2
TITLE of Project


Fellows’ Pelvic Research Network (FPRN) 

 TITLE: Multi-center, prospective randomized control study
MANUAL OF PROCEDURES/PROTOCOL 
Data Coordinating Center 
Evanston NorthShore University HealthSystems

Northwestern University/University of Chicago

Evanston, IL

November 2008
Version 1.1

Abstract
Specific Aims
The Null Hypotheses
Background
Significance
Study Design
Data collection
Inclusion criteria for charts review
Exclusion criteria for charts review
Confidentiality
Clinical centers are numbered as followed
Subject ID Assignment Example (last two columns will not be sent to DCC)
Power analysis
Data analysis
Budget
Project Schedule
References


Abstract
Specific Aims

The Null Hypotheses 

Background

Significance

This prospective, randomized control study is uniquely feasible in the Fellows’ Research Pelvic Network, where data from a large and diverse patient population can be collected. 

Study Design

Data Collection

Inclusion criteria:

Exclusion criteria:

If data not available or missing please notice it in your collection sheet. 

Confidentiality
Extensive efforts will be made to ensure and maintain participant confidentiality. All identifying information must be maintained in a secure area at all times. Source documentation must be maintained in a separate folder. When documentation has to be made available for Data Collecting Center (DCC), copies of the source (Excel spreadsheets) should be forwarded to the DCC with only Subject ID number visible and personal information obscured. 
The DCC staff has access to the Subject ID number for data management purposes. All communication between the DCC staff and the clinical center staff regarding participant data occurs via the Subject ID number only. However, please never obscure information on the original/source documents. The staff at the DCC will not have access to any participant locator or identifying information available to the clinical center. 

The participant is logged in the Excel spread sheet and assigned a Subject ID number. Each participant should be assigned the next available Subject ID number. All communication with the DCC regarding individual participants must be through the Subject ID number and your clinical center code. Once a Subject ID number has been assigned, it should never, for any reason, be reassigned. The Excel spreadsheet form should be stored in a secure, locked filing system and a backup copy of this file should be made at the end of every other week and the copy stored in a separate, secure location. 

· The 6-digit Participant ID number is composed as follows: 

· The first three digits of the number is the clinical center code number (1). 

· The last 3 digits indicate the sequential ordering of participants. 
Clinical centers are numbered as followed: 

101 = 

102 = 

103=
104= 

105 = 

106 = 

107= 
108= 

109=

110= 
111= 
Subject ID Assignment Example (last two columns will not be sent to DCC)

	Clinical Center Code 
	Participant ID 
	Name
	Medical Record 

	103 
	103001 
	Cara Smith
	######

	103 
	103002 
	
	

	103 
	103003 
	
	

	103 
	103004 
	
	

	-----
	------
	
	---------

	103
	103099
	
	


Power analysis
Data analysis
Data analysis will be performed by 
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