Study Title: 
Principal Investigator:  
Study Site: 

PI’s Contact Information: 

Background:
Provide a background including a justification for creating this registry. Why do you think there is a need for this type of data collection and storage? 

Primary Objective: 
Secondary Objective: 

Description of the Registry: 
What is it about? Design and data base
Study Population:
What kind of population will be included?
Data Collection and Storage: 
What data will be collected? If there will be any linking of data and patients protected health information. For how long will it be stored and where?
Patients follow-up: if any, sample text 
· Patients will be followed-up routinely as dictated by the standard of care according to their diagnosis and the standard  practice at TGH
· Data on follow-up will be recorded during regular routine follow-up.

· No special follow-up will be needed.

· Routine follow-up may also include telephone contacts, written questionnaires or letters when the patients live far away. This is no different from any clinical practice.

Data Analysis Plan:
What are your plans on using this data in future?

Informed Consent Process:
When and how the patients will be consented? Is there any vulnerable population? Will they be compensated? 
Privacy and confidentiality:
How will you protect the patient’s privacy and confidentiality? Who will have an access to data, any other site which will be involved or if any other collaborator who will access data. Sample text:
· All data will be managed in a secure format and follow all applicable regulatory guidelines.

· Each individual will be assigned a unique ID number where only the principal investigator will be able to link these numbers to the patient’s personal identifying information.

· The original signed informed consents and HIPAA forms will be secured in a locked cabinet.
· All medical records information will be entered into a secure database by the Principal Investigator

Risk/Benefit:

· Sample text: The study patients will receive no immediate, long term or direct benefit from participation in the registry
· There is a slight possibility of a breach of confidentiality and all precautions will be taken to ensure that patient’s protected health information is secured.

· All signed documents will be housed in a locked cabinet in the locked Principal Investigator’s office.

· All database containing patient’s information will be protected password where only the Principal Investigator are allowed access.

There are no potential risks involved in creating the registry as it’s a data collection and storage.  This registry will help in conducting future research studies.  
Data Governance: 
Who will oversee the registry? Management of data and quality
IRB approval for future studies:

· Patients who agree to participate in the registry will also agree to allow the use of their data to be used for future research purposes in potential IRB approved studies.

· Data will be identified only by the unique ID 

· Other clinically relevant data and correlation will be made available to other investigators only if deemed necessary by an IRB approved protocol. Patient’s identifiers will be in the possession of the Principal Investigator and will not be provided to the investigators unless specified
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