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Supplemental Protocol – External IRB

Study Title (Insert title here)

	Principal Investigator/Faculty Advisor
	Name:  Click or tap here to enter text. 

	
	Department:  Click or tap here to enter text. 

	
	Telephone Number:  Click or tap here to enter text. 

	
	Institutional Email Address:  Click or tap here to enter text. 

	Student Investigator (if applicable)
	Name:  Click or tap here to enter text. 

	
	Current Academic Status:  Click or tap here to enter text. 

	
	Department:  Click or tap here to enter text. 

	
	Telephone Number:  Click or tap here to enter text. 

	
	Institutional Email Address:  Click or tap here to enter text.
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1. [bookmark: _Toc193551453]Abbreviations and Definitions (enter N/A if not applicable)
Click or tap here to enter text. 

2. [bookmark: _Toc193551454]Study Design & Procedures
	2.1 Summarize your activities as a participating site in this multi-site or collaborative research study. Be sure to clarify whether participant enrollment, interventions/activities, data collection, and/or data analysis will take place at Purdue or by Purdue study personnel. For example, if Purdue will be conducting all portions of the research, specify “ALL.” If your site will be conducting only certain portions of the research, include a summary.



Click or tap here to enter text.

Research Activities or Components
	2.2 Identify the research design appropriate to answer the question(s) under study.
· Describe the type of research proposed (e.g. experimental, correlational, survey, qualitative). 
· Describe the specific study design that will be used (e.g. pre-test /post-test control group design, cross-sectional design; prospective longitudinal cohort design; phase III double-blind randomized control group design).
· Describe the study intervention and/or investigational agent (e.g., drug, device, procedure, therapy) that is being evaluated.




Click or tap here to enter text. 

Detailed Study Procedures
	2.3 Describe the study procedures at Purdue and/or involving Purdue personnel.



Click or tap here to enter text.
	2.4 Describe procedures for data collection at Purdue or by Purdue personnel. Be sure to specify the source records that will be used to collect data about participants. Upload all surveys, scripts, and data collection forms/spreadsheets to the Other Attachments section of the SmartForm.



Click or tap here to enter text.
3. [bookmark: _Toc193551455]Institutional Approvals
	3.1 Check all institutional approvals that apply to research being conducted at Purdue University.

	☐  Institutional Biosafety Committee (IBC): 
Approval required prior to IRB review for research involving biohazards (recombinant DNA, infectious or select agents, viruses, toxins), gene transfer, or xenotransplantation.
Upload a copy of the approval letter to the Other Attachments section of the SmartForm. 

	☐  Radiation Safety Committee (RSC): 
Approval required for research involving radiologic procedures for research purposes (e.g., non-clinical care X-rays, DEXA or CT scans, nuclear medicine procedures).
Upload a copy of the RSC approval letter to the Other Attachments section of the SmartForm.



4. [bookmark: _Toc193551456]Informed Consent Process 
	4.1 Describe the consent process. Explain when and where consent will be obtained and Purdue’s involvement in the consent process, as applicable.



Click or tap here to enter text.
5. [bookmark: _Toc193551457]HIPAA Research Authorization
PHI is health information that is individually identifiable and created or held by a covered entity. Health information is considered individually identifiable when it contains one or more  HIPAA Identifiers or when there is a reasonable basis to believe the information can be used to identify an individual.
For more information, see The HIPAA Privacy Rule. 
	5.1 Is individually identifiable Protected Health Information (PHI) subject to the HIPAA Privacy Rule requirements to be accessed, used, or disclosed in the study? 

	[bookmark: Check1]  |_|   No
[bookmark: Check2]  |_|  Yes

	
NOTE: The PHI obtained as part of this research must not be reused or disclosed to any other person or entity other than those with IRB approval, except as required by law or for authorized oversight of the research project, without additional approval. IRB approval must be obtained for other research involving the use or disclosure of this PHI.




	5.2 If PHI is accessed, used, or disclosed, specify how authorization requirements will be met (check all that apply). For any waivers or alterations, complete the applicable appendix.

	[bookmark: Check3]  |_|Written Authorization
[bookmark: Check4]  |_|Partial Waiver (for identification and recruitment purposes only)
[bookmark: Check5]  |_| Full Waiver (authorization will not be obtained)
[bookmark: Check6]  |_| Alteration (written authorization will not be obtained or all required elements will not be included)

	
NOTE: Purdue University will not waive HIPAA Authorization for third parties. If you are receiving PHI from another covered entity (not Purdue), then you will need to obtain a full or partial waiver of authorization from them.





	5.3 Explain how the requested PHI (i.e., HIPAA identifiers and associated health information) are the minimum necessary information to accomplish the research objectives.



Click or tap here to enter text.



6. [bookmark: _Toc193551458]Bibliography 
Click or tap here to enter text.  
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