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Introduction:

The USC COVID-19 Biorepository team developed the below template IRB language for investigators who will utilize the biorepository’s research samples.  This template IRB language will serve to:
1. Create uniformity for the IRB’s review of incoming studies that plan to use samples from the biorepository
2. Provide investigators with easily accessible IRB language for their applications

Please note, the below language only pertains to the specific portion of your study that uses biorepository samples.  If your study protocol encompasses study-specific components in addition to the biorepository samples, then the following suggested template IRB language might not apply to your study.

For assistance, please contact Kristen Grace and Julie Slayton in the Office for the Protection of Research Subjects (OPRS). 

Kristen Grace
Title: Director, Office of Research Integrity
Cell: (631) 742-7803
Email: gracekri@usc.edu
Zoom: https://usc.zoom.us/my/kristengrace

Julie Slayton
Director, Office for the Protection of Research Subjects (OPRS)
Cell: (310) 259-4415
Email: jslayton@usc.edu
Zoom: https://uscrossier.zoom.us/my/jslayton

OPRS link to Virtual office hours:
https://oprs.usc.edu/virtual-office-hours/

--------------------------------------------------------------------------------------------------------------------
Template IRB Language for Requesting de-identified Samples

1. Project Identification and Abstract

1.1. Type of Submission:
[bookmark: _Hlk50101747]Complete this question per your specific study.

☐  Research Protocol or Study on Human Subjects
☐  Grant/Contract Only
☐  Use of Humanitarian Use Device (Not Research)
☐  Rely on another IRB (Ceded)

1.2. Full Title of Research Protocol
[bookmark: _Hlk50101754]Example: Scenario of a study utilizing de-identified samples from the USC COVID-19 Biorepository

1.3. Short Title
Example: De-identified samples

1.4. Abstract: 

Study population:
All de-identified samples will be obtained from participants of all ages (from birth and older) undergoing testing for COVID-19 and/or diagnosed with COVID-19, and/or negative for COVID-19, who are receiving care at Keck Hospital, Norris Cancer Hospital, LAC+USC Medical Center, Verdugo Hills Hospital (VHH), and Children’s Hospital Los Angeles (CHLA).  

Study methodology:
COVID-19 biospecimens (i.e., blood, saliva, body fluids and tissue) will be obtained from the COVID-19 remnant sample biorepository (IRB#: HS-20-00552). Remnant Biorepository will use a deidentified database in OpenSpecimen that was specifically tailored for biorepositories and allows tracking of tissues as well as appropriate participant demographics. The COVID Remnant Biorepository database will only contain deidentified information for these samples, including: age, gender, date (year only) of collection and procedure, tissue type, specimen type (including, but not limited to, plasma, PMC, tissue, etc.), storage location and COVID-19 diagnosis.

The COVID-19 Remnant Biospecimen Repository of USC will share lab space with the COVID-19 Biospecimen Repository of USC which is located in Zilkha Neurogenetics Institution (ZNI) 513 and has a total space of approximately 850 sq ft on the 5th floor of ZNI.  This BSL2+ level laboratory has sufficient space and equipment for routine whole blood, plasma and serum processing, storage of frozen samples and tissue specimens in multiple freezers (including a -80o C freezer and a liquid nitrogen freezer), Whole Slide Image scanning and clean office space for staff to perform quantitative image analysis.

Labelling of Samples: 
All collected samples will be provided a unique study number which will be used to label the biospecimens. The study number will be logged into the OpenSpecimen database.

Data to be collected:
1. Age
2. Gender
3. De-identified and redacted pathology reports associated with Covid-19
4. Race
5. Diagnosis
6. Dates (year only) of specimen
7. Type(s) of specimen
8. Procedure(s)

Data will be collected on OpenSpecimen and will be linked to the specimen(s) through the use of the unique study number.  

1.5. • Select which IRB you are requesting review from:
Complete this question per your specific study.

2. Study Personnel
Complete this section per your specific study.
4. Funding Information
Complete this section per your specific study.
5. Type of Review
Complete this section per your specific study.  Attach your study protocol in section 5.2. If applicable, attach your sponsor’s template informed consent form in section 5.3.6
6. Study Locations
Complete this section per your specific study.

9. Methods and Procedures – Selected Descriptors/Community Engaged Research
Complete this section per your specific study.  Below is suggested language if your data/specimens will only be obtained from the biorepository and will not involve active/prospective specimen collections.

[bookmark: _Hlk49948639]9.1. This study will involve: (check all that apply)
☐  Prospective collection of data/specimens 
(select the above option if you will be actively collecting data/samples from participants over time)

☒  Use of existing or retrospective data/specimens 
(select the above option if you will be utilizing data/samples that have already been collected)

9.1.1. Will anyone on this study have direct in-person interaction with participants? 
☐ Yes    ☒  No  (select the option that pertains to your specific study)

9.5. Will data from this study be subject to the NIH Genomic Data Sharing (GDS) policy?
☐   Yes  ☒  No  (select the option that pertains to your specific study)

9.6. Does your study involve community-engaged research (community-engaged research addresses community needs and involves the community in research plan, conduct of study, etc)?
☐   Yes	  ☒  No  (select the option that pertains to your specific study)

9.7. Will data from this research be submitted to the US Food and Drug Administration or will data be held for inspection by the FDA?
[bookmark: _Hlk50101880]☐   Yes	  ☒   No  (select “no” if this study does not involve an FDA investigational drug/device)

11. Research Objectives and Background
Complete this section per your specific study.

13. Methods and Procedures – Retrospective Studies/Existing Data
[bookmark: _Hlk50101972]Complete this section per your specific study.

13.2.1. Will you be obtaining data from a clinical data warehouse (such as the CDW at Keck or LA County)?
[bookmark: _Hlk50101959]The biorepository is not a clinical data warehouse, so if you are only obtaining data from the biorepository, answer “no” here (as shown below)
☐ Yes    ☒  No


13.3. Describe the method of collection for the records/specimens and how the data/specimens will be analyzed.
Specimens will be collected per the Biorepository Study (IRB#: HS-20-00322) protocol. These include serial and/or one-time collections from prospective and future participants of the biorepository study.


13.4. Describe the method(s) by which subject records will be identified.
The biorepository will provide our study with samples containing identifiable information. The subject records associated with those identifiable samples will be identified and provided through the biorepository's OpenSpecimen database.

22. Special Subject Populations
Below selections are the populations with de-identified data in the remnant sample biorepository study.
22.1. Indicate any special subject populations you intend or expect to enroll in the research: (check all that apply)
☒ Healthy Volunteers
☒ Employees or Students
☒ Adults not Competent to Consent (or likely to lose the capacity to consent during the study)
☒ Non-English Speaking Populations
☒ Minors (subjects under 18 years of age)
☒ Pregnant Women / Human Fetuses
☒ Neonates (infants under 30 days old)
☐ Prisoners/Detainees
☐ Wards
☐ None of the above

24. Subject Recruitment and Informed Consent
Complete this section per your specific study.
26. Participant Privacy and Data Confidentiality
Complete this section per your specific study.
35. Is the HIPAA Privacy Rule Applicable?

35.1. Do you intend to access, review, collect, use or disclose protected health information (PHI) in your research? Answer yes if you intend to do any of the following:

• Look at medical records (paper or electronic) to identify potential research participants
• Look at clinic logs to identify potential research participants
• Record demographic information obtained from medical records (paper or electronic)
• Record health information obtained from medical records (paper or electronic)
• Obtain information from laboratory reports, pathology reports, radiology reports or images, or other reports from medical or mental health testing and treatment
• Obtain information from medical billing records
• Record or use medical record numbers or other information that could be used to identify an individual (review the list of HIPAA identifiers below)
o Name/Initials
o Street address, city*, county*, precinct*, zip code*, or equivalent geocodes*
o All elements of dates (except year) direcUy related to an individual (date of birth, admission date, discharge date, date of death)*
o Elements of date, including year, for persons 90 or older
o Telephone number
o Fax number
o Electronic mail address
o Social Security Number
o Medical record number
o Health plan identification number
o Account number
o Certificate/license number
o Vehicle identifiers and serial numbers, including license plate number
o Device identifiers and serial number
o Web addresses (URLs); Internet IP addresses
o Biometric identifiers, including finger and voice print
o Full face photographic images and any comparable images
o Any other unique identifying number, characteristic, or code*

☐ Yes    ☒  No

35.2. Do you intend to record data that contains any of the 18 elements defined by HIPAA as identifiers (listed above), in your research?
☐ Yes    ☒  No

35.3. Are you going to record only the personal identifiers marked with an asterisk (*)? If so, you may be able to obtain or use such health information from a healthcare provider for research purposes without an authorization. Under the HIPAA Privacy Rule, this data constitutes a "limited data set". if you are creating or obtaining a limited data set, you must complete a Data Use Agreement. Attach a copy of the signed Data Use Agreement below.
[bookmark: _Hlk50102148]Complete this question per your specific study.  Please feel free to contact Kristen Grace or Julie Slayton (emails listed on page 1 of this document) if you have questions related to a Data Use Agreement.

35.4. Will you be recording HIV data?  ☐ Yes    ☒  No 
[bookmark: _Hlk50102096](the biorepository is not collecting these records/data, but please respond based on your specific study’s protocol)

35.5. Will you be collecting or accessing mental health records from a mental health practitioner?  
☐ Yes    ☒  No 
(the biorepository is not collecting these records/data, but please respond based on your specific study’s protocol)


35.6. Will you be collecting or accessing substance abuse treatment records?  
☐ Yes	  ☒  No 
(the biorepository is not collecting these records/data, but please respond based on your specific study’s protocol)

36. HIPAA Analysis?
[bookmark: _Hlk50102168]If you answered “no” to question 35.1 (above), then this section is not applicable to your study. 
[bookmark: _GoBack]



Below language was obtained from the Remnant Biorepository Study Protocol.
IRB: HS-20-00552. Version 1.0 dated August 26, 2020.

METHODS 
Tissue Handling and Processing

The COVID-19 Remnant Biospecimen Repository of USC will share lab space with the COVID-19 Biospecimen Repository of USC which is located in Zilkha Neurogenetics Institution (ZNI) 513 and has a total space of approximately 850 sq ft on the 5th floor of ZNI.  This BSL2+ level laboratory has sufficient space and equipment for routine whole blood, plasma and serum processing, storage of frozen samples and tissue specimens in multiple freezers (including a -80o C freezer and a liquid nitrogen freezer), Whole Slide Image scanning and clean office space for staff to perform quantitative image analysis.

The Remnant Biorepository will use a deidentified database in OpenSpecimen that was specifically tailored for biorepositories and allows tracking of tissues as well as appropriate participant demographics. The COVID Remnant Biorepository database will only contain deidentified information for these samples, including: age, gender, date (year only) of collection and procedure, tissue type, specimen type (including, but not limited to, plasma, PMC, tissue, etc.), storage location and COVID-19 diagnosis.  The Whole Slide Scanning system is the Hamamatsu Nanozoomer S60 and the Image Analysis software is Visiopharm.  When not in use for Remnant Biorepository QC functions, the digital scanner and tissue analysis software may be used to support IRB-approved, funded research studies to support the COVID-19 Biospecimen Repository Core. 

Specimens may be obtained from participants in one of the USC-affiliated facilities, including Keck Medical Center, LAC+USC Medical Center, USC Norris Comprehensive Cancer Center, Verdugo Hills Hospital (VHH), and Children’s Hospital Los Angeles (CHLA). Remnant samples will be collected from specimens that will be obtained during the participants arrival to the facility, at time of admission, during subsequent clinical collections (up to daily collections, for inpatients), and/or during an autopsy.  Samples may also be collected post-recovery during return routine follow-up visits with his/her treating physician.  For inpatient participants, recovery will be defined as being discharged from the hospital.  For outpatient participants, recovery will be defined based on the following criteria:
· Participant has not had a fever (without the use of medicines) for 3 days
· Participant’s cough and/or shortness of breath has significantly improved
· At least 7 days have passed since the onset of symptoms



Specimens:
1. Tissue – remnant tissue may be collected from all surgery procedures or autopsy cases. Tissue will include but not be exclusive to heart, lung, pleural, lymphatic tissue, blood vessels, bowel, pancreas, liver, spleen, peritoneum, gallbladder, esophagus, diaphragm as well as any specimens removed from the head, neck, breast abdominal and/or thoracic cavity and the extremities.
2. Throat swab/nasopharyngeal swab – at the time of diagnosis, a throat swab/nasopharyngeal swab. If the nasopharyngeal swab was collected at Keck Medical Center or LAC+USC, then the study will use the remnants of that swab for testing and collection will not need to re-occur.  However, if the nasopharyngeal swab was done in a facility outside of the USC system and/or the study team cannot get access to this swab collection, then another nasopharyngeal swab may need to be collected for this study at the time of admission.
3. Pregnancy-related biospecimens – Remnant maternal tissue, including placenta and umbilical cord may be obtained, if available.
4. Bronchoalveolar lavage (BAL) fluid – remnant biospecimens are available following standard of care diagnostic procedure.  The remnant biorepository will collect a small amount.
5. In the event that a paracentesis, spinal tap, thoracentesis, pericardiocentesis, joint aspiration or bronchoscopy with or without lavage performed, specimens will be obtained for the remnant biorepository.  In the event that a fine needle aspiration (FNA) or biopsy is performed, whenever clinically appropriate, tissue/cells will be collected for the remnant biorepository.

Tissue Collection and Processing:
Once a pathology case has been finalized and all testing on a tissue sample is complete, any unused tissue may be collected for the remnant biorepository. This does not include paraffin embedded tissue blocks that are part of the pathology case and need to be retained for 10 years. In contrast, autopsy tissue may be collected for the remnant biorepository during the autopsy procedure. Care will be taken to ensure sampling for the remnant biorepository will not impact the autopsy examination.  Please refer to the operational manual for laboratory processing procedures and instructions

Labelling of Samples: 
All collected samples will be provided a unique study number which will be used to label the biospecimens. The study number will be logged into the OpenSpecimen database.


Data to be collected:
1. Age
2. Gender
3. De-identified and redacted pathology reports associated with Covid-19
4. Race
5. Diagnosis
6. Dates (year only) of specimen
7. Type(s) of specimen
8.  Procedure(s)

Data will be collected on OpenSpecimen and will be linked to the specimen(s) through the use of the unique study number.  






