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Functional Business Requirements

High Level Req #
Description of High Level Requirement
Source of High Level Requirement

F1
The process shall be web-based, publicly accessible, and indexed by major search engines.
J.Farmer

F2
The system shall display a primer on the purpose and inclusion (who is the registry looking for and general information).
J.Farmer

F3
The system shall obtain and store the consent of individuals prior to data entry (accept/decline feature).
J.Farmer

F4
For individuals less than 18 years of age information and consent from guardian are needed. Need guardian contact information also.
J.Farmer

F5
When previously entered information is edited, the old values are overwritten. No previous values are saved.
J.Farmer

F6
Through the process, need to collect and store demographic and clinical data from individuals with FA.
J.Farmer

F7
Registry coordinator will be a FARA individual who will run queries based on requests from researchers. 
J.Farmer

F8
Outputs from data queries should be in a universal format (e.g. an excel spreadsheet).
J.Farmer

F9
Data will need to be verified and updated on annual basis to be sure it is accurate.
J.Farmer

F10
The system shall annually send out an email, reminding patients to update their information.
J Farmer

F11
The System shall provide some form of authentication to prevent malicious data entry.
J.Farmer

F12
The system shall support the creation of statistical reports based on collected data.
J.Farmer

F13
Once data is confirmed, patients will not be able to edit some of the fields.
J.Farmer

F14
The interface will provide definitions / explanations for any vague or ambiguous parts of the form.
J.Farmer

F15
After information is entered the system shall display a confirmation page for a user to overview what he/she has entered and allow he/she to make changes.
J.Farmer

F16
Website will include links to additional information such as clinical trials information or educational materials about the disease.
J.Farmer

F17
The system will have two interfaces: one for patients and one for Registry Coordinators. Registry Coordinators have their own UI to provide their additional functionality.
J. Farmer

F18
Patients must be able to browse to the Registry website from the FARA website
J.Farmer

Performance Requirements

High Level Req #
Description of High Level Requirement
Source of High Level Requirement

P1
The system must be accessible and functional when visited with common web browsers.
J.Farmer

Interface Requirements

High Level Req #
Description of High Level Requirement
Source of High Level Requirement

I1
The System shall be stand alone and will not interact with any other system.
J.Farmer

Design Requirements

High Level Req #
Description of High Level Requirement
Source of High Level Requirement

D1
The interface shall minimize the use of scrolling.
J.Farmer

D2
The interface will be free of clutter, providing only the necessary elements in a clearly organized way.
J.Farmer

D3
Needs to be an expandable process; needs to accommodate the addition of new data fields.
J.Farmer

D4
Individuals with FA must be able to find and navigate the website easily.  The interface must be sensitive of users with poor coordination.
J.Farmer

D5
The interface shall provide consistent navigation.
J.Farmer

D6
The interface will be similar in appearance to the FARA website
J.Farmer

Physical and Implementation Requirements

High Level Req #
Description of High Level Requirement
Source of High Level Requirement

PI1
There are no constraints for date and time of deployment.
J.Farmer

PI2
Once data is entered it must be stored in a secure location.  Physical location depends on architecture structure defined, and must also meet HIPAA requirements for PHI (personal health information).
J.Farmer

PI3
Successful completion of UAT testing (approval from the FARA board needed in order for UAT testing to be completed).
J.Farmer

PI4
Training materials and user manual are completed and rolled out.
J.Farmer

PI5
Successful dry run using the model office environment.
J.Farmer

PI6
Architectural design will dictate the PI requirements.
J.Farmer

PI7
There is no one-time data load to initially load data into the database.
J. Farmer
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