Protocol Template Outline and Guidelines
For Retrospective Chart Review
Investigators must submit well-organized, detailed information about the study, demonstrating a sound research design that minimizes risks to the subject.  PI should ensure that the content outlined below is addressed.  The quality and content of the protocol should demonstrate that a scientific and merit review of the study has occurred at the departmental level prior to submission to the IRB.
NOTE: Your additional submission documents (Abstract, IRB Application, consent, HIPAA Auth, etc.) should be based on your protocol and consistent throughout all documents.

As you complete the information requested, 

please DELETE all instructions in RED throughout template 

prior to submitting the final version to the IRB

Revised 3.11.24
1. PROTOCOL INFORMATION
Study Title: 

Funding Source:

Phase of Study: 

Version Date of Protocol:
2. PRINCIPAL INVESTIGATOR’S INFORMATION
PI Name, Title:

Name & Address of Research Institution: 

Phone #: 

Fax #: 

Email Address:
3. STUDY PERSONNEL INFORMATION
Study Staff Name, Title:

Phone #: 

Fax #: 

Email Address:
4. STUDY INFORMATION
Location(s) of Research Activity:

Expected Start/Stop Dates of Research: MM/DD/YYYY to MM/DD/YYYY
Special Time Sensitivities: 

Type of Research: Retrospective chart review
Anticipated number of charts being reviewed: 
Patient Population: 

Retrospective review of medical records date range: From MM/DD/YYYY to MM/DD/YYYY 
Note: This must be pre-existing data prior to the date you submit your study to the IRB.
5. PURPOSE

Briefly explain the purpose of your study.
6. OBJECTIVES AND PURPOSE
Provide a detailed description of all relevant objectives (primary and secondary) of the study in bullet format. An objective is a reason for performing the study in terms of the scientific question to be answered. Objectives should be simple (not complex), specific (not vague), and stated in advance (not after the research is done). The primary objective is the main question. This objective generally drives statistical planning for the study (e.g., calculation of the sample size to provide the appropriate power for statistical testing). Secondary objectives are goals that one needs to do to fulfill the primary objective.  Express each objective as a statement of purpose (e.g., to assess, to determine, to compare, to evaluate) and include the general purpose (e.g., feasibility, acceptability, efficacy, effectiveness, safety) and/or specific purpose (e.g., effects of an intervention on disease incidence, disease severity, or health behavior). 

7. STUDY DESIGN
a. Background Information
· A summary of relevant clinical research

· Discussion of important literature and data that are relevant to the study that are available and that provide background for the study (reference citations should be listed in the section under Literature References)

· Applicable clinical, public health background or context of the study

· Importance of the study and any relevant treatment issues or controversies

b. Rationale 
State the problem or question under study (e.g., reason(s) why to focus on the topic in question, including what the significance is and what gaps the research intends to fill). Include a statement of the hypothesis. Include a justification for the selection of the study population. 
c. Endpoints 
Primary endpoints are used to determine primary efficacy and should be clearly specified. Although the critical efficacy measurements may seem obvious, the protocol should clearly articulate how the selected primary endpoint(s) is linked to achieving the primary objective.
Secondary endpoints should be clearly specified and may include, for example, endpoints related to efficacy, safety, or both.
Exploratory endpoints should be specified.
d. Overall study design

The scientific integrity of the study and the credibility of the data from the study depend substantially on the study design and should include: a description of the design of the retrospective study to be conducted. 
8. INCLUSION / EXCLUSION CRITERIA
Inclusion criteria: 

List detailed inclusion criteria in a bullet format.  Additional criteria should be included as appropriate for the study design.
Examples:

· Age range {minimum to maximum}

· Gender

· Race

· Ethnicity

· Population

· Vulnerable population

· Diagnosis
Exclusion criteria: 
List detailed exclusion criteria in bullet format.  Include pre-existing conditions or concurrent diagnoses, etc. Additional criteria should be included as appropriate for the study design.
9. POTENTIAL RISKS 

Include the possibility of a breach of confidentiality and how this will be minimized.
10. POTENTIAL BENEFIT(S)
Explain the potential benefits to the subject (even if none), others, and society. Explain why the potential benefits of the study outweigh the risks of a potential breach of confidentiality.
11. CONFIDENTIALITY AND PRIVACY
This section will describe protections for maintaining the confidentiality of participant data, including, but not limited to forms, records, and participant privacy.

12. DATA COLLECTION AND MANAGEMENT RESPONSIBILITIES

Data Collection 
As appropriate provide details on how data will be collected and by whom; who creates the case report form (CRF) and/or database; how the data will be entered into the database and by whom, and where data will be stored. 

Example language:


Describe ALL data that will be collected and/or recorded, including relevant dates.  

Examples are provided below.:

· Names

· Medical record number

· Date of birth/date of death

· Social Security number (provide rationale for collecting)
· Mailing Address

· Email

· Phone number

· Baseline demographic variables of patients (age, sex, ethnicity, tobacco use, comorbidities)

· Information relevant to all encounters, admissions/discharges, clinical procedures, medications administered, problem list entries, and lab values.
· Clinical outcomes and procedural related complications


Storage 

· Describe what will happen with the data (electronic, paper, etc.) from the time it is collected until the data is permanently de-identified or destroyed.

· Describe who will have access to the data and how the data will be handled/maintained securely.

· Considerations for securely storing data include:

· Paper records are locked in a secure location.
· Electronic records are stored on a password-protected or encrypted computer as appropriate based on the sensitivity of data.

· For data sets containing Protected Health Information (PHI), a coding system will be used to store data without identifiers, with the link stored separately.

· For data being transferred outside of LLUH, describe procedures for data transfer.  Specify where data will be sent.  Indicate whether data will be identified or de-identified when transferring.


Record Retention 
Identifiable records of data generated in the course of this study will be kept for at least 3 years after study completion and then destroyed.  
Describe plans for destroying the data or other handling once the study is completed. 

13. STATISTICAL ANALYSIS
Describe the statistical tests and analysis plans for the protocol as it relates to the research objectives. The sample size should be discussed including the expected number of subjects and how the sample size was determined, the expected accrual rates, and the duration of the study. Indicate how the study will answer the most important questions with precision and a minimum level of bias while remaining feasible. 

14. LITERATURE REFERENCES
List key references. Generally, this should include no more than 10-20 key references that demonstrate a thorough review of the literature and provide support for the methodology, measurement techniques, etc. 
Sample format: Author(s) Last Name, Initial (s). Title of Reference Article, Year Journal, Volume, Page(s)
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