ALABAMA DEPARTMENT OF PUBLIC HEALTH
Alabama Statewide Cancer Registry

Research Application/Department Review for Disclosure of Confidential Data Involving Department Clients/Employees or Subjects/Related Information


Section I: Demographic/General Information (Completed by Applicant)
Title of the Project: _____________________________________________________________________________________________

Principal Investigator: _______________________________
   
Title: _______________________________________________

Address: ____________________________________________________________________________________    
Organization: _______________________________________________________________________________

Telephone Number: (____) _______________      Email: ___________________________________________ 

Fax Number: (____) ____________________

Sponsoring/Funding organization: ___________________________________________________________
Period of grant (mm/dd/yy) From: ________/_________/________/       To:   ______/________/_________/

Amount of grant: ____________________

Names of Co-investigators (Note: ASCR): ___________________________________________________
____________________________________________________________________________________________
Principal Contact (if different from above)

Name: _____________________________________________       Title:_______________________________

Address: __________________________________________________________________________________

__________________________________________________________________________________________

Telephone Number: (_____)_____________________________        Fax Number: (____)__________________


Email: ______________________________________________ 
   

ASCR (Alabama Statewide Cancer Registry) Department Contact 
Name: Justin T. George       

Title: Director of Cancer Epidemiology

Telephone Number: (334) 206-3962     
 Fax Number: (334) 206-3823

Instructions: Please contact Justin T. George to discuss project prior to submission of application. Then, complete all applicable sections of the application. Submit two original, signed copies of the application to:   Attn: Justin George, Alabama Statewide Cancer Registry - Research at 201 Monroe Street,  Suite 1314,  Montgomery, AL 36104
SECTION II
Applicant completes this section and may attach additional sheets if necessary.

Study Question (Brief description of the project purpose): 

Study Protocol (Brief description of project approach): 

Potential risks to study subjects/participants/Department: 

Potential benefits to study subjects/participants/Department: 

Study subjects:


Who are they?


How many are there?


How were they selected/recruited?
Confidentiality of data. 

Describe how information obtained from this study will be used/published and the safeguards to protect from inappropriate disclosure and use. 


Will an informed consent document be used? 


____ Yes
A copy of the proposed consent form must be attached and the applicant must initial each element below, certifying its inclusion in the consent document: 

______ 
A statement that the study involves research; 

______ 
An explanation of the purposes of the research and the expected duration of the subject's participation; 

______
A description of the procedures to be followed and identification of any procedures that are experimental; 

______
A description of any reasonable foreseeable risks or discomforts to the subject; 

______
A description of any benefits to the subject or others which may reasonably be expected from the research; 

______
A disclosure of appropriate alternative procedures or courses of treatment is any that might, be advantageous to the subject; 

______
A statement describing the extent, if any to which confidentiality of records identifying the subject will be maintained; 
______
An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject; 

______
A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to, which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled; 

______
For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained; 

______
Assurance that each research subject will be provided a copy of the signed consent 


_____ No
Provide justification.  Such requests are approved only in very limited circumstances. 

Will a surveyor questionnaire be used? 
____ Yes    Attach a copy of the proposed questionnaire.
_____ No
Does this involve a clinical trial?

____ Yes
Phase:  ___ IV  ____ III  ____ III with a placebo



Other: (explain) 
_____ No
Has another IRB approved the protocols?

_____ Yes  
Name of Institution: _______________________________________




Date of Approval: _________________________________________




Attach copy of the approval notice from another IRB.


____ No
Other Information (Optional)

List any other information that you wish the Department to consider during its review. 


Section III: Statement by Researcher Seeking Access
1. I, ________________________________________, am seeking permission to have access to records of the Alabama Statewide Cancer Registry.  I understand that these records may contain confidential information about individual cancer patients and other identifiers such as names of physicians, hospitals freestanding healthcare facilities, and laboratories. These records are described as: 

______________________________________________________________________________

______________________________________________________________________________

2. If I am granted access to these records, I understand and will abide by the conditions for release of ASCR data outlined in the Confidentiality Agreement as well as the following terms and conditions:

a) The information obtained from the records described above will be used for the following research purposes only: (please summarize research purpose and include a copy of the research proposal/protocol)


______________________________________________________________________________________
______________________________________________________________________________________
b) The following persons will have access to the records for the research purpose described in 2(a) above and no other person shall have access to the records in individually identifiable form: (name and position)

______________________________________________________________________________________
            _______________________________________________________________________________

______________________________________________________________________________

c) All copies of records will be kept in a locked cabinet(s) at (street address, building, room number):

       ________________________________________________________________________

        ________________________________________________________________________

Physical security at the premises described above shall be maintained by ensuring that the premises are locked except when one or more of the individuals named in 2(b) are present and access to the premises is controlled in a manner.

c) Personally identifiable information from the record will be maintained on a computer system that contains other databases and users.        YES 
NO


If yes, access to the information will be restricted through the use of passwords and by other computer security methods that prevent unauthorized access or that trace such unauthorized access including the following methods:

____________________________________________________________________________________________________________________________________________________________

d) Does your organization have automatic backup of system files?  YES         NO
If yes, please specify provisions that would be made for a private drive that cannot be accessed by anyone other than your research staff, or that could not be backed by computer support staff within your organization:
____________________________________________________________________________________________________________________________________________________________

e) Provide a timeline for the proposed research and a projected date for when the project will no longer need access to  ASCR supplied identifiers:
From__________________________ to ________________________
All personal health records that were made or received must be destroyed within 60 days of completion of this project.

f) Has the project been approved by your Institutional Review Board?  YES
NO


If yes, please attach a copy. If no, please explain:

_____________________________________________________________________________

______________________________________________________________________________
g) Upon acceptance of the request for information, a Confidentiality Agreement will be signed by the investigator.
h) Termination:  Failure of the investigator to comply with the terms and conditions of this agreement is cause for terminiation of this agreement.

Section IV: Principal Investigator


This certification must be signed by the principal investigator. 


I certify that the information provided in this application is complete and accurate. 

I understand that I must have Department approval or notice of waiver before I may proceed with the research as described in the protocol and this application. 


I understand that all financial, demographic, and medical information about clients or Department employees is confidential; that all identifiable data will be used only for research purposes within the study and for the purposes described in the protocol and this application; that data obtained from the study cannot be released or published if a particular individual Department client, employee or service site is identifiable; and that data cannot be used for commercial purposes.

Signature: ___________________________________   Date: _______________
Application Checklist
Please include the following in your study proposal:


Attach IRB approval form from your institution


Attach signed confidentiality agreement

Study Questions (Brief description of project purpose)


Study Protocol (brief description of project approach)


Potential risks to study subjects/participants/department


Potential benefits to study subjects/participants/department


Description of study subjects (who, how many, how selected)


List requested variables including a NAACCR item number if applicable 

Copy of the survey or questionnaire, if applicable


Phase of clinical trial, if applicable

