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	INSTRUCTIONS:

· Please reference the appropriate research proposal guidance document (e.g., Research Proposal Guidance for Exempt Projects Involving Interviews and Surveys, Research Proposal Guidance for Exempt Projects Involving Retrospective Chart Reviews) available on the UNE IRB webpage for assistance with completing each section of the research proposal summary template. 

· Depending on the nature of your project, some sections of the research proposal summary template may not apply. Please enter a response of ‘N/A’ if a particular section is not applicable. Do NOT delete lettered sections within the template.

· E-mail irb@une.edu for any questions you may have about this template. 




	Version Date:
	Enter date when proposal is first drafted or date when proposal is last updated 
	Principal Investigator:
	Enter text
	Faculty Advisor:
	Enter text
	IRB #:
	Enter ‘To Be Determined’ if IRB # not assigned yet
	Project Title:
	Enter text


	HOW TO USE THIS TEMPLATE | DELETE THIS BOX BEFORE SUBMITTING
1. Note: This document provides research proposal sample language for exempt projects involving retrospective chart review.
1. This template is for projects that review existing records only (exempt category 4). If any part of your project involves contacting individuals, interviewing them, surveying them, or collecting new data, this is the wrong template. Contact the Office of Research Integrity & Compliance before proceeding.
1. Do not delete the lettered section headings.
1. Yellow highlighted text is a placeholder. Replace it with your own content, then remove the highlighting.
1. Grey boxes and yellow OPTIONAL BLOCK labels are drafting aids. Delete all of them before you submit.
1. Aim for two to four pages. Write in lay language for a reader outside your field, and spell out every acronym at first use.
1. Chart review submissions are most often returned for two reasons: the data elements and identifiers to be collected are described in general terms rather than listed, and required attachments are missing. A submission packet checklist and a congruency check are provided on the last page of the Application for Exempt Research Projects.



	A. [bookmark: _Hlk91787173]INTRODUCTION

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. An overview of the project in lay language that a non-scientist would understand.
1. A brief summary of prior work by others, and by you if applicable.
1. The rationale for why the project is important and the gap in knowledge it addresses.
1. How the study will contribute to your field.
1. No jargon. Spell out acronyms at first use, including clinical abbreviations.



The problem to be addressed in this project is that [state the gap in current knowledge or practice in one sentence].
[In two to four sentences, summarize what is already known about this topic. Keep it to the work that directly sets up your study. This is not a literature review.]
[In two to three sentences, state what remains unknown, why it matters, and what this record review will contribute.]



	B. SPECIFIC AIMS

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. Your hypothesis, specific objectives, or the questions to be answered, stated succinctly.
1. No more than three aims.
1. Each aim may be followed by one sentence describing your approach to achieving it.



The purpose of this retrospective chart review is to [state the purpose in one sentence]. [If you have a hypothesis, state it here. Delete if your aims are descriptive.]
1. Aim 1: [state the aim]. [One sentence on how you will address it.]
1. Aim 2: [state the aim, or delete this line].
1. Aim 3: [state the aim, or delete this line].



	C. METHODS OF DATA COLLECITON & ANALYSIS

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. Where the data are currently stored. For example, will data be abstracted from the medical record, from an existing database, or from a registry?
1. The health information and any identifiers to be collected for this project. List them; do not describe them in general terms.
1. The time period from which records will be selected, for example records of encounters occurring between January 2020 and January 2022.
1. If you will collect sensitive information, what it is and why it is needed.
1. How the data will be analyzed, including the quantitative or statistical methods to be employed.
1. The data abstraction form template and the master list or key template must be submitted with your application. After a determination is issued, any change to these tools must be submitted through an Application for Amendment before use.
1. Under HIPAA, elements such as medical record number, dates of service, dates of birth, and full ZIP code are identifiers. If you are collecting any of them, list them and explain why each is needed.



Data Source and Record Selection
The data for this project are currently housed [in the electronic health record maintained by (organization) / in the (name) database or registry maintained by (organization)].
Records will be identified through [describe the query or report used to generate the record set, the criteria applied, and who will run it, for example a report generated by the (organization) data analytics team using diagnosis codes and encounter dates].
The record set will be limited to [encounters / admissions / visits] occurring between [MM/YYYY] and [MM/YYYY].
Data will be abstracted [directly from the medical record by the Principal Investigator / by (name and role), who will provide the study team with a data set containing only the elements listed below], using the Data Abstraction Form submitted with this application.
Data Elements to Be Collected
[List every element you will abstract. Add or delete rows as needed. Identify each element that is an identifier under HIPAA, and state why it is necessary. If you do not need an identifier to answer your research question, do not collect it.]
	Data element
	Identifier?
	Why it is needed

	Medical record number
	Yes
	Used to link records during abstraction and to avoid duplicating entries; retained only on the master list

	Date of birth (DOB)
	Yes
	Needed to calculate age at time of treatment; DOB retained only on the master list; age recorded in the data collection form

	[Clinical variable, for example diagnosis code]
	No
	[State why this element is required to answer the research question]

	[Add rows as needed]
	[Yes or No]
	[Rationale]



[If you will collect sensitive information, for example substance use history, mental health diagnoses, HIV status, or information relating to illegal conduct, state exactly what you will collect and why it is necessary. Delete this paragraph if it does not apply.]
Data Analysis
Abstracted data will be analyzed using [descriptive statistics / (named statistical tests)] in [software name and version]. [State what each analysis is intended to show, in one or two sentences.]



	D. DESCRIPTION OF PARTICIPANT POPULATION, RESEARCH SETTING, & RECRUITMENT PROCEDURES

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. The subject population for this project, including whether it includes deceased individuals.
1. The rationale for choosing this population and the inclusion and exclusion criteria applied in selecting records.
1. The anticipated maximum number of records you intend to review.
1. Exemption category 4 may be applied to research involving pregnant women and children, but NOT prisoners. Incidental inclusion of prisoners is allowed when prisoners are not the intended population of study.	Comment by Julie Peterson: I think we can delete this because it is stated below in yellow.	Comment by Yefrenia Henriquez Taveras: keeping here and removing from the below.
1. Because retrospective chart review projects require access to protected health information (PHI), a Request for a Waiver of HIPAA Authorization for Research Purposes form must be submitted to obtain a full waiver of HIPAA authorization.
1. When a distinct or significant part of the project requires access to PHI of deceased individuals, a Research Involving PHI of Deceased Individuals Attestation Form must be submitted with the exempt application. Incidental collection of PHI on deceased individuals alone is not decedent research.
1. When PHI originates from a non-UNE covered entity, a letter of support from an appropriate signatory official is required. It must attest that the entity is aware of the project and supports access to, use, or disclosure of PHI to the study team for research.



There is no recruitment associated with this project. This project involves review of existing records only. Individuals whose records are reviewed will not be contacted, and no interaction or intervention with living individuals will occur.
The record set consists of [describe the population, for example adult patients seen at (site) for (condition or service)]. [In one or two sentences, state why this population answers your research question.]
Inclusion criteria. Records will be included if the individual:
1. [state the clinical, demographic, or encounter-based criterion];
1. [add or delete criteria as needed].
Exclusion criteria. Records will be excluded if the individual:
1. [state each exclusion criterion, or state "No additional exclusion criteria apply."]
The Principal Investigator anticipates reviewing a maximum of [number] records.
Special populations. [State whether the record set includes or may include children, pregnant women, or deceased individuals.] [If any record could belong to an incarcerated individual, state that prisoners are not the intended population of study and that any inclusion would be incidental. Category 4 may not be applied to research aimed at prisoners as a population.]
Access to the Record System
Access to [name of record system] will be limited to [names and roles of everyone who will access the records]. [State the basis for each person’s access, for example an active clinical appointment or an approved data request, and confirm that no one outside the study team will receive identifiable data.]
PHI Originating from a Non-UNE Covered Entity
	OPTIONAL BLOCK: Use when the records are held by an organization other than UNE.



The records to be reviewed are maintained by [organization name], which is not part of the University of New England. A letter of support from [name and title of the signatory official] is submitted with this application. The letter attests that [organization] is aware of the proposed project and supports access to, use, and disclosure of protected health information to the study team for research purposes.
PHI of Deceased Individuals
	OPTIONAL BLOCK: Use when a distinct or significant part of the project requires PHI of deceased individuals.



[State the extent to which the record set includes deceased individuals and why their records are necessary to the aims.] A Research Involving PHI of Deceased Individuals Attestation Form is submitted with this application.
[If deceased individuals appear in the record set only incidentally, state that instead: the project is not aimed at decedents, and any inclusion of PHI on deceased individuals is incidental to a record set defined by (criteria). Delete the attestation sentence above if that is the case.]
Records That Are Not Protected Health Information
	OPTIONAL BLOCK: Use only if the records to be reviewed are not PHI, for example education or administrative records held outside a covered entity. Confirm with the Office of Research Integrity & Compliance before omitting the HIPAA waiver request.



The records to be reviewed are [describe the records, for example student academic records], maintained by [custodian]. These records are not protected health information, and [state the applicable access approval, for example the custodian has approved access in writing, attached]. [Confirm with the Office of Research Integrity & Compliance whether a HIPAA waiver request is required before you submit.]



	E. PARTICIPIPANT INFORMATION

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. Informed consent is not applicable to retrospective chart review. No consent document, Participant Information Sheet, or request to waive consent is required.
1. Keep this section and the statement below. Do not delete the heading.



Informed consent is not applicable to this project. This project involves the review of existing records only, with no interaction or intervention with living individuals. No informed consent document, Participant Information Sheet, or request for a waiver of informed consent is required or submitted.



	F. PROVISIONS FOR PARTICIPANT PRIVACY & CONFIDENTIALITY

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. The procedures used to protect the confidentiality of subject data during the project.
1. Where and how all paper and electronic data will be stored, how they will be secured, and who will have access.
1. If a master list or key is used: how it will be stored separately and securely from the study data, who will have access, and when it will be destroyed.
1. Three retention statements are required: the master list or key will be destroyed at the earliest opportunity; the final signed Request for a Waiver of HIPAA Authorization form will be kept for six years after the issuance of the exemption determination letter; all other study data will be retained for a minimum of three years after project completion before destruction.
1. Any movement or sharing of data outside UNE: what data, to whom, under what circumstances, and when.
1. Acceptable electronic storage includes REDCap, a UNE secure network drive, and the researcher’s UNE Box account. Avoid thumb drives and USB drives.



Data storage. Abstracted study data will be stored [in REDCap / on a UNE secure network drive / in the Principal Investigator’s UNE Box account], in password-protected files on a password-protected computer, accessible only to [the Principal Investigator and named study team members]. [If any paper records will exist, state that they will be kept in a locked file cabinet in a locked office accessible only to the study team. Delete if no paper records will exist.]
Master list. Identifiers collected during abstraction will be recorded on a master list and linked to a unique study code. The master list will be stored [location], separately and securely from the study data, and will be accessible only to [the Principal Investigator]. The master list will be destroyed at the earliest opportunity, specifically [once data abstraction has been completed and verified for all records].
Coding. The analytic data set will contain only the unique study code and the clinical variables listed in Section C. [State which identifiers, if any, remain in the analytic data set and why they cannot be removed. If none remain, say so directly.]
Retention. The master list or key will be destroyed at the earliest opportunity. The final signed version of the Request for a Waiver of HIPAA Authorization for Research Purposes form will be kept for six years after receipt of the exemption determination letter. All other study data will be retained for a minimum of three years after completion of the project before being destroyed.
Data sharing outside UNE. [State whether any data will move outside UNE. Specify what data, to whom, under what circumstances, and when. If no data will leave UNE, state that directly. Delete nothing here; this question must be answered either way.]
If no data will be shared: No data collected for this project will be shared outside the University of New England. 
If data will be shared: De-identified, aggregate data will be shared with [name of funder, community partner, or publication] in the form of [a summary report / a manuscript / a presentation], under [describe the circumstances, for example a data use agreement or as a condition of grant funding]. No raw data, recordings, or identifiable information will be shared outside UNE.



	G. STATEMENT OF POTENTIAL RESEARCH RISKS TO PARTICIPANTS

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. The potential risks to which subjects are exposed as a result of the record review, and the safeguards used to mitigate them.
1. Risk may be psychological, physical, legal, social or reputational, or economic.
1. For retrospective chart review, the principal risk is typically breach or loss of confidentiality.



Because this project involves no interaction or intervention with living individuals, there is no risk of physical, psychological, or economic harm arising from participation. The principal risk is breach or loss of confidentiality.
This risk will be minimized by [collecting only the data elements listed in Section C, assigning a unique study code to each record, storing the master list separately from the study data, limiting access to the study team, storing all electronic data in (REDCap / UNE Box / a UNE secure network drive), and destroying the master list at the earliest opportunity].
[If the record set includes sensitive information, describe the additional safeguard applied, for example that the analytic data set will not retain the sensitive variable in identifiable form. Delete if not applicable.]



	H. STATEMENT OF POTENTIAL RESEARCH BENEFITS TO PARTICIPANTS

	
	WHAT THIS SECTION MUST COVER | DELETE THIS BOX BEFORE SUBMITTING
1. State that there is no direct benefit to the subjects.
1. Describe the potential benefits of the knowledge gained from the project.



There is no direct benefit to the individuals whose records are reviewed. The knowledge gained may [state the contribution, for example inform how (service or protocol) is delivered to (population)].
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