Sponsor Program Roles and Responsibilities Matrix


Common Program Roles and Responsibilities Matrix, Sponsored by POMA
	Project Management/Reporting
	Sponsor
	CRO
	Comments

	Detailed Project Management plan: 
	
	
	

	Maintain communication with Sponsor (phone, written):
	
	
	Monthly written status reports.

At minimum weekly phone contact between CRO Project Manager/Director and Sponsor Project Manager.

	Conference calls with Sponsor including agenda and minutes: 


	
	
	Weekly

	Arrange project meetings:

In your proposal, please specify the individuals that you intend to have participate in each meeting


	
	
	Bi-Monthly Teleconference:  1 hours

CRO Attendees:  Please specify in your proposal

Face – to – Face Meetings:

Kick-Off Meeting / Training:  16 hours 

              CRO Attendees:  Please specify in your                  proposal 

Annual Project Meetings: 8 hours at International Meeting (e.g. ADA)– 

              CRO Attendee: Please specify in your proposal

	Generate detailed status reports: (Specify frequency of reports)


	
	
	· Investigator Initiation and Start-Up Reports - Weekly

· Enrollment Reports - Weekly

· Protocol Deviations / Violations - Monthly

· Data Management Reports  - Bi-Monthly (except weekly during database lock)

· Missing page report,
·  Summary of CRF pages and visits, (received, entered, queried, cleaned and coded)
· Other (Please Specify)

	Participate in quarterly performance review exercises: 
	
	
	


	Study Design
	Sponsor
	CRO
	Comments

	Preclinical Assessment
	
	
	

	Interaction with Regulatory Authorities:
	
	
	

	Preparation and submission IND/CTX or similar:
	
	
	

	Develop Clinical Development Plan
	
	
	

	Protocol generation:
	
	
	

	Protocol review:
	
	
	

	Protocol approval:
	
	
	

	Translations (if necessary):
	
	
	


	Study Set-Up & Initiation
	Sponsor
	CRO
	Comments

	Investigator Selection and Qualification
	
	
	

	Investigator identification & selection:
	
	
	

	
	    Recruit back up sites
	
	
	Not applicable

	
	    Replace sites that withdraw
	
	
	Not applicable

	IRB/ Ethics committee approvals:
	
	
	

	Collect Financial Disclosure
	
	
	Twice - At beginning of study and one year following completion of the study

	Negotiating investigator contracts:
	
	
	

	Managing / paying investigator grants
	
	
	 Specify number of payments each investigator will receive

	Document Management
	
	
	

	Develop Informed Consent Template
	
	
	

	Resolve Site Informed Consent Issues 
	
	
	

	Translate Informed Consent Template
	
	
	

	Prepare and Maintain Trial Master File

(Specify if TMF is to be electronic)
	
	
	

	Prepare Investigator Site Files
	
	
	

	Obtain Initial Investigator Regulatory Documents:
	
	
	

	Maintain investigator study files/ Regulatory Documents:
	
	
	

	Copying and distribution of protocol to investigators:
	
	
	

	Maintain Investigator Brochure:
	
	
	

	Translation & Circulation of Investigator Brochure:
	
	
	If necessary

	CRF Development
	
	
	

	Design CRF
	
	
	

	Supply CRF Templates
	
	
	

	Approve CRF:
	
	
	

	Print CRFs
	
	
	 Specify the number of CRF books to be produced

	Translate CRFs 
	
	
	CRF will NOT be translated.  Only support documents may require translation

	Store CRFs
	
	
	

	Distribution of CRFs:
	
	
	

	Production of monitoring guidelines/manual:
	
	
	

	Perform pre-study site visit(s): 
	
	
	

	Perform site initiation visit:
	
	
	Specify # of visits and time on site.



	Investigator meeting


	
	
	· Specify CRO attendees and their role at the meeting

·  Specify number of meetings, duration and location of meeting(s)

	Prepare Investigator Meeting Notebooks
	
	
	Two notebooks per site and ten notebooks for Sponsor staff in addition to those need by CRO

	Prepare Site Operations Manuals
	
	
	Please specify number of manuals

	Generate Randomization Schedule:
	
	
	

	Perform Central Randomization
	
	
	

	Interactive voice randomization system
	
	
	Please specify requirements

	Vendor Management
	
	
	

	Mange Central Laboratory
	
	
	

	Administer Central Laboratory Payments
	
	
	

	Select and Manage Central IRB/IEC
	
	
	

	Administer IRB/ Ethics committee payments:
	
	
	

	Manage CRF Printing Vendor
	
	
	

	Administer CRF Printing Vendor Payments
	
	
	

	Manage Investigator Meeting Coordinator 
	
	
	

	Administer Investigator Meeting Coordinator Payments
	
	
	

	Contract and Manage Central Pharmacy
	
	
	

	Administer Payments to the Central Pharmacy
	
	
	


	Clinical Supplies
	Sponsor
	CRO
	Comments

	Obtain regulatory approval
	
	
	

	Obtain Import/Export Approval 
	
	
	

	Package, label, ship drug to distributing site
	
	
	 

	Tracking of drug shipment to sites 
	
	
	

	Confirmation of drug shipment
	
	
	

	Organization of drug destruction
	
	
	

	Tracking of trial drug for re-supply
	
	
	

	Request re-supply of clinical supplies
	
	
	

	Return of unused drug from sites to Sponsor:
	
	
	

	Distribute (non-drug) supplies to sites
	
	
	


	Study Monitoring & Site Management
	Sponsor
	CRO
	Comments

	Perform interim monitoring site visits:
	
	
	Please specify:

· Specify # of interim monitoring visits in your detailed monitoring plan

· Average interval between monitoring visits

· Duration of each interim monitoring visit

	Perform close-out visit(s):
	
	
	Specify duration of close our visits

	Review CRF against source documentation: 100%:
	
	
	

	Review SAE Form against source documentation: 100% 
	
	
	

	Review CRFs/patient records on-site for unreported SAEs
	
	
	

	Perform drug accountability:
	
	
	

	Review laboratory results:
	
	
	

	Maintain study files:
	
	
	

	Monitor to resolve data queries:
	
	
	

	Contact investigators for data clarification after database reconciliation:
	
	
	

	Audit sites for compliance with GCP and regulatory requirements
	
	
	

	Resolutions & responses to audits:
	
	
	

	Obtain normal ranges for local and/or central labs:
	
	
	

	Resolving issues related to central labs:
	
	
	

	Maintain telephone contact with the sites at intervals of: 
	
	
	Please specify maximum interval between contact

	Supply written monitoring report to Sponsor within # 15 of days after completing visit:
	
	
	

	SAE Management
	
	
	

	Ensure investigator completes SAE Form and faxes form to designated unit:
	
	
	

	Receive SAE Forms via fax from investigator:
	
	
	

	Program and maintain SAE tracking database:
	
	
	

	Check SAE Form received from investigator for completeness and consistency, contact investigator to obtain missing information and/or information requiring clarification:
	
	
	

	Review SAE event narrative:
	
	
	

	Write or review SAE event narrative:
	
	
	

	Unblind SAEs as necessary according to unblinding procedures:
	
	
	

	Submit SAE documentation to regulatory authorities:
	
	
	

	Prepare and distribute Investigator Alerts:
	
	
	

	Submit SAE documentation to ethical authorities:
	
	
	

	Contact investigators for follow-up information on SAEs:
	
	
	

	Responsible for pharmocovigilance (Periodic Safety Update Reports) in EU
	
	
	

	Medical Monitoring
	
	
	

	Provide Medical Monitoring
	
	
	

	
	
	
	


	Data Management
	Sponsor
	CRO
	Comments

	CRF Development and Processing
	
	
	

	Design CRF
	
	
	

	Supply CRF Templates
	
	
	

	Approve CRF:
	
	
	

	Annotate a blank CRF with database variable names:
	
	
	

	Create and maintain CRF completion guidelines:
	
	
	

	CRF logging:
	
	
	

	CRF tracking:
	
	
	

	 File and store CRFs:
	
	
	

	Perform data entry.  


	
	
	Single or Double Data Entry 

 eDC or Traditional paper based CRFs are preferred.

	Generate data queries:
	
	
	

	Send data queries:
	
	
	

	Resolve data queries:
	
	
	

	Update clinical database with resolved queries:
	
	
	

	Maintain audit trail
	
	
	Please Specify whether audit trail is paper and/or electronic

	Review incoming CRFs for unreported SAEs:
	
	
	

	Database Set-up and Administration
	
	
	

	Design database panels (includes defining variable names and attributes):
	
	
	

	Design database forms
	
	
	

	Test database:
	
	
	

	Produce Data Validation Programs according to specifications (Data Validation Plan):
	
	
	

	Review Data Validation Programs:
	
	
	

	Provide on-line data access:
	
	
	

	Provide regular data listings/patient profiles 
	
	
	

	Provide regular data listings of dropouts due to adverse experiences and laboratory abnormalities 
	
	
	

	Provide data listings needed to write SAE patient narratives
	
	
	

	Provide electronic copy of database 
	
	
	

	Provide listings for annual IND update 
	
	
	

	Laboratory Data Management
	
	
	

	 Provide all laboratory normal ranges: 
	
	
	

	 Incorporate lab normal ranges into database:
	
	
	

	Management of central laboratory data transfers:
	
	
	

	Clean lab data:
	
	
	

	Produce data validation/editing specifications. 
	
	
	

	Approve validation/editing specifications:
	
	
	

	Coding
	
	
	

	Provide data coding guidelines:
	
	
	Sponsor will provide the requirements of our selected statistical group

	Provide data dictionaries:  
	
	
	Please specify dictionary to be used.

	Provide coding dictionary updates: 
	
	
	

	Provide data coding software:
	
	
	

	Code medications: 
	
	
	

	Code adverse events and indicate specific occurrences
	
	
	

	Code prior medical conditions (including physical exam) and indication specific therapies:
	
	
	

	 Code other (specify) -
	
	
	

	QC and Sign-off
	
	
	

	Check consistency between SAE coding and clinical trial coding:
	
	
	

	QC database and document quality 
	
	
	Specify Criteria (example_

100% of data for 10% of subjects against CRF

100% of key variables (safety and efficacy

	Perform data reconciliation between SAE and clinical trial databases 
	
	
	

	Sign-off completed database:
	
	X
	

	Lock completed database:
	
	X
	


	Statistical Analysis 
	Sponsor
	CRO
	Comments

	Develop analysis plan including shells for tables, listings and figures:
	
	
	

	Approve analysis plan:
	
	
	

	Review and finalize statistical analysis data sets:
	
	
	

	Review and finalize inferential statistical analyses:
	
	
	

	Produce SAS data sets for exploratory analysis:
	
	
	

	Program statistical analysis data sets:
	
	
	

	Send all SAS data sets to Sponsor
	
	
	

	Produce SAS Analysis Programming (listings, figures, tables):
	
	
	

	Program listings (unique/total)

·

	
	
	Please include the number of listing unique/total assumed 

· # background listing  ___/___

· # efficacy listings      ___/___

·     # safety listings        ___/___

	Program figures (unique/total)


	
	
	Please include the number of figures (unique/total assumed

·
# background figures  ___/___

·
# efficacy figures        ___/___

·     # safety figures           ___/___

	Program tables (unique/total)

·

	
	
	Please include the number of tables (unique/total assumed

·
# background tables  ___/___

·
# efficacy tables         ___/___

·     # safety tables            ___/___

	Develop and validate randomization code?
	
	
	

	Incorporate randomization codes into clinical database:
	
	
	

	Generate Statistical Appendices to Clinical Trial Report 
	
	
	

	Convert data to SAS/Sponsor compatible structure
	
	
	

	Export database to Sponsor:

· Specify frequency and methods
	
	
	

	Send analysis programs to Sponsor
	
	
	

	Convert SAS output to Appropriate Electronic format:
	
	
	

	Archive snapshot of data base at point of Interim Analysis: 
	
	
	

	Review completed statistical appendices:
	
	
	

	Final analysis:
	
	
	

	Statistical methodology section of CTR:
	
	
	

	Provide input to safety and efficacy sections of CTR:
	
	
	

	Perform exploratory analyses of data:

· Specify
	
	
	

	QC analysis programs and output quality:
	
	
	

	QC listings, tables, figures and output quality:
	
	
	

	Sign-off analysis:
	
	
	


	Interim Analyses
	No Interim Analysis is planned


	Medical Writing
	Sponsor
	CRO
	Comments

	Interim statistical report 

· Specify number of interims:
	
	
	None

	Clinical trial report:
	
	
	

	Produce shell report:
	
	
	

	Write text 
	
	
	

	Pagination:
	
	
	

	Incorporate tables/figures into text of report:
	
	
	

	Write patient narratives for safety issues (e.g., SAEs, dropouts due to adverse experiences and laboratory abnormalities, notable laboratory abnormalities, etc.):
	
	
	

	Write safety results section and safety discussion of clinical trial report:
	
	
	

	QC report and document quality:
	
	
	

	Prepare QC Submission ready PDF
	
	
	

	Produce manuscript for publication:
	
	
	


	QA – Audits 
	Sponsor
	CRO
	Comments

	Protocol Audits
	
	
	

	Trial Master File Audit
	
	
	

	Informed Consent Audit
	
	
	

	CRF Audit
	
	
	

	Central Laboratory Audit
	
	
	

	Central IRB Audit
	
	
	

	Drug Compliance Audit
	
	
	

	Investigator site audits (specify #): 
	
	
	

	In-house audits (specify #):
	
	
	

	CRO Site Visits by sponsor:
	X
	
	

	Database Audit:
	
	
	

	Statistical Report Audit
	
	
	

	Final Study Report Audit:
	
	
	


	Other Responsibilities
	Sponsor
	CRO
	Comments

	Final drug reconciliation and return of unused drug to Sponsor:
	
	
	

	Return completed CRFs and query records to Sponsor:
	
	
	

	Supply electronic version of final database to Sponsor with QC documentation:
Any derivations used in DB entry must be documented.  Zipped diskette in SAS export
	
	
	

	Supply all validation and analysis programs to Sponsor:
	
	
	

	Supply all electronic & paper documentation for archiving:
	
	
	

	Archive all electronic & paper documentation: specify 
	
	
	.
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