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RETROSPECTIVE CHART REVIEW TEMPLATE

PROTOCOL TITLE HERE

(Instructions in parenthesis should be deleted before submission)

PRINCIPAL INVESTIGATOR: 
Name


Address


Phone #


Fax #


Email

SUB-INVESTIGATORS:
Name(s)


Northwestern University

(List NU sub-investigators first, and include a chair for each treatment modality, if applicable)

PARTICIPATING SITES:
Name(s)


Institution(s)


Address


Phone #


Email

(List all sub-investigators for each participation site – should correspond to Section 4 of the New Protocol Submission Form)
STATISTICIAN: 
Name

(If statistical support has not been obtained, please contact Alfred Rademaker, Ph.D. or Borko Jovanovic, Ph.D., Biostatistics Core Facility, prior to submitting to the CRO.)

FUNDING AGENCY:
Name

(If the project is supported financially by a grant or company, please list here.  If not applicable, may delete this line)

Northwestern University

Robert H. Lurie Comprehensive Cancer Center

Clinical Research Office

676 N. St. Clair Street, Suite 1200

Chicago, IL 60611

1.0
Introduction - Background and Rationale
2.0
Objectives
Primary aims of study – listed and numbered individually. Objectives should always be tied to the planned statistical analysis.
3.0
Selection of Cases for Review

3.1 
Inclusion Criteria

· Diagnosis, stage of disease of patient records to be reviewed

· Prior therapies permitted and/or not allowed, if applicable

· Age range, if any, (e.g. > 18 years).  


3.2
Exclusion Criteria
4.0
Subject Log

Subject cases will be recorded by log.  This log will be submitted to the CRO at the time of study closure and will include:

· Subject name (or initials)

· Study number
· Date of registration or review
5.0 Study Methods
Describe the source (location) of the records to be reviewed (i.e. PowerChart), and how specific records to be reviewed will be identified (i.e. query by CPT code).  Discuss who will identify the records to be reviewed, and who will do the actual review.  Explain what data will be collected (may refer to data collection forms in the appendices).  Provide rationale for collection of any data considered to be protected health information (PHI).
6.0
Confidentiality of Protected Health Information (PHI)

Indicate whether collected data will be unlinked or linked:
Unlinked data: Data will be recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subject (e.g. no subject name, birth date, social security number, medical record number, or address will be maintained).

Linked data: Subject names and other unique identifying information (personal) will not be published or stored as recorded data but a list will be separately maintained that links subjects to data recorded.

Describe how data will be stored to safe-guard confidentiality of PHI, who will have access to the data, how long it will be stored, and how it will be destroyed once it is no longer needed.
7.0
Consent
If you will be requesting a waiver of informed consent from the IRB, please address all of the following items in the body of the protocol.

· Give an explanation of why the proposed research presents no more than minimal risk of harm to subjects

· Give an explanation of why the waiver of consent will not adversely affect the rights and welfare of subjects

· Give an explanation of why it would be impracticable to carry out the research without the waiver or alteration of informed consent

· State whether information learned from this project will be provided to the subject

8.0
Statistical Plan (May be called “ANALYSIS” if more appropriate)
Must be written/reviewed by a statistician prior to submission.  Must include proposed sample size and justification, as well as a statistical analysis that corresponds directly to the stated aims of the study.
9.0
References (start on a separate page) 
Appendices

Should include 2 separate lists:  
· Coded Identifier Sheet
· To include study number linked to any PHI data to be collected for identification purposes

· Data Collection Sheet

· To include study number and only non-PHI data to be collected for study purposes (i.e. clinical data)
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