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Reproductive Medicine Network Reproductive Medicine Network 
(RMN)(RMN)

Established in 1990 to conduct large, Established in 1990 to conduct large, 
multimulti--centered clinical trialscentered clinical trials
Areas of interest:  reproductive medicine, Areas of interest:  reproductive medicine, 
infertility, reproductive endocrinologyinfertility, reproductive endocrinology
Began with 6 clinical sites, expanded to 8 Began with 6 clinical sites, expanded to 8 
in first rein first re--competitioncompetition
Currently, 8 clinical sites with 1 DCCCurrently, 8 clinical sites with 1 DCC



RMN Recent ProtocolsRMN Recent Protocols

Efficacy of Efficacy of superovulationsuperovulation and IUI: and IUI: GuzickGuzick
et alet al., 1999; ., 1999; GuzickGuzick et alet al., 2001., 2001
Utility of endometrial biopsy in infertility Utility of endometrial biopsy in infertility 
DxDx:  November 2004 :  November 2004 Fertility and SterilityFertility and Sterility
Pregnancy in Polycystic Ovary Syndrome, Pregnancy in Polycystic Ovary Syndrome, 
just completedjust completed



RMN Consultation CommitteeRMN Consultation Committee

Called by NICHD to review the RMNCalled by NICHD to review the RMN
Assessed impact, benefit to field of multiAssessed impact, benefit to field of multi--
site clinical network, strategies to advance site clinical network, strategies to advance 
clinical research in reproductive medicine, clinical research in reproductive medicine, 
role of NICHDrole of NICHD
Final report to IC DirectorFinal report to IC Director
New RFA published March 2006New RFA published March 2006



RMN OrganizationRMN Organization

RMN

Steering Committee Advisory Board Data and Safety
Monitoring Board

Site PIs/Co-Is

Chairperson

NICHD Project Scientist

NICHD Project Scientist
ex officio

Steering Committee 
Chair ex officio

DCC



Network PlayersNetwork Players

Principal Investigators/coPrincipal Investigators/co--InvestigatorsInvestigators
NICHD Project Scientist:  substantial NICHD Project Scientist:  substantial 
programmatic involvementprogrammatic involvement
NICHD Project Officer:  normal NICHD Project Officer:  normal 
stewardshipstewardship
Grants Management Officer:  Grants Management Officer:  $$$$
Branch ChiefBranch Chief



Important stuffImportant stuff
U10 Cooperative Clinical ResearchU10 Cooperative Clinical Research
$6.6 million for FY 2007$6.6 million for FY 2007
88--10 clinical sites, 1 DCC10 clinical sites, 1 DCC
Letter of intent:  August 25, 2006Letter of intent:  August 25, 2006
Application due date: September 25, 2006Application due date: September 25, 2006
Review:  February/March 2007Review:  February/March 2007
Council:  June 2007Council:  June 2007
Earliest start:  July 2007Earliest start:  July 2007



ApplicationApplication
Who’s eligible?Who’s eligible?

Institutions:  no foreign; current members of the Institutions:  no foreign; current members of the 
RMN; prospective membersRMN; prospective members

Individuals:  those with skills, knowledge, Individuals:  those with skills, knowledge, 
resources; clinician for clinical sites; expert in resources; clinician for clinical sites; expert in 
biostatistics, clinical study design, data analysis, biostatistics, clinical study design, data analysis, 
etc… for DCC PIetc… for DCC PI



ApplicationApplication——DCC ScopeDCC Scope

Study Design, Conduct, Analyses, PubsStudy Design, Conduct, Analyses, Pubs
Data ManagementData Management
Site MonitoringSite Monitoring
RegulatoryRegulatory
Committee managementCommittee management



ApplicationApplication——DCC requirementsDCC requirements

Successful past performanceSuccessful past performance
Staff expertise and capabilityStaff expertise and capability
Data management and communications Data management and communications 
capacity and abilitycapacity and ability
Reporting/publicationReporting/publication
Logistical support experienceLogistical support experience
Monitoring and management capabilityMonitoring and management capability



ApplicationApplication——DCC budgetDCC budget

Network managed with a Network managed with a capitatedcapitated budgetbudget
Core costs:  personnel, admin costs, etc…Core costs:  personnel, admin costs, etc…
Protocol initiation costsProtocol initiation costs
Protocol support costsProtocol support costs



DCC BudgetDCC Budget——con’tcon’t

Core costsCore costs
PIPI——50% effort50% effort
Administrative costsAdministrative costs——staff salarystaff salary
Site and data management costsSite and data management costs
Statistical support costsStatistical support costs
IT costs (web site development, etc…)IT costs (web site development, etc…)
Committee management expensesCommittee management expenses
TravelTravel



DCC BudgetDCC Budget——con’tcon’t

Protocol initiation costsProtocol initiation costs——assume 1assume 1--2 2 
active trials, one is RCTactive trials, one is RCT

Protocol manualProtocol manual
Developing data forms and questionnairesDeveloping data forms and questionnaires
Recruitment materialsRecruitment materials
Database structuresDatabase structures



DCC BudgetDCC Budget——con’tcon’t

Protocol supportProtocol support——assume 1assume 1--2 active trials, 2 active trials, 
one is RCTone is RCT

PharmacyPharmacy
Drug costsDrug costs
Data entry and analysisData entry and analysis
Quality controlQuality control
Manuscript preparationManuscript preparation



DCCDCC——Budget, Budget, con’tcon’t

11stst year:  $500,000 in directs, assume year:  $500,000 in directs, assume 
development of at least one protocoldevelopment of at least one protocol
OutOut--years:  $2 million in patient care years:  $2 million in patient care 
category for approved protocolscategory for approved protocols——final final 
amount TBDamount TBD
$2 million managed by DCC and $2 million managed by DCC and 
distributed to clinical sites when distributed to clinical sites when 
protocol(s) approved and subjects enrolledprotocol(s) approved and subjects enrolled



Clinical SitesClinical Sites----scopescope

Identify priority areas of researchIdentify priority areas of research
Develop and implement protocolsDevelop and implement protocols
Recruit/enroll subjectsRecruit/enroll subjects
Collect/transmit data to DCCCollect/transmit data to DCC
Data analysisData analysis
Manuscripts/presentationsManuscripts/presentations



Clinical SitesClinical Sites----requirementsrequirements

Principal Investigator:  physician with Principal Investigator:  physician with 
clinical expertise in reproductive medicine clinical expertise in reproductive medicine 
in women and/or men (20% effort)in women and/or men (20% effort)
CoCo--InvestigatorsInvestigators

Ph.D. biostatistician/epidemiologist (10% Ph.D. biostatistician/epidemiologist (10% 
effort)effort)
Clinical expert in opposite gender (10% Clinical expert in opposite gender (10% 
effort)effort)



Clinical SitesClinical Sites——requirements, requirements, con’tcon’t

Institutional environmentInstitutional environment
Additional staff:  nurse coordinator, lab Additional staff:  nurse coordinator, lab 
facilities, imaging servicesfacilities, imaging services
Department/institutional commitmentsDepartment/institutional commitments
Access to adequate patient populationAccess to adequate patient population
New applicantsNew applicants——experience in experience in RCTsRCTs
CompetingCompeting——RMN participationRMN participation



Concept ProtocolConcept Protocol

Required of both new and competing Required of both new and competing 
continuation applicationscontinuation applications
One studyOne study——10 pages maximum10 pages maximum

Background and significanceBackground and significance
ObjectivesObjectives
Study designStudy design
Data analysisData analysis
Power analysisPower analysis



DickeyDickey--Wicker proscriptionsWicker proscriptions

Funds may not be used to support human Funds may not be used to support human 
embryo researchembryo research

No invasive proceduresNo invasive procedures
No research on eggs that have been exposed No research on eggs that have been exposed 
to spermto sperm
No harm or destruction of embryosNo harm or destruction of embryos



What is allowable under DickeyWhat is allowable under Dickey--
WickerWicker

Research on eggs that have not been Research on eggs that have not been 
exposed to spermexposed to sperm
Noninvasive studies on discarded culture Noninvasive studies on discarded culture 
mediummedium
Noninvasive microscopyNoninvasive microscopy
Noninvasive assessmentsNoninvasive assessments
Retrospective analyses not Retrospective analyses not a prioria priori
excludedexcluded



Clinical SitesClinical Sites----BudgetBudget

Base budgetBase budget----$200,000 directs$200,000 directs
PI:  20% effortPI:  20% effort
CoCo--Is:  10% effort eachIs:  10% effort each
Research Coordinator:  100% effortResearch Coordinator:  100% effort
Program Assistant:  25% effortProgram Assistant:  25% effort
Travel:  4 trips/yearTravel:  4 trips/year
Supplies and advertising for protocol Supplies and advertising for protocol 
recruitmentrecruitment



Clinical SiteClinical Site----BudgetBudget

3% escalation for out3% escalation for out--yearsyears
OnOn--going annual budget based on going annual budget based on 
individual protocolsindividual protocols
Funds disbursed from DCC on a per Funds disbursed from DCC on a per 
subject basissubject basis



Review processReview process

Applications will be reviewed by the Applications will be reviewed by the 
NICHD through the Division of Scientific NICHD through the Division of Scientific 
ReviewReview
Reviewers recruited through DSRReviewers recruited through DSR
Review criteria for DCC and Clinical Sites Review criteria for DCC and Clinical Sites 
listed in RFAlisted in RFA



Cooperative ResponsibilitiesCooperative Responsibilities

Principal InvestigatorPrincipal Investigator
Member of Steering CommitteeMember of Steering Committee
ID areas of research, develop protocols and ID areas of research, develop protocols and 
implementimplement
Transmit data to DCCTransmit data to DCC
Analyze and publish findingsAnalyze and publish findings

All cooperatively with NICHD staff, Advisory Board and All cooperatively with NICHD staff, Advisory Board and 
DSMC; each site has one vote in Steering DSMC; each site has one vote in Steering CmteCmte



Cooperative ResponsibilitiesCooperative Responsibilities
Data Coordinating CenterData Coordinating Center

Statistical leadershipStatistical leadership
Centralize and standardize dataCentralize and standardize data
Logistical services to RMN clinical sitesLogistical services to RMN clinical sites
Prepare DSMC reportsPrepare DSMC reports
Committee managementCommittee management
Regulatory complianceRegulatory compliance

DCC PI will have one vote on the Steering CommitteeDCC PI will have one vote on the Steering Committee



Collaborative ResponsibilitiesCollaborative Responsibilities

NICHDNICHD
Technical assistance, advice and coordinationTechnical assistance, advice and coordination
Protocol review and commentProtocol review and comment
Management and technical performance adviceManagement and technical performance advice
Acquisition of resourcesAcquisition of resources
Liaison/facilitator between Liaison/facilitator between pharmapharma and other and other 
government agenciesgovernment agencies

NICHD Project Scientist will have one vote on the NICHD Project Scientist will have one vote on the 
Steering Steering CmteCmte



For more informationFor more information

RMN RFA:  RMN RFA:  
http://grants.nih.gov/grants/guide/rfahttp://grants.nih.gov/grants/guide/rfa--
files/RFAfiles/RFA--HDHD--0606--008.html008.html
RFA RFA FAQsFAQs:  :  
http://www.nichd.nih.gov/about/cpr/rs/http://www.nichd.nih.gov/about/cpr/rs/
workshops.htmworkshops.htm

http://grants.nih.gov/grants/guide/rfa-files/RFA-HD-06-008.html
http://grants.nih.gov/grants/guide/rfa-files/RFA-HD-06-008.html
http://www.nichd.nih.gov/about/cpr/rs/workshops.htm
http://www.nichd.nih.gov/about/cpr/rs/workshops.htm


For more informationFor more information

Review questions:  Dr. Robert Stretch, Review questions:  Dr. Robert Stretch, 
stretchr@mail.nih.govstretchr@mail.nih.gov

Programmatic questions:  Dr. Tracy Programmatic questions:  Dr. Tracy 
Rankin, Rankin, rankintrankint@mail.@mail.nihnih..govgov

Financial/budget:  Ms. Cecilia Bruce, Financial/budget:  Ms. Cecilia Bruce, 
brucecbrucec@mail.@mail.nihnih..govgov

mailto:stretchr@mail.nih.gov
mailto:rankint@mail.nih.gov
mailto:brucec@mail.nih.gov
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