Coordination Center 

A Coordination Center (CC) is responsible for overall project management in a clinical research study. The CC may or may not recruit and enroll subjects.  Responsibilities vary among coordinating sites and may include:

( Assisting with the implementation of study protocols

( Designing data collection instruments

( Designing and implementing data capture systems 

( Managing data entry

( Monitoring data safety

( Managing project timelines

( Reporting and tracking Adverse Events

( Conducting biostatisitcal analysis

( Preparing manuscripts

Study Start

	To ensure effective project management, the following documents should be on file at the Coordinating Center.

	 FORMCHECKBOX 

	List of all participating sites (see below for guidance on per-site documentation)

	 FORMCHECKBOX 

	Master CRF / Data Collection Sheets

	 FORMCHECKBOX 

	Data Safety Monitoring Board charter (if applicable)

	 FORMCHECKBOX 

	Data Safety Monitoring Board reports (if applicable)

	 FORMCHECKBOX 

	Steering Committee plan (if applicable)

	 FORMCHECKBOX 

	Steering Committee reports (if applicable)

	 FORMCHECKBOX 

	Cumulative (all sites) enrollment log

	 FORMCHECKBOX 

	Standard Operating Procedures Manual.  This manual should be provided to each participating site and detail at a minimum, the following:

	
	( Data Management plan 

· design of study forms and collection of study data

· process for query resolution and accounting for missing/incomplete data

	
	( Data Analysis plan

· sample size estimates and statistical analysis

	
	( Data/Study monitoring plan

· schedule of monitoring visits for quality assurance; ensuring timeliness and accuracy of  data collection, IRB approvals, drug/device dispensing; plan should include procedures for reporting findings and data clarifications

	
	( Privacy and confidentiality of data 

· password protected data bases

·  use of coded subject identifiers

	
	( Delegation of responsibility for coordination center and individual Committees

· Steering Committee - group composed of the principal investigator, study statistician(s), and others who oversee study design, execution, and analysis.

· Safety Monitoring Committee – an independent group of experts responsible for   monitoring subject safety.  The SMC makes recommendations for the modification or suspension (if necessary) of a study

	
	( Participating site requirements

· Site initiation and training (including use of study instruments)

· Staff training records (to ensure standardization and data integrity

· Data entry/database guidelines

	
	( Safety Monitoring / Adverse Event reporting guidelines

· Plan to decode blinded trials

	
	( Study Medication

· Packaging/Labeling/Shipping records

· Supply, Storage and Accountability 

· Drug/device inventory and return or destruction procedures (if applicable)


Site Management

	The CC is responsible for compiling and maintaining the required regulatory documentation for each participating study site.  Depending on study type, not all documentation will apply. 

	 FORMCHECKBOX 

	A useful template for tracking these requirements per study site can be found at: http://www.partners.org/phsqi/QIWeb/logs/CC%20regulatory%20tracking%20checklist%20per%20site%20(2).dot


	 FORMCHECKBOX 

	If the CC Investigator is also the IND holder for study drug or device, then all Sponsor-Investigator responsibilities must be fulfilled.  To ensure proper documentation, refer to the QI IND holder checklist found at: (http://www.partners.org/phsqi/QIWeb/files/IND.IDEchecklist5.1.06.doc) 
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