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RESEARCH REPOSITORY APPLICATION

Instructions: Use this form when establishing a research repository containing specimens from human subjects and/or the data and other materials associated with human subjects research (individually and collectively referred to as “materials”).

[bookmark: _Hlk39150849]SECTION A:  Protocol and Contact Information 

Protocol Number:        						Date:      
Protocol Title	:              
[bookmark: _Hlk37418859]Principal Investigator, Degrees:       

SECTION B: Repository Materials

	1. The materials to be maintained in the repository are (mark all that apply):
[bookmark: Check4]|_| Biological Specimens  (complete 1a-1e) Data available but not part of repository data
|_| Data  (complete 1f -1i)
|_| Images (complete 1j – 1n)
|_| Genetic Information (complete all sections applicable to the research)
------------------------------------------------------------------------------------------------------------------------------
1a. Source of Specimens: 
[bookmark: _Hlk161062223]|_| Clinical Care (e.g. excess specimens); specify:      
|_| Research; specify protocol number:       
|_| Other; specify:      

1b. Type of Specimens: 
|_| Blood
|_| Tissue
|_| Other; specify:      

1c. Identification of Specimens:
|_| Individually identifiable*
|_| Coded**
|_| Anonymized***

1d. HIPAA Identifiability:
|_| Protected Health Information****
|_| Limited Data Set*****

1e. The Specimens are: 
[bookmark: Check7][bookmark: Check8][bookmark: Check9]|_| Existing
|_| To be Prospectively Collected 
|_| Other, explain:      
------------------------------------------------------------------------------------------------------------------------------
1f. Source of Data: 
|_| Clinical Care (e.g. medical records); specify:      
|_| Research; specify protocol number:       
|_| Other; specify:      

1g. Identification of Data:
|_| Individually identifiable*
|_| Coded**
|_| Anonymized***

1h. HIPAA Identifiability:
|_| Protected Health Information****
|_| Limited Data Set*****

1i. The Data are: 
|_| Existing 
|_| To be Prospectively Collected 
|_| Other, explain:      

------------------------------------------------------------------------------------------------------------------------------
Ij. Source of Images: 
|_| Clinical Care; specify:      
|_| Research; specify protocol number:       
|_| Other; specify:      

1k. Type of Images: 
|_| CT
|_| MRI
|_| Radiographs
|_| Other; specify:      

1l. Identification of Images:
|_| Individually identifiable*
|_| Coded**
|_| Anonymized***

1m. HIPAA Identifiability:
|_| Protected Health Information****
|_| Limited Data Set*****

1n. The Images are: 
|_| Existing 
|_| To be prospectively collected 
|_| Other, explain:      


	2. If the materials to be maintained in the repository are (or were) collected for research purposes, will (or did) the participants consent to have these materials retained for future research purposes and authorize the use of their protected health information for such purposes (if applicable)?   

|_| Yes; if yes, provide a copy of the sample form(s) used for consent/authorization.
|_| No; if no, are you requesting waivers of informed consent and HIPAA Authorization?
|_| Yes; if yes, please submit the waiver request form(s) with this application.  
|_| No; if no, please explain:      


	3. If participants will consent/authorize (or have consented/authorized) to share materials for the Repository or for future research purposes, are they able to withdraw consent/authorization and have their materials removed from the Repository?

|_| Yes; the Repository will retain identifiers and codes to manage withdrawal of participant materials.
|_| No; Repository materials will be anonymized (with no link); the research team has no way to determine which material/data belongs to an individual.
|_| Other; specify (e.g. identifiers will be retained for X time and then destroyed, identifiers are retained but due to the complexities of the data and the number of variables it would be impossible to withdraw material from the Repository, once materials are released for downstream uses it will be impossible to recall them, etc.): 
     


	
SECTION C: Purpose of Repository


	1. What is the main purpose of the Repository:
|_| To maintain or share Repository materials for future research
|_| To act as a registry of patients and their health information to determine eligibility for enrollment in future research studies
|_| Both
|_| Other; explain:      


	2. Repository materials are intended to be used by or shared with (mark all that apply):
|_| BU CRC investigators only
|_| BU CRC and BUMC investigators 
|_| BU and non-BU investigators
|_| National repositories (e.g. GWAS/dbGAP)
|_| Federal agencies
|_| Commercial/for-profit companies
|_| Other; explain:      


	
SECTION D: Maintenance of Repository


	1. Identify the person/role(s) responsible for maintaining the Repository, including stripping identifiers (if applicable) and coding or distributing material:

     

	2. Describe the storage facilities and tracking system to be used, including how the material is received, inventoried, accessed, released, destroyed, and any quality assurance measures:

     

	3. Describe the specific methods for assuring privacy and confidentiality of identifying information maintained in the Repository (e.g. data security measures, limiting identifiable material in Repository to only that needed for research, investigator confidentiality agreements, use of firewalls, use of an honest broker model):          
|_| N/A material is anonymized

     


	4. If the Repository Principal Investigator leaves BU, confirm what will happen to the Repository Note: material collected at BU or with funds administered by BU are the property of BU. Research material may not be removed without prior approval of BU Administration.

     


	5. Expected Duration of Repository (e.g. 5 years, until the grant ends, indefinitely):

     


	6. If Repository material is coded**, who will retain the re-identification key:
|_| N/A material is anonymized

     


	7. Will Repository-specific data use agreements (DUA), data sharing agreements (DSA), or material transfer agreements (MTA) be developed for sharing Repository materials? 

|_| Yes; if yes, provide a copy of Repository-specific DUA/DSA/MTA  
|_| No


	
SECTION E: Repository Materials Available to Investigators


	1. Repository materials available to investigators:
|_| Biological Specimens; specify (if all, state ‘see Section B’):        
|_| Data; specify (if all, state ‘See Section B’):           
|_| Images; specify (if all, state ‘See Section B’):       
|_| Demographic information:      
|_| Other study information (e.g. questionnaires, surveys, interviews, etc.):      
|_| Protected Health Information not listed elsewhere on this form (name, medical record #, social security #, facial photographs, etc.):      


	2. Repository materials available to investigators will be:
|_| Individually identifiable*
|_| Coded**
|_| Anonymized***


	3. Are there circumstances under which the Repository will release identifiers or Protected Health Information (PHI) to Investigators?
|_| Yes; if yes, provide the circumstances under which identifiers/PHI will be supplied to Investigators, and note whether the identifiers/PHI will meet the definition of a Limited Data Set*****:      
|_| No   
|_| N/A materials are anonymized***


	4. Describe the process by which, and the requirements for, Investigators to obtain Repository materials (e.g. provide project summary, submit a Repository application, IRB approval, letters of support, etc) :
 
     


	5. Describe the process and any criteria by which an Investigator is approved to receive materials (e.g. approved by project director, PI, committee, etc.; and any Repository guidelines or SOPs that govern decisions around whether to approve a request for materials):

     


	6. Will Investigators who use Repository material be encouraged/allowed to submit data/results/analyses back to the Repository? 
|_|Yes; if yes, 
|_|The returned material will be anonymized.
|_|The returned material will contain codes or identifying information to enable re-linking of corresponding Repository material.
|_|The results of any analyses returned to the Repository will be performed or confirmed in a CLIA lab (note: CLIA and other laws may limit the ability to return results directly back to the participant or the participant’s treating physician if they are not performed in such a laboratory).
|_|Incidental findings are possible; if the material is coded or identifiable and can be re-linked to participants, describe whether participants will be notified and the process by which this will occur (e.g. the IRB will be notified, the participant/proxy will be notified, a letter will be placed in the medical record), again mindful of CLIA’s requirements:
     
|_|No


	7. Will Investigators who obtain Repository material be permitted to release some or all of the material to other Investigators for separate research purposes?
|_|No   |_|Yes; If yes, confirm that Investigators who receive Repository material will only be permitted to release anonymized Repository material to other Investigators for separate research purposes: |_| I confirm.




*Individually identifiable: the identity of the specimen/data source is or may be readily ascertained by the investigator or associated with the information.

**Coded: the specimens/data are not directly individually identifiable, but they contain a code through which they may be linked back to the specimen/data source by anyone who possesses the key to that code.

***Anonymized: the specimens/data are not individually identifiable and there is no way to link them back to the specimen/data source.

****Protected Health Information (PHI): the specimens/data include one or more of the HIPAA 18 identifiers: Data containing any one of the following 18 identifiers is considered PHI under HIPAA: (1) Names; (2) All geographic subdivisions smaller than a State, including: street address, city, county, precinct, zip codes and their equivalent geocodes, except for the initial three digits of a zip code if, according to the current publicly-available data from the Bureau of the Census:  (i) the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people, and (ii) the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000; (3) Telephone numbers; (4)Fax numbers; (5) E-mail addresses; (6) Social Security numbers; (7) Medical record numbers; (8) Health plan beneficiary numbers; (9) Account numbers; (10) All elements of dates (except year) for dates related to an individual, including: birth date, admission date, discharge date, date of death, all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older; (11) Certificate/license numbers; (12) Vehicle identifiers and serial numbers, including license plate numbers; (13) Device identifiers and serial numbers; (14) Web Universal Resource Locators (URLs); (15) Internet Protocol (IP) address numbers; (16) Biometric identifiers, including finger and voice prints; (17) Full face photographic images and any comparable images; and (18) Any other unique identifying numbers, characteristics, or codes

*****Limited Data Set: A limited data set may be created by removing from the individual’s PHI the following direct identifiers of the individual or of relatives, employers or household members of the individual: (1) Names; (2) Postal address information, other than town or city, State, and zip code; (3) Telephone numbers; (4) Fax numbers; (5) Electronic mail addresses; (6) Social security numbers; (7) Medical record numbers; (8) Health plan beneficiary numbers; (9) Account numbers; (10) Certificate/license numbers; (11) Vehicle identifiers and serial numbers, including license plate numbers; (12) Device identifiers and serial numbers; (13) Web Universal Resource Locators (URLs); (14) Internet Protocol (IP) address numbers; (15) Biometric identifiers, including finger and voice prints; and (16) Full face photographic images and any comparable images.
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