[image: ]

Biospecimen Banking Protocol Template
This document is designed for researchers wishing to bank biospecimens, either temporarily or indefinitely, in labs existing outside of the USA Health Biobank. The template document helps the user create a protocol describing all operational and planning aspects of their biobank/repository.
To avoid delays in approval, this standalone document detailing the proposed specimen banking/repository must be included within the original IRBNet submission. Please note that not all sections may apply to your specific study.

Title of IRB Protocol
Version Date
Principal Investigator

I. Background Information
a. Provide a brief history and purpose/rationale behind banking biospecimens
b. What type(s) of specimens will be banked? 
c. List assigned roles of all personnel, including:
i. Who will serve as the Manager? (required)
ii. Who will serve as the Honest Broker*? (required for repositories)
*Honest Broker – The honest broker is a third party individual (non-investigator) who collects and collates pertinent information regarding the tissue source, replaces identifiers with a code, and releases only coded information to the researcher, if applicable. The honest broker retains a code which enables them to re-identify a donor should the donor choose to later withdraw, or should it be determined that an actionable result or incidental finding should be returned to the participant.
iii. Ensure to provide HIPAA in Research training certificates for any personnel handling PHI in a covered entity.

II. Procedure
a. Recruitment
i. How will subjects be recruited or screened, if applicable?
ii. How many subjects are anticipated to be recruited?
b. Consent
i. How will informed consent be obtained? 
ii. Will subjects be consenting to future use of their sample?
iii. Will subjects be re-contacted should new findings pertaining to their medical diagnosis, genetic information, etc. be discovered during the course of research? Note: If so, this must be disclosed within the consent form.
c. Collection
i. Who will collect specimens? List all individuals responsible for this portion of the project.
ii. Where will collection occur?
iii. How will samples be transported from collection site to biobank? Note: All individuals responsible for the transport of biological specimens must complete the Shipping & Transport of Regulated Biological Materials training through CITI.
d. Labeling
i. Will samples be de-identified (coded)? If yes, please provide examples of your coding system.
ii. Will there be a link to the code?
iii. At what point will de-identification occur? (i.e., at time of collection)
e. Storage and Security Measures
i. Where will samples be stored? Please provide an exact location, i.e. room number.
ii. What equipment will be used? Please include details on temperature and temperature monitoring, i.e. are alarms in place to alert malfunctions?
iii. What are the security provisions for the storage space?
iv. Is there a backup generator in place for potential power loss?
v. How long will samples be stored? 
f. Destruction of Samples
i. When will samples be destroyed?
ii. If applicable, how will samples be destroyed?
iii. [bookmark: _GoBack]Explain the process of destroying the sample(s) should a subject choose to withdraw from the study. Note: A letter confirming the destruction of the material must be provided to the participant should they withdraw their sample. Should the sample have already been analyzed prior to the request, the results may still be used in the downstream analysis.

III. Confidentiality
a. Data
i. What data system is being used to house the sample information?
ii. How is privacy secured?
b. Release of Data/Specimens
i. Will other researchers not associated with this study have access to the biospecimens? If so, please explain.
ii. Are there limits placed on specimens for intended future use? If so, please explain how this will be tracked.
iii. Describe the process for requesting and releasing data/specimens, if applicable.

image1.PNG
&

UNIVERSITY OF
SOUTH ALABAMA




