responsbility for coordinating externa investigations.

Procedure
A. Ancdillary investigetions
1 Anyonewantingtoreceive CTN consderation for anancillary study must have:

a A 3-5pageproposal briefly describing rationa e, methodol ogy and CTN resourcesinvolved
(SeeAppendix A Ancillary Study Outline.)

b. Approva by thePI of theoriginating node

C. Approval by the parent study Lead PI, including aletter of support (after consultation with
relevant membersof the Protocol Design Team representing design, statistical, datamanage-
ment, QA, regulatory, and training expertise).

d. Endorsement by CTPsexpected to participate. By agreeing to participateinthe
study, thelisted nodesand clinics must agreeto commit the necessary resources
to conduct the study described in the proposal.

2. Theitemsrequired above shall be submitted to the Executive Committee (EC) and

consideredfor approva accordingtothesecriteria:

a If approved, site protocol (s) would be amended or separate | RB approval sought, asneeded.

b. If approved, must refer to the Design and AnalysisWorkgroup for input to theinvestigator.

C. If approved, datacollection and analysismust be coordinated by theinitiating
investigetor.

3. Review Board Composition

a Theancillary projectsreview shdl involveal membersof the Executive Committee (currently
four PIs, four CTPs). The EC will determinethe most appropriate review body on acase-by-
casebasis. Thereview body should requireaminimum level of timeand CTN resources.

b. The specific composition of thereview committee could vary from onereview to another in
order to eliminate any potential conflict of interest fromthereview process. Inaddition, the
reviewing body (EC) couldinviteup to two additional CTN Steering Committee membersto
participatein agiven review in order to contribute needed expertise; thisisoptiond.

4, Submission procedures
Ancillary study proposa sshall be submitted at any time by forwarding applicationsto the Chair of the
EC. Inorder tofacilitatetimely implementation, therewill be no submission deadlinesimposed.

5. Review procedure

All membersof thereview board shall read ancillary study submissions. Each member would provide
abrief written review outlining meritsand weaknesses of the proposal on of thefollowing six (6) mgjor
review criteria

Clearly stated research question or hypothesis
Scientific merit whereasthe study would add va uabl einformation not obtained in parent project
Sufficient methodol ogy detail tojudgefeasibility and cost



Feasibleto conduct withminimal costto CTN

Demonstrated CTPinterest

No harmto ongoing protocol or to another protocol (e.g. recruitment, dataanaysis, burdenon CTR,
etc.)

Each member shdl givethe gpplication an overal numeric scoreranging from 1-5while
takingdl review criteriainto consideration.

1 = outstanding, recommended to go forward with high priority

2 =very good, recommend to go forward with attention to review points

3 =average, issues have beenidentified that need to be addressed

4 =]ow enthusiasm, could potentialy be salvaged with re-write

5=not recommended for further consi deration dueto the seriousflaws or weaknessesidentified

The Executive Committeewill make an approval/disapprova decision. However,
ancillary projectsreceiving ascore of 3 or 4 can bere-submitted after revision.

Reporting
After gpproval, the EC will assign theancillary study to the Operations Coordinating
Committeewho will monitor theancillary study.

Publications

Investigators should acknowledgetherole of the CTN inany papers prepared for publication. Copies
of publications should be sent to the chairs of the Publications Subcommittee and the Dissemination
Subcommittee.

Externd investigations
Investigators must apply through email for permission to accessCTN infrastructure.

Requests should be sent to Center for the Clinical TrialsNetwork withinthe National
I nstitute on Drug Abuse.

Submission Procedures:

a Requests should attach an el ectronic copy of the study overview including:
i. oecificams
ii. adescription of the proposed study methods
il anexplanation of how CTN facilitiesor personnel will beinvolvedintheinvestigation
IV, applicationtimelinesand expectationsfor study implementation and completion
V. source(s) and amount of fundsrequired to conduct theinvestigation.

b. Requeststo conduct studiesin conjunctionwithaCTN protocol mustincludea
letter of support from the Lead Investigator of the protocol.

NIDA will screenrequestsand forward appropriate requeststo the Center for Clinical TrialsNetwork



(CCTN), whointurnwill sendtothe CTN Research Liaison Group (RLG) for review and comment

TheRLG chair will distributetherequest e ectronicaly to the RL G; memberswill useemail to provide
commentsand indicate their inclination to support or not to support therequest.

The RLG chair will return the comments and sense of the RLG to NIDA viathe CCTN. When
necessary, therequest may bereferred to the Executive Committee of the CTN for approval.

NIDA will communicate commentsto the applicant and, if appropriate, either issuealetter of support
that may beincluded in agrant application or approveinitiation of the protocol .

When funding has been obtained, the investigator must notify CCTN before attempting to recruit
participating programs.

Treatment programs may declineto participatein the protocol.
Theprotocol must fully cover costsassoci ated with theinvestigation.

Theinvestigator must work with participating nodesto obtain |RB authorization and toinitiatethe
study. Protocolsmust receive | RB approval prior toimplementationinthe CTP. Each of the CTN
CTPshavetheir own Federal Wide Assurance (FWA) with the Officefor Human Research Protec-
tions (OHRP). The CTP must make arrangementsfor |RB review prior to study implementation.
Costsof IRB application and review must be covered by the protocol.

Reporting

I nvestigatorswith approved protocolswill provide semi-annua reportsto the RL G that summarize
study implementation, enrollment, expected completion date, and list study publications; reportswill
continueuntil the principal investigator sendsaformal notice of study completionto thechair of the
RLG withacopy to CCTN.

Publications

| nvestigators should acknowledgetheroleof the CTN in any papersprepared for publication. Copies
of publications should be sent to the chairs of the Publications Subcommittee and the Dissemination
Subcommittee.

Research Training Scientists

Whilethe NIDA CCTN encourages and supports the affiliation of individually funded scholars
or training centers within the CTN Nodes, it remains the sole prerogative of the Node |eader-
ship whether or not to incorporatetheindividualsor centers. Scientistswho are applying for an
NIH-funded training or center award should contact the program director of the Node for
information on local Node-specific review procedures regarding scholars taking up residence
and training centers being located at the Node.



