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Scope Statement

Project Name: FARA Registry
Amendment History - Document Status (e.g. Draft, Final, Release #):

	CR# (optional)
	Document Version #
	Approval Date
	Modified By
	Section, Page(s)and Text Revised

	Initial
	1.0
	
	Michelle Whalen
	Initial revision based on December 10th meeting with Jen

	
	1.1
	
	Elaine Simone
	Added Project Synopsis as summary


Business Objectives

· Business Need – Provide a process and data repository to assist investigators in collecting and identifying patients for clinical trials.  At this time FARA does not have a central repository of Friedreich’s Ataxia patients due to very diffused FARA sites within the US. 

· Data repository should contain a reasonable amount of clinical data to assist investigators in limiting a search for candidates for clinical trials.  Some examples of inclusion and exclusion criteria would be age, duration of disease and genetically confirmed or not

Business Benefits

· Ability to identify candidates for clinical studies

· First ever repository of FA patient contact information

· FARA will have access to the patient contacts so that outreach activities can be initiated (e.g. newsletters, educational material, FARA activities)

· May become an income tool for FARA.  For example pharmaceuticals may pay FARA to get patient information.

Business Measures

· Ability to identify candidates for clinical studies within a short time frame.

· Ability to capture complete and accurate FA patient data.

· Success of capturing large portion of FA patient community.

Project Description

The FARA project has essentially grown out of a need for a patient registry for Friedreich's Ataxia which will facilitate research and care of patients who have the disease, which is a neurological genetic disease that usually first becomes noticeable as a coordination and balance problem when children are young. Subsequent loss of coordination and strength in the extremities of such children then forces them into wheelchairs by their teens, and they also begin to experience impaired vision, speech, and hearing. In the later stages, patients are most often incapacitated (but yet cogniscent, which is why there is much hope for a cure), and can often die of heart failure; therefore, most people with the disease only live to early adulthood. Right now, there is no cure or effective treatment for the disease.

The patient registry will be a system that will be used to extract patient data from relevant databases, and from patients that wish to be candidates in clinical trials. The registry will contain a reasonable amount of clinical data to assist researchers in limiting a search for candidates for clinical trials; it will allow patients to be selected for clinical trials of new medicines being developed for the treatment of Friedrich's Ataxia. As such, all of a patients' basic contact information and personal health information (PHI) would be housed by the registry as well, which must be secure according to the Health Insurance Portability and Accountability Act of 1996 (HIPAA). The system will also allow researchers to enter information so that they can easily acquire data in which to use to work to develop a cure and treatments for the disease.

High-Level Project Deliverables

· Web Site

· Excel Report

· Database

· End User Work Instructions

Affected Products, Services, Operations, Organizations

· New Service – ability to identify patient candidates for clinical trials

· New Service – patient satisfaction and education

· New Operations – responsibility of maintaining the registry, respond to patient data entry, respond to patient queries.

· Organizations – FARA, pharmaceutical companies planning clinical trials and NIH (National Institutes of Health)

Unaffected Products, Services, Operations, Organizations

· Ataxia Scales system or the information captured within AS

· Clinical Care

Current/open Assumptions/Constraints

Assumptions

	Assumption Number
	Relates To
	Assumption Description
	Status 
	Status Date
	Status Comment

	
	
	This project is strictly registry data and will not include clinical data or process
	
	
	

	
	
	Jen represents the FARA board
	
	
	

	
	
	No interfaces
	
	
	


Constraints

	Constraint Number
	Relates To
	Constraint Description
	Status 
	Status Date
	Status Comment

	
	
	· The Patient Registry project needs to be sensitive to rules, laws and regulations put forth by the following:

· HIPPA - The Health Insurance Portability & Accountability Act of 1996 
	
	
	

	
	
	Patient coordination and accessibility
	
	
	

	
	
	Tight Timeline
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