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[bookmark: _Toc492992582][bookmark: _Toc17190173][bookmark: _Toc125967319][bookmark: _Toc17190174]Site Summary

	Study Title
	

	Study Design
	

	Primary Objective
	

	Secondary Objective(s)
	

	Research Intervention(s)/Interactions
	

	Study Population
	

	Study Duration for individual participants
	

	Study Specific Abbreviations/ Definitions 
	

	Funding Source (if any)
	



[bookmark: _Toc125967320]Background
Describe the relevant prior experience and gaps in current knowledge. Describe any relevant preliminary data. Provide the scientific or scholarly background for, the rationale for, and significance of the research based on the existing literature and how will it add to existing knowledge.
(Add your text)
[bookmark: _Toc125967321]Study Design
Note:  Please do not include the estimated number of charts to be reviewed (to avoid unnecessary violations of HIPAA via reviewing too many charts); though the estimated minimum number of charts may be included in the Data Analysis section below.
	Select one of the following (do not delete this table; see margin comment for definitions):	Comment by Davila, Maria G.: DELETE THIS COMMENT AFTER READING THE FOLLOWING:

To qualify as retrospective, the data and/or biospecimens must exist when the study is submitted to the IRB for initial review.

If the data and/or biospecimens do not exist when the study is submitted to the IRB for initial review, it is defined as prospective.

	☐ Retrospective chart review

	☐ Prospective chart review

	☐ Both:  retrospective and prospective chart review



[bookmark: _Hlk125720671]The following must be addressed when study involves developing/evaluating an algorithm/clinical decision tool/artificial intelligence/machine learning tool(s)): 
· Whether data will or may be submitted to FDA
· Whether there is a plan to test the model clinically (i.e., providing any output to healthcare provider(s) or patients at this stage) in the current submission. If there are no plans to test the model clinically in this protocol, note that a new IRB submission will be required if it will be tested clinically in the future. 
· Whether the Algorithm/Product/Software is intended to become proprietary, and can/will it be commercialized outside of Emory?
(Add your text)
[bookmark: _Toc125967322]Source of records 
Please, be specific.
(Add your text)

[bookmark: _Toc125967323]Date range
Add this information in MM/DD/YYYY to MM/DD/YYYY format from which chart data will be reviewed (start and end dates)
(Add your text)

[bookmark: _Toc125967324]Inclusion criteria, including age range
(Add your text)

[bookmark: _Toc125967325]Exclusion Criteria
(Add your text)
[bookmark: _Toc90633638][bookmark: _Toc125967326]Population
Indicate specifically whether you will include or exclude any of the following special populations: (You may not include members of these populations as participants in your research unless you include them in the description of your subject population.)
· Adults unable to consent
· Individuals who are not yet adults (infants, children, teenagers)
· Pregnant women
· Prisoners
· Cognitively impaired or Individuals with Impaired Decision-Making Capacity
· Individuals who are not able to clearly understand English (If you indicated you will exclude, please provide reasoning.)

Community Participation (if applicable)
For studies aimed at addressing issues that affect a certain community or group, how, if at all, will this study involve people from the target community in the design of the study?  Conduct of the study? How will the results of the research be shared with the participants and/or the target community(ies)?

If your research questions involve race and/or ethnicity, please clarify the following:
(1) Describe the definition you are using for “Race” and/or “Ethnicity” in this study (examples here (link to JAMA, JHM, AHA, and Health Affairs guidance).  (2) State whether you are using racial and ethnic classification of patients for descriptive statistics or within an explanatory model (as a covariate).  (3) If you are using race and/or ethnicity as a variable to explain differences between patients (as a covariate), please describe the proposed mechanism of action (what is race being used as a proxy for?). 

(Add your text)

· If the research involves individuals who are vulnerable to coercion or undue influence, state this.
· If the research involves prisoners, review the “Prisoner Subjects Checklist” to ensure that you have provided enough information.
· Otherwise, just note whether the dataset will include data from minors, employees, or cognitively impaired individuals
(Add your text)

[bookmark: _Toc125967327]Procedures
Procedures for medical record data collection, what is the data to be collected, and how will the data be obtained (if other than directly accessing the electronic record).
[bookmark: _Hlk125720730]Detail whether any of the following are brought to an Emory research laboratory for further experimentation: microorganisms or infectious materials; nanomaterials; genetically modified primary cells or cell lines; genetically modified live or live-attenuated microbes (e.g., bacteria, fungi, virus, etc.); arthropods; plant products; toxins; environmental samples; human cells, cell lines, stool samples, or other human source materials; and human blood, blood products or tissue. (Note: If yes, then EHSO Biosafety ancillary review is required.)
(Add your text)
[bookmark: _Toc125967328]Data Analysis
Describe the data analysis plan, including any statistical procedures or power analysis (may include the minimum number of charts needed, but avoid giving an exact number to be used, to avoid HIPAA issues).
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, Data Use Agreements, and separation of identifiers and data) during storage, use, and transmission.
Describe any procedures that will be used for the quality control of collected data.
Describe how data will be handled study-wide:
· What identifiers will be included in that data?
· Where and how will the data be stored?
· How long will the data be stored?
· Who will have access to the data?
· [bookmark: _Hlk125719370]Will any data be shared with an external entity or non-Emory collaborator? If so, clarify what identifiers will be included with the data. 
· Will any identifiable data be shared via a platform/software/eConsent/app? If not a vetted option, please note Emory OIT security review may be required.
· Who is responsible for the receipt or transmission of the data?
· How will data be transported?

(Add your text)
[bookmark: _Toc125967329]Informed Consent
Do you wish to request a waiver of informed consent for this research? Please address how your request meets the following criteria:
· The research involves no more than minimal risk to the subjects.
· The waiver or alteration will not adversely affect the rights and welfare of the subjects.
· The research could not practicably be carried out without the waiver or alteration (impracticability normally requires justification beyond inconvenience or cost)
· Whenever appropriate, the subjects will be provided with additional information about their participation in the research (often not necessary or feasible).
· If the data includes that of minors, note if you are also requesting a waiver of assent and parental permission.
· If this study is being conducted at the VA: a waiver of informed consent is not required for VA records review studies. 

If your study does not meet the criteria for waiver of informed consent (more likely for prospective chart reviews), explain how and when consent will be obtained.
(Add your text)
[bookmark: _Toc125967330]HIPAA
List the specific HIPAA identifiers you will record in your research files. A list of HIPAA identifiers can be found here.
HIPAA waiver: If you are recording identifiers from subjects who are still living, and it is not practicable to obtain their HIPAA authorization for your study, state that you are requesting a HIPAA waiver. Also, you must address how your request meets the following criteria for a waiver, with protocol-specific details:
The use or disclosure of PHI involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:
· An adequate plan to protect the identifiers from improper use and disclosure;
· An adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and
· Adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, or for authorized oversight of the research study, or for other research for which the use or disclosure of PHI would be permitted by this subpart.
· The research could not practicably be conducted without the waiver or alteration.
· The research could not practicably be conducted without access to and use of the protected health information.
(Add your text)
[bookmark: _Toc125967331]Risk to Participation
Include the risk of breach of confidentiality if any identifiers remain on the data/samples. Do not state that there are no risks.
(Add your text)
[bookmark: _Toc125967332]Benefits to future subjects or science
Described benefits if any
(Add your text)
[bookmark: _Toc125967333]Confidentiality
Include a statement reflecting compliance with Emory’s Data Security Policy.  All sensitive data and data that contains HIPAA identifiers, when electronic, must be stored on a hard drive, disk, or thumb drive that is encrypted – not solely password-protected or kept in a locked office. 
Plan to protect the privacy of subjects and confidentiality of data and/or specimens. The plan needs to answer the following questions: 
· What identifiers will be kept with the data? 
· If codes, where will the key linking the codes to identifiers be kept? Will other parties help create and/or host the database? How will data be securely stored? 
· Will other parties help with statistical analysis, and if so, will identifiers be stripped off first? 
· What are plans for protecting the data or disposing of it once the study is completed?

(Add your text)
[bookmark: _Toc125967334]Reference/Bibliography
(Add your text)
[bookmark: _Protocol_Checklist][bookmark: _Toc125967335]Protocol Checklist
Please note that protocol sections with an asterisk (*) should always be included in the protocol; if the section does not have an asterisk, and you have not included the section in the protocol, the IRB will consider it your attestation that the section does not apply to your study.

	Protocol Section
	Included in the protocol?

	[bookmark: _Hlk125719887]External Collaborators- if applicable, add each external collaborator information and indicate whether that institution’s IRB will review (or has already reviewed) that individual’s engagement in human participants research activities). List external collaborators on the first page of this protocol including whether external collaborators are seeking IRB approval from Emory IRB or their own IRBs. If there are any external collaborators seeking approval from Emory IRB, please reach out to the reliance team at irb.reliance@emory.edu. Please see our collaborative page for more information.   
	☐ Yes

	Funding Source*: Include the information for the funding entity for this study.  Please explain if this study is covered by a sub-award or other pertinent information. Say “department” if you do not have any other funding.
	☐ Yes

	Background*: Describe the relevant prior experience and gaps in current knowledge. Describe any relevant preliminary data. Provide the scientific or scholarly background for, the rationale for, and significance of the research based on the existing literature and how will it add to existing knowledge.
	☐ Yes

	Study Design*: Please do not include the estimated number of charts to be reviewed (to avoid unnecessary violations of HIPAA via reviewing too many charts); though the estimated minimum number of charts may be included in the Data Analysis section below.
	☐ Yes

	Source of Records*: Please, be specific.
	☐ Yes

	Date Range*: Add this information in MM/DD/YYYY to MM/DD/YYYY format from which chart data will be reviewed (start and end dates)
	☐ Yes

	Inclusion Criteria*: Added in the protocol
	☐ Yes

	Exclusion Criteria*: Added in the protocol
	☐ Yes

	Research with individuals who are vulnerable to coercion or undue influence: provide details if applicable
	☐ Yes

	Research involving prisoners: review this checklist to verify you have provided enough information to ensure the safety and well-being of this population.
	☐ Yes

	Other populations: note whether the dataset will include data from minors, employees, or cognitively impaired individuals
	☐ Yes

	Procedures*: Procedures for medical data collection, data to be collected and how will the data be obtained (if other than EeMR)
	☐ Yes

	Data analysis*: (may include a minimum number of charts needed, but avoid giving an exact number to be used, to avoid HIPAA issues).

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) during storage, use, and transmission.

Describe any procedures that will be used for the quality control of collected data.

Describe how data will be handled study-wide:
· What information will be included in that data?
· Where and how data will be stored?
· How long the data will be stored?
· Who will have access to the data?
· Who is responsible for the receipt or transmission of the data?
· How data will be transported?
	☐ Yes

	Informed Consent*: Do you wish to request a waiver of informed consent for this research? Please address how your request meets the following criteria:
· The research involves no more than minimal risk to the subjects.
· The waiver or alteration will not adversely affect the rights and welfare of the subjects.
· The research could not practicably be carried out without the waiver or alteration (impracticability normally requires justification beyond inconvenience or cost)
· Whenever appropriate, the subjects will be provided with additional information about their participation in the research (often not necessary).
· If the data includes that of minors, note if you are also requesting a waiver of assent and parental permission.
· If this study is being conducted at the VA: a waiver of informed consent is not required for VA records review studies

If your study does not meet the criteria for waiver of informed consent (more likely for prospective chart reviews), explain how and when consent will be obtained.
	☐ Yes

	HIPAA*: List the specific HIPAA identifiers you will record in your research files. A list of HIPAA identifiers can be found here.
HIPAA waiver: If you are recording identifiers from subjects who are still living, and it is not practicable to obtain their HIPAA authorization for your study, state that you are requesting a HIPAA waiver. Also, you must address how your request meets the following criteria for a waiver, with protocol-specific details:
The use or disclosure of PHI involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:
· An adequate plan to protect the identifiers from improper use and disclosure;
· An adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and
· Adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, or for authorized oversight of the research study, or for other research for which the use or disclosure of PHI would be permitted by this subpart.
· The research could not practicably be conducted without the waiver or alteration.
· The research could not practicably be conducted without access to and use of the protected health information.
	☐ Yes

	Risk to Participation*: Include breach of confidentiality if any identifiers remain on the data/samples. Do not state that there are no risks.
	☐ Yes

	Benefit to future subjects or science*: Describe in the protocol.
	☐ Yes

	Confidentiality*: Include a statement reflecting compliance with Emory’s Data Security Policy. All sensitive data and data that contains HIPAA identifiers, when electronic, must be stored on a hard drive, disk, or thumb drive that is encrypted – not solely password-protected or kept in a locked office.  Plan to protect the privacy of subjects and confidentiality of data and/or specimens. The plan needs to answer the following questions: 
· What identifiers will be kept with the data? 
· If codes, where will the key linking the codes to identifiers be kept? Will other parties help create and/or host the database? How will data be securely stored? 
· Will other parties help with statistical analysis, and if so, will identifiers be stripped off first? 
· What are plans for protecting the data or disposing of it once the study is completed?
	☐ Yes
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