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Electronic Health Record / Data Analytics Warehouse
IRB Protocol Template


INSTRUCTIONS:

· This template is to be used for research that only involves accessing a historical repository of de-identified electronic health record information that was originally collected for clinical or administrative purposes and not for research purposes. 

· When you write a protocol, keep an electronic copy, clean (all changes accepted, all comments deleted). Modify this copy when making changes.

· 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. 

· Sample text has been added to some sections to assist investigators in some sections. 

· De-identified data means that the source material does not include any of the following 18 categories of personal identifiers of individuals, or of the relatives, employers or household members of such individuals: (1) names; (2) all geographic subdivisions smaller than a state, including street address, city, county, precinct, and their equivalent geocodes, except for the initial three digits of a zip code if the geographic unit represented by these three initial digits contains more than 20,000 people; (3) all elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, and all ages over 89 and all elements of dates indicative of age over 89, except that such ages and elements may be aggregated into a single category of age 90 or older; (4) telephone numbers; (5) fax numbers; (6) electronic mail addresses; (7) social security numbers; (8) medical record numbers; (9) health plan beneficiary numbers; (10) account numbers; (11) certificate/license numbers; (12) vehicle identifiers and serial numbers, including license plate numbers; (13) device identifiers and serial numbers; (14) web universal resource locators (URLs); (15) internet protocol (IP) address numbers; (16) biometric identifiers, including finger and voice prints; (17) full face photographic images and any comparable images; and (18) any other unique identifying number, characteristic, or code.
The IRB must also ensure that there are no readily ascertainable identifiers by means of deductive disclosure (very small number of patients (<5), or disease/scenarios/ data combinations that make the individual identifiable by deductive reasoning).


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.
*The version number should remain unchanged during pre-review until initial approval. The version date can be updated to reflect changes that are made.
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Only use this table for submissions of a Modification application to the IRB. 
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[bookmark: _Toc18067158]1.0 Study Summary 
Please provide a brief summary of the study in the table below. A complete description of the study with detailed information should be provided in the body of the protocol. For sections not applicable to the study, mark them as N/A.

	Study Title
	

	Study Design
	Example : descriptive, case series,  case control,  cohort study, or cross-sectional study. 

	Primary Objective
	This is the main purpose of performing this study, focused on one question and is used to determine the sample size. 

	Secondary Objective(s)
	

	Study Population
	Provide a brief description such as health status, gender, age, etc. 

	Sample Size
	

	Study Specific Abbreviations/ Definitions 
	




[bookmark: _Toc16690646][bookmark: _Toc18067160][bookmark: _Toc8371214][bookmark: _Toc8371483][bookmark: _Toc16690647][bookmark: _Toc18067161][bookmark: _Toc18067162]2.0 Background Information and Rationale
Background
Provide the scientific background for the research based on the existing literature. Describe what is currently known and why the topic is important.  This may also include local data or information that supports the benefit of doing the study.  
Present the current problem. Is there a current gap in knowledge or a challenge to previous work?

Rationale
Explain how this study will add to existing knowledge and what benefits this will provide. 
[bookmark: _Toc16690649][bookmark: _Toc18067163][bookmark: _Toc18067164][bookmark: _Toc18067165][bookmark: _Toc8371217][bookmark: _Toc8371486][bookmark: _Toc16690651][bookmark: _Toc18067166][bookmark: _Toc8370644][bookmark: _Toc8371218][bookmark: _Toc8371487][bookmark: _Toc16690652][bookmark: _Toc18067167][bookmark: _Toc8370645][bookmark: _Toc8371219][bookmark: _Toc8371488][bookmark: _Toc16690653][bookmark: _Toc18067168][bookmark: _Toc8370646][bookmark: _Toc8371220][bookmark: _Toc8371489][bookmark: _Toc16690654][bookmark: _Toc18067169][bookmark: _Toc8370668][bookmark: _Toc8371242][bookmark: _Toc8371511][bookmark: _Toc16690676][bookmark: _Toc18067191][bookmark: _Toc8370669][bookmark: _Toc8371243][bookmark: _Toc8371512][bookmark: _Toc16690677][bookmark: _Toc18067192][bookmark: _Toc8370670][bookmark: _Toc8371244][bookmark: _Toc8371513][bookmark: _Toc16690678][bookmark: _Toc18067193][bookmark: _Toc8370671][bookmark: _Toc8371245][bookmark: _Toc8371514][bookmark: _Toc16690679][bookmark: _Toc18067194][bookmark: _Toc8370672][bookmark: _Toc8371246][bookmark: _Toc8371515][bookmark: _Toc16690680][bookmark: _Toc18067195][bookmark: _Toc8370673][bookmark: _Toc8371247][bookmark: _Toc8371516][bookmark: _Toc16690681][bookmark: _Toc18067196][bookmark: _Toc18067197]
3.0 Methods and Procedures

Study Design

This is an (example: observational, descriptive, case series, case control, cohort, or cross-sectional study) 

The study methodology involves accessing a historical repository of de-identified electronic health record information that was originally collected for clinical or administrative purposes and not for research purposes. 
 
[bookmark: _Hlk159150768]All data that will be accessed and used for this study is in existence (on the shelf) prior to the original IRB application date. 


4.0 Objectives

Describe the purpose, specific aims, objectives or research questions

· Primary Objectives

· Secondary Objectives


5.0 Endpoints

Endpoints refer directly to the objectives are the specific expression of what will be measured and compared in the study. The statistical methods should address each endpoint. Example: “The primary objective is to determine if tonsillectomy increases weight gain. The primary endpoint will be the difference in weight two months after surgery compared to the two months before surgery.”

· Primary Endpoints

· [bookmark: _Hlk159308179]Secondary Endpoints

State the measurable hypothesis to be tested. (Note: Descriptive studies usually do not include a hypothesis.) 

6.0 Study Population 
· Inclusion Criteria
[bookmark: _Hlk159140942]Describe the criteria that will be used to determine if subjects will be included in your study. 
· Exclusion criteria 
[bookmark: _Toc16690692][bookmark: _Toc18067208][bookmark: _Toc16690693][bookmark: _Toc18067209][bookmark: _Toc16690694][bookmark: _Toc18067210][bookmark: _Toc16690695][bookmark: _Toc18067211][bookmark: _Toc16690696][bookmark: _Toc18067212][bookmark: _Toc18067213]Describe the criteria that will be used to determine if subjects will be excluded from your study. 

7.0 Number of Records/Subjects

Describe the enrollment goal. Provide justification that the enrollment goal is feasible within the specified timeframes and the population available. 

Describe the rationale for the targeted sample size (e.g. effect size, expected screen failures, etc.)

8.0 Setting
Describe the sites or locations where your research team will conduct the research and obtain the data. 

9.0 Study Timeline
Describe the estimated date for the investigators to complete this study (primary analysis)
[bookmark: _Toc18067218]
10.0 Data Sources
Indicate the source of the list of records/subjects that will be screened for inclusion. 
Describe what criteria will be used to identify the records that will be screened for subject inclusion.
Indicate the source of the records and data that will be accessed for purposes of the study. 

11.0 Data Collection  
The time interval for the population involved for screening and enrolling subjects for this study will be MM/DD/YY to MM/DD/YY.  

Clinical data for this study will be obtained by searching for eligible anonymous participants using (example: xyz discovery tool) from the (example: LRH Clinical Data Warehouse) 
See Appendix A for data elements to be included in this study
 
[bookmark: _Toc18067198][bookmark: _Toc8370675][bookmark: _Toc8371249][bookmark: _Toc8371518][bookmark: _Toc16690683][bookmark: _Toc18067199][bookmark: _Toc8370676][bookmark: _Toc8371250][bookmark: _Toc8371519][bookmark: _Toc16690684][bookmark: _Toc18067200][bookmark: _Toc16690698][bookmark: _Toc18067214][bookmark: _Toc16690699][bookmark: _Toc18067215][bookmark: _Toc16690700][bookmark: _Toc18067216][bookmark: _Toc8370685][bookmark: _Toc8371258][bookmark: _Toc8371527][bookmark: _Toc16690701][bookmark: _Toc18067217][bookmark: _Toc18067231][bookmark: _Toc8370687][bookmark: _Toc8371260][bookmark: _Toc8371529][bookmark: _Toc16690703][bookmark: _Toc18067232][bookmark: _Toc8370700][bookmark: _Toc8371273][bookmark: _Toc8371542][bookmark: _Toc16690716][bookmark: _Toc18067245][bookmark: _Toc8370701][bookmark: _Toc8371274][bookmark: _Toc8371543][bookmark: _Toc16690717][bookmark: _Toc18067246][bookmark: _Toc492992334][bookmark: _Toc492992602][bookmark: _Toc493022872][bookmark: _Toc492992335][bookmark: _Toc492992603][bookmark: _Toc493022873][bookmark: _Toc492992336][bookmark: _Toc492992604][bookmark: _Toc493022874][bookmark: _Toc8370702][bookmark: _Toc8371275][bookmark: _Toc8371544][bookmark: _Toc16690718][bookmark: _Toc18067247][bookmark: _Toc8370703][bookmark: _Toc8371276][bookmark: _Toc8371545][bookmark: _Toc16690719][bookmark: _Toc18067248][bookmark: _Toc8370704][bookmark: _Toc8371277][bookmark: _Toc8371546][bookmark: _Toc16690720][bookmark: _Toc18067249][bookmark: _Toc8370705][bookmark: _Toc8371278][bookmark: _Toc8371547][bookmark: _Toc16690721][bookmark: _Toc18067250][bookmark: _Toc18067251]12.0 Potential Benefits 
This study does not present any direct benefits to the participants. However, the study provides an opportunity to gain a better understanding of _______. 

13.0 Risks to Subjects
Possible risks include loss of privacy and/or confidentiality. Improper disclosure of PHI has the potential to affect insurability, employability, social standing, legal liability, or cause anxiety about what the recipient of an unauthorized disclosure might do with the information. 
[bookmark: _Toc8371549][bookmark: _Toc16690723][bookmark: _Toc18067252][bookmark: _Toc8371550][bookmark: _Toc16690724][bookmark: _Toc18067253][bookmark: _Toc18067254]
14.0 Provisions to Protect the Privacy Interests of Subjects
In the conduct of this research, PHI will not be accessed by any of the study personnel. Therefore, the LRH Application for Waiver of Authorization or Altered Authorization under the HIPAA Privacy Rule is not applicable and not included. 
[bookmark: _Toc18067276]
15.0 Consent Process
Not applicable. 
[bookmark: _Toc18067255]DO NOT request a waiver of informed consent

16.0 Data Management, Security and Confidentiality

Data Storage

Electronically stored data files will be stored on a password protected LRH-approved device according to the requirements specified in Research: LRH Data Management AD.0159. 



Data Destruction
Research records will be retained for six years after the research is completed. Data will be destroyed at the conclusion of the 6-year period.
[bookmark: _Toc18067201]17.0 Data Storage for Future Research
If any data will be banked for future research studies, describe the storage and release processes:
Data Storage for Future Research
1. Where the data will be stored
2. How long it will be stored
3. How the data will be labelled
4. How the stored data can be accessed
5. Who will have access to the data 
6. Describe/list the data points to be stored – you may refer to the data collection form
7. Describe how the data will be destroyed if non-permanent retention is planned
Data Release for Future Research
1.The process to request a release
2. The approvals required for release
[bookmark: _Toc8370709][bookmark: _Toc8371282][bookmark: _Toc8371553][bookmark: _Toc16690727][bookmark: _Toc18067256][bookmark: _Toc8370710][bookmark: _Toc8371283][bookmark: _Toc8371554][bookmark: _Toc16690728][bookmark: _Toc18067257][bookmark: _Toc8370711][bookmark: _Toc8371284][bookmark: _Toc8371555][bookmark: _Toc16690729][bookmark: _Toc18067258][bookmark: _Toc8370712][bookmark: _Toc8371285][bookmark: _Toc8371556][bookmark: _Toc16690730][bookmark: _Toc18067259][bookmark: _Toc8370713][bookmark: _Toc8371286][bookmark: _Toc8371557][bookmark: _Toc16690731][bookmark: _Toc18067260][bookmark: _Toc8370714][bookmark: _Toc8371287][bookmark: _Toc8371558][bookmark: _Toc16690732][bookmark: _Toc18067261][bookmark: _Toc8370715][bookmark: _Toc8371288][bookmark: _Toc8371559][bookmark: _Toc16690733][bookmark: _Toc18067262][bookmark: _Toc8370716][bookmark: _Toc8371289][bookmark: _Toc8371560][bookmark: _Toc16690734][bookmark: _Toc18067263][bookmark: _Toc8370717][bookmark: _Toc8371290][bookmark: _Toc8371561][bookmark: _Toc16690735][bookmark: _Toc18067264][bookmark: _Toc8370718][bookmark: _Toc8371291][bookmark: _Toc8371562][bookmark: _Toc16690736][bookmark: _Toc18067265][bookmark: _Toc8370719][bookmark: _Toc8371292][bookmark: _Toc8371563][bookmark: _Toc16690737][bookmark: _Toc18067266]3. Who can obtain the data
[bookmark: _Toc16690739][bookmark: _Toc18067268][bookmark: _Toc16690740][bookmark: _Toc18067269][bookmark: _Toc8370721][bookmark: _Toc8371294][bookmark: _Toc8371565][bookmark: _Toc16690741][bookmark: _Toc18067270][bookmark: _Toc8370722][bookmark: _Toc8371295][bookmark: _Toc8371566][bookmark: _Toc16690742][bookmark: _Toc18067271][bookmark: _Toc8370723][bookmark: _Toc8371296][bookmark: _Toc8371567][bookmark: _Toc16690743][bookmark: _Toc18067272][bookmark: _Toc8370724][bookmark: _Toc8371297][bookmark: _Toc8371568][bookmark: _Toc16690744][bookmark: _Toc18067273][bookmark: _Toc8370725][bookmark: _Toc8371298][bookmark: _Toc8371569][bookmark: _Toc16690745][bookmark: _Toc18067274][bookmark: _Toc8370726][bookmark: _Toc8371299][bookmark: _Toc8371570][bookmark: _Toc16690746][bookmark: _Toc18067275]
18.0 Statistical Procedures
Describe the data analysis plan. 
Describe the statistical procedures/tests that will be used to describe the sample and/or answer the research questions.  
Specify what software will be used and who will do the analysis.  
Describe the statistical considerations for determining the sample size. 
If applicable, describe the plan for interrater reliability determination.
 
[bookmark: _Toc16690748][bookmark: _Toc18067277][bookmark: _Toc8370728][bookmark: _Toc8371301][bookmark: _Toc8371572][bookmark: _Toc16690749][bookmark: _Toc18067278][bookmark: _Toc8370729][bookmark: _Toc8371302][bookmark: _Toc8371573][bookmark: _Toc16690750][bookmark: _Toc18067279][bookmark: _Toc8370730][bookmark: _Toc8371303][bookmark: _Toc8371574][bookmark: _Toc16690751][bookmark: _Toc18067280][bookmark: _Toc8370731][bookmark: _Toc8371304][bookmark: _Toc8371575][bookmark: _Toc16690752][bookmark: _Toc18067281][bookmark: _Toc8370732][bookmark: _Toc8371305][bookmark: _Toc8371576][bookmark: _Toc16690753][bookmark: _Toc18067282][bookmark: _Toc8370733][bookmark: _Toc8371306][bookmark: _Toc8371577][bookmark: _Toc16690754][bookmark: _Toc18067283][bookmark: _Toc8370734][bookmark: _Toc8371307][bookmark: _Toc8371578][bookmark: _Toc16690755][bookmark: _Toc18067284][bookmark: _Toc8370735][bookmark: _Toc8371308][bookmark: _Toc8371579][bookmark: _Toc16690756][bookmark: _Toc18067285][bookmark: _Toc8370736][bookmark: _Toc8371309][bookmark: _Toc8371580][bookmark: _Toc16690757][bookmark: _Toc18067286][bookmark: _Toc8370737][bookmark: _Toc8371310][bookmark: _Toc8371581][bookmark: _Toc16690758][bookmark: _Toc18067287][bookmark: _Toc8370738][bookmark: _Toc8371311][bookmark: _Toc8371582][bookmark: _Toc16690759][bookmark: _Toc18067288][bookmark: _Toc8370739][bookmark: _Toc8371312][bookmark: _Toc8371583][bookmark: _Toc16690760][bookmark: _Toc18067289][bookmark: _Toc8370740][bookmark: _Toc8371313][bookmark: _Toc8371584][bookmark: _Toc16690761][bookmark: _Toc18067290][bookmark: _Toc8370741][bookmark: _Toc8371314][bookmark: _Toc8371585][bookmark: _Toc16690762][bookmark: _Toc18067291][bookmark: _Toc8370742][bookmark: _Toc8371315][bookmark: _Toc8371586][bookmark: _Toc16690763][bookmark: _Toc18067292]19.0 Publications
Describe any plans to offer the results of this study for publication or presentation.

20.0 References
Cite sources to information provided in the background information section.
APPENDIX A. Data Elements That Will be Included in this Study
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