CORRELATIVE STUDIES TEMPLATE INSTRUCTIONS
(template version 1/22/2018)

University Hospitals: Use this template for PROSPECTIVE TISSUE STUDIES
For ARCHIVED TISSUE STUDIES use the tissue research    submission application for review by the TRRC (Tissue Research Review Committee), subcommittee of the PRMC. All submissions must be submitted to the PRMC office first.

Cleveland Clinic: Use this template for all tissue research (retrospective and prospective)
The protocol template is a tool to facilitate rapid protocol development. It is not intended to supersede the role of the Principle Investigator in the authoring and scientific development of the protocol. Content may be modified as necessary to meet the scientific objectives of the study and development of the protocol. 

This section should be developed in close collaboration with the Translational Research and Pharmacology Core (TRPC) personnel at an early stage in protocol development. 
Contact:

John J. Pink, PhD: john.pink@case.edu
OR

Nita Hoxha: HOXHAN@ccf.org
PRMC Webpage: http://cancer.case.edu/research/clinical-research-office/prmc/
PRMC Manager Contact: April Firstencel, april.firstencel@case.edu, 216-368-1819
The BLUE text is meant to provide instructions, please delete the BLUE instructions and replace them with protocol specific text. 
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Study Number: (assigned by PRMC)

Protocol Date:  (month/day/year)

Study Title: Full study title here (600 characters maximum)
Principal Investigator(s):

(List PI’s name, degree, position, affiliation, address, telephone, e-mail)

Co-Investigator(s):

(Alphabetically: List PI’s name, degree, position, affiliation, address, telephone, e-mail)

Statistician:

(Name, degree, position, affiliation, address, telephone, e-mail)

Study Coordinator:

(Name, affiliation, telephone, e-mail)
Sponsor: Case Comprehensive Cancer Center

Support/Funding:

Study Site(s):

(List all sites involved)

SUMMARY OF CHANGES

Please provide a list of changes from the previous approved version of the protocol starting at IRB approval. This table will remain blank until initial IRB approval. The list shall be a brief overview. When appropriate, a brief justification for the change should be included. This is a running list for the life of the study.

	Protocol Date
	Section
	Change

	
	
	Initial IRB approval

	
	
	Summarize changes to first protocol amendment

	
	
	

	
	
	

	
	
	


ABBREVIATIONS Please update table with relevant abbreviations used in the protocol

	CCCC
	Case Comprehensive Cancer Center

	CRF
	Case Report Form

	DCRU
	Dahms Clinical Research Unit

	DSMP
	Data Safety and Monitoring Plan

	DSTC
	Data Safety and Toxicity Committee 

	FFPE
	Formalin fixed, paraffin embedded

	FDA
	Food and Drug Administration

	ICF
	Informed Consent Form

	IRB
	Institutional Review Board

	PRMC
	Protocol Review and Monitoring Committee

	SOC
	Standard of Care

	TRPC
	Translational Research and Pharmacology Core

	TRRC
	Tissue Research Review Committee
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1.0 Background and Rationale

Provide background and rationale describing the scientific basis for the study.

2.0 Study Objective(s)

Describe the overall hypotheses and objectives of the study keeping in mind that objectives must be measurable. 

3.0 Selection of Patients/Samples
3.1 Statistical Considerations Consultation with Biostatistics is recommended for this section.

3.1.1 Sample Size Include statistical justification of the proposed sample size. 

3.1.2 Statistical Analysis Describe how the data will be analyzed.
3.2 Inclusion Criteria: Create a bullet list or numbered of criteria applicable

3.3 Exclusion Criteria: Create a bullet list or numbered of criteria applicable

4.0 Study Design 

In the event that there is more than one specimen or method: Please repeat sections as follows, numbering appropriately

4.1 Collection of Specimens 

Collection of Specimen #1 

Include the number and specific type of specimens to be acquired from each subject, time points (cycles, day) and at what time. This information can also be included in a Study Calendar or a Table.

Collection of Specimen #2 (if applicable) 

Collection of Specimen #3 (if applicable)
4.2 Handling of Specimens

Handling of Specimen #1

Describe critical aspects of all processes involved in proper handling of the specimens. Include names and contact information (address, phone number, email, pager, etc.) of laboratories and/or individuals responsible for the acquisition, transportation, storage, tracking, processing, shipping and analyses of all specimens. Also include specific requirements for the handling of the specimens, including transport media, temperature, type of storage vessels (including type and volume of blood draw tubes, (i.e. heparin, EDTA, purple top, red top etc.), and maximal allowable time to complete processing or freezing.

Handling of Specimen #2 (if applicable)
Handling of Specimen #3 (if applicable)
4.3 Analytical Laboratory for Specimens

Analytical Laboratory for Specimen #1

Will the specimens be analyzed at a clinical laboratory, a central reference laboratory, other collaborating laboratory, a Case Comprehensive Cancer Center Core Laboratory, or the Principal Investigator’s laboratory? Please provide all contact information including the responsible party.
Analytical Laboratory for Specimen #2 (if applicable)
Analytical Laboratory for Specimen #3 (if applicable)
4.4 Analytical Methods 

Methods for Specimen #1

Describe the methods used to measure the endpoint. Provide references or general information on the assay.  Please state if a clinically validated assay (CLIA or CAP approved) will be used.

Methods for Specimen #2 (if applicable)
Methods for Specimen #3 (if applicable)
5.0 Adverse Events and Potential Risks (sample language can be edited for protocol specific events and risks)
5.1 Definition

An adverse event (AE) is any unfavorable or unintended event, physical or psychological, associated with a research study, which causes harm or injury to a research participant as a result of the participant’s involvement in a research study. The event can include abnormal laboratory findings, symptoms, or disease associated with the research study. The event does not necessarily have to have a causal relationship with the research, any risk associated with the research, the research intervention, or the research assessments. 

Adverse events may be the result of the interventions and interactions used in the research; the collection of identifiable private information in the research; an underlying disease, disorder, or condition of the subject; and/or other circumstances unrelated to the research or any underlying disease, disorder, or condition of the subject. 

5.2 Reporting Adverse Events
All reportable serious adverse events will adhere to the policy guidelines of the IRB and the sponsor, if applicable. A copy will be sent to the Data Safety and Toxicity Committee (DSTC) of the Case Comprehensive Cancer Center.
5.3 Data and Safety Monitoring Plan (DSMP)
This protocol will adhere to the policies of the Case Comprehensive Cancer Center Data and Safety Monitoring Plan in accordance with NCI guidelines. 

6.0 Records/Data to Be Kept/Regulatory Considerations

6.1 Records/Data

All patients enrolled on study will be entered into the Case Oncore database. If samples are being collected, a sample count will be entered into the database.  Describe PHI security measures for any database other than OnCore.
6.2 Informed Consent

All subjects for this study will be provided a consent form describing this study and providing sufficient information for subjects to make an informed decision about their participation in this study.  This consent form will be submitted with the protocol for review and approval by the IRB. The formal consent of a subject, using the IRB-approved consent form, will be obtained before that subject is submitted to any study procedure.  This consent form must be signed by the subject and the investigator-designated research professional obtaining the consent. Consent will be obtained by the study coordinator or investigator of the study at the [location] in Cleveland, Ohio. Consent will be documented in the medical record.

7.0 References

8.0 Appendices
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