Secondary Research PROTOCOL Template
INSTRUCTIONS[endnoteRef:1]: [1:  This template satisfies AAHRPP elements I.8.B, II.2. A, , II.3.A, II.3.C-II.3.C.1, II.3.D-F, II.4.A, III.1.C-F, ] 

WVU OHRP provides a variety of protocol templates. Ensure you are using the correct one for your research. Use this template, HRP-503c secondary research protocol template, for research involving ONLY the analysis of data sets or biological specimens. The data or specimens must have been or will be collected for some other purpose (e.g., for clinical care or as part of a different study).
This template should not be used for prospective studies where samples are collected solely for research purposes.
Do not use this template for interventional studies.
When you write a protocol, keep an electronic copy. You will need to modify this copy when making changes.
All referenced checklists, templates, policies, and manuals can be found on WVU OHRP’s website.
As you are writing the protocol, remove all instructions in italics so that they are not contained in the final version of your protocol. Depending on the nature of your study, some sections may not be applicable to your research. If so mark as “N/A”. Do not delete the section numbers.
PROTOCOL TITLE:
Include the full protocol title.
PRINCIPAL INVESTIGATOR:
Name
Department
Telephone Number
Email Address
VERSION NUMBER/DATE:
Include the version number and date of this protocol.
REVISION HISTORY
	Revision #
	Version Date
	Summary of Changes
	Consent Change?

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Note: Leave this section blank for the initial submission. The revision history should be documented for modifications to approved studies.
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[bookmark: _Toc150240682][bookmark: _Toc211258431]Study Summary

	Protocol Information 
	Description 

	Study Design
	Secondary Research ONLY

	Primary Objective
	

	Secondary Objective(s)
	

	Study Population
	

	Sample Size
	

	Time period for records/data reviewed (MM/YY – MM/YY)
	

	Study Specific Abbreviations/ Definitions 
	



[bookmark: _Toc211258432][bookmark: _Toc150240683]Background
1.1 Describe the relevant prior experience and gaps in current knowledge.
1.2 Describe any relevant preliminary data.
[bookmark: _Toc211258433]Objectives
1.3 Describe the purpose, specific aims, or objectives.
1.4 State the hypotheses to be tested.
1.5 Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how it will add to existing knowledge.
[bookmark: _Toc211258434][bookmark: _Toc150240686]Research Methods 
1.6 ☐ Retrospective review: all data and/or specimens must exist when the study is submitted to the IRB for review 
☐ Prospective review: data and/or specimens do not exist when the study is submitted to the IRB for initial review and are collected for non-research purposes 
☐ Both: Retrospective and Prospective Review
1.7 Description of Population to be studied: Describe the inclusion and exclusion criteria for the data and/or specimens to be included.
1.8 List source of data/specimens: Provide additional relevant information about the selected source. 
☐ WVU Health System Medical or Dental Records (EMR)
☐ Other WVU Data Source: Name (if from previous IRB study, list protocol number and attach consent document from previous study when submitting)
☐ External Data Source: Name
☐ Other: Name
1.9 [bookmark: _Toc130410098][bookmark: _Toc130410230][bookmark: _Toc130457800]Access or permission to use the data for the study: Explain how the research team has legitimate access to data source.
1.10 Data/Sample Collection: 
· Provide details about the data and/or specimens to be collected. 
· List all data points to be collected or include these in a separate document (e.g., a data collection tool) and reference document here.
1.11 Study Design
· Provide an overview of the research methods you plan to employ to meet your study objective. For research on specimens, you do not need to describe each specific assay that will be performed unless you are validating an assay for clinical diagnostic use.
· If AI technology is used as part of study interventions, summarize:
· How subject data will be used by the AI.
· Suitability of the AI for its intended use and compliance with institutional policies.
· Any risk of re-identification, and measures to reduce such risks.
· How AI outputs may influence clinical decisions or be shared with subjects.
· Known limitations of the AI technology relevant to the research.
· Use HRP-334- WORKSHEET Artificial Intelligence to ensure you have provided sufficient information. 
· For novel AI research, indicate whether the research will be conducted in accordance with Good Machine Learning Practices (GLMP).[endnoteRef:2] [2:  Good Machine Learning Practice for Medical Device Development: Guiding Principles | FDA] 


[bookmark: _Toc211258435]Risks
1.12 Describe risks. The primary risk from secondary research is the potential for loss of confidentiality. Describe the steps taken to protect the data and/or specimens. 
[bookmark: _Toc211258436]Informed Consent and HIPAA
1.13 Review the HRP-410 - CHECKLIST - Waiver or Alteration of Consent Process to ensure you have provided sufficient information for the IRB to make these determinations. Justification or an attached checklist is required.
1.14 Review HRP-441 -CHECKLIST – HIPAA Waiver of Authorization to ensure you have provided sufficient information for the IRB to make these determinations. Justification or an attached checklist is required.
· If you are requesting a waiver, describe:
· The inclusion criteria you will utilize to identify the records (e.g. diagnosis codes (ICD 10), treatments received, etc.).
· The time interval of the charts/records involved, if applicable.
· The plan to protect identifiers collected under the waiver from improper use and/or disclosure.
· The plan to destroy the identifiers collected under the waiver at the earliest opportunity consistent with the conduct of the research.
· Provide written assurance that the PHI will not be reused/disclosed to any other person or entity except as required by law, for authorized oversight of the research project, or for other research which use/disclosure of PHI would be permitted by the HIPAA privacy regulations.
· Why it is not practicable to obtain signed HIPAA Authorizations from the subjects before using or disclosing their PHI in your study.
· Why your study cannot be conducted without access to and use of subjects’ PHI.
1.15 If there is a prospective element, informed consent with a HIPAA authorization (if applicable) may be required. Please provide sufficient justification if requesting waiver of informed consent and HIPAA authorization waiver. 
[bookmark: _Toc150240706][bookmark: _Toc211258437]Resources Available
1.16 Describe the resources available to conduct the research: For example, as appropriate:
· Describe the time that you will devote to conducting and completing the research.
· Describe your facilities.
· Describe your process to ensure that all persons assisting with the research are adequately informed about the protocol, the research procedures, and their duties and functions.
[bookmark: _Toc211258438]Data/Specimen Management
1.17 Describe the steps that will be taken to secure the data (e.g., training, authorization of access, password protection, encryption, physical controls, certificates of confidentiality, and separation of identifiers and data) for storage, use, and transmission of data. 
1.18 If applicable, describe where the specimens will be stored, how long they will be stored, how the specimens will be accessed, and who will have access to the data/specimens. 
· State the person or group that will be the custodian of the specimens. 
· Explain the purpose of storing specimens and define how they will be used. 
· Clearly indicate where and for how long the specimens will be stored. 
· Affirmatively state data is stored in compliance with applicable WVU institutional policies.
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