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Protocol Review and Monitoring Committee:

New Protocol Application

GENERAL INFORMATION
All prospective trials that include drugs, devices, biospecimens and behavioral interventions, as well as observational studies, such as survey studies, are required to be submitted and reviewed by the PRMC.  (Further definitions for study types can be found in questions 8 and 9; 15 and 16).
RETROSPECTIVE/BANKING STUDIES
Protocols that involve research activities limited to the following criteria do not require PRMC review: 

1. Retrospective data collected exclusively from patient charts or existing data sets (including national data sets), AND:

2. Archived tissues studies
3. Prospective banking repositories with no research objectives
INVESTIGATOR INITIATED STUDIES
Case CCC protocol templates are required to be used for all CWRU/UH/Cleveland Clinic investigator initiated studies (IITs). Templates can be found on the PRMC webpage.
REQUIRED DOCUMENTS FOR SUBMISSION
 FORMCHECKBOX 
 Complete Protocol Review and Monitoring Committee (PRMC) Protocol Application

 FORMCHECKBOX 
 Protocol (must use Case Comprehensive Cancer Center [Case CCC] templates if investigator-initiated)

 FORMCHECKBOX 
 Consent (sponsor template acceptable)
If applicable/available include:

 FORMCHECKBOX 
 Investigator Brochure   FORMCHECKBOX 
 Pharmacy Manual   FORMCHECKBOX 
 Laboratory Manual 
 FORMCHECKBOX 
 Disease Team (UH+CCF signatures mandatory) or Department Advocacy Signoff 
 FORMCHECKBOX 
 Principal Investigator (PI) Letter of Commitment
 FORMCHECKBOX 
 Prioritization Scoring for Treatment Studies Only
See pages at end of this document for additional instructions and definitions of the above requirements; continue to next page to complete application.
CIRB/NCTN Studies ONLY (questions 1-10)

1.
Sponsor Number & Title of Protocol:      
2.
Protocol version number and date: 

     
3. 
Principal Investigator (PI) (name, department, telephone, email):


Note: Fellows and residents must name a Case CCC member as a co-investigator


     
4.
Person responsible for managing the regulatory duties:

Name:      





Department:      





Telephone:      





Email:      





5.
Disease Site (Choose from list at end of this application):      
6.
Rare Diseases

Does this protocol involve a rare disease as defined by the NCI? (< 3/100,000 per year or ~9800 with diagnosis/stage/pathology persons/year in the U.S.)


  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
7. Precision Trial?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


If Yes:


 FORMCHECKBOX 
 Basket    FORMCHECKBOX 
 Umbrella    FORMCHECKBOX 
 Targeted    FORMCHECKBOX 
 Other Adaptive Trials

8. Interventional Protocols 

(Interventional protocol: individuals are assigned specific interventions by the principal investigator for the purpose of assessing biomedical and/or health outcomes. If not, skip to the Non-interventional section below).


 FORMCHECKBOX 
Treatment—Treat the disease, syndrome or condition


 FORMCHECKBOX 
 Will the investigational pharmacy be used for drug storage and dispensing?

 FORMCHECKBOX 
Supportive—Improve the comfort and quality of life for the patient

 FORMCHECKBOX 
Prevention—Modulate cancer risk and inhibit cancer progression


 FORMCHECKBOX 
Screening—Examine methods to identify condition or risk in people who are not yet known to have the condition or risk.

 FORMCHECKBOX 
Diagnostic—Identify a disease or health condition
9. Non-Interventional Protocols

 FORMCHECKBOX 
Correlative—Laboratory based protocols using specimens to assess cancer risk, clinical outcomes, response to therapies, etc. 


 FORMCHECKBOX 
Ancillary—Utilize patient information or other resources from the main clinical trial. Ancillary protocol must be linked to an active trial. List the number and title of the main trial:      



 FORMCHECKBOX 
 Basic Science: Laboratory protocols using specimens linked to patients from an existing active 


protocol.




 FORMCHECKBOX 
 Other: Non-laboratory protocols using patients and/or patients’ information from an existing 


active clinical trial.


       FORMCHECKBOX 
Observational—


 FORMCHECKBOX 
Health Services Research: Evaluate the delivery, processes, management, organization, or 


financing of health care.



 FORMCHECKBOX 
Other: Utilize observation or surveillance (no intervention or alteration of patient status) or 


examine outcomes of healthy populations and/or cancer patients.

10.
Protocol target accrual 


Note: Include subjects, patients, specimens, patient records, database records, etc. 

All sites:      

University Hospitals+Satellite accrual goal (lower):      
Cleveland Clinic+Satellite accrual goal (lower):      
University Hospitals+Satellite accrual goal (upper):      
Cleveland Clinic+Satellite accrual goal (upper):      
University Hospitals+Satellite accrual goal (annual):      
Cleveland Clinic+Satellite accrual goal (annual):      

ALL OTHER STUDIES 
1. 
Sponsor Number & Title of Protocol:      
2.
Protocol version number and date: 

     
3. 
Principal Investigator (PI) (name, department, telephone, email):

Note: Fellows and residents must name a Case CCC member as a co-investigator


     
4.
Co-Principal Investigator for joint Case CCC protocols (name, department, telephone, email): 

     
5.
List all co-investigators (name, institution):

     
6.
Person responsible for managing the regulatory duties (Indicate for both UH and CC if joint):

Name:      




Name:      
Department:      




Department:      
Telephone:      




Telephone:      
Email:      




Email:      
7.
Are there other competing protocols? 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes- if yes, please list and prioritize:

1.      
8.
Sponsor that authored the protocol and responsible for publishing results (check one only):
 FORMCHECKBOX 
Institutional:      
 FORMCHECKBOX 
Industry:      


Are you the national/international PI?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


 FORMCHECKBOX 
Consortium trial (specify consortium):      


Are you the national/international PI?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
9.
Funding source (check one only)

 FORMCHECKBOX 
Industry:      

 FORMCHECKBOX 
Peer-reviewed funding (e.g. NIH, ACS).  Agency name/Grant #:      

 FORMCHECKBOX 
Other funding. 



Specify foundation, pilot funds and contact info:      


Does the funding source have CTgov requirements?
Registration  FORMCHECKBOX 

Results  FORMCHECKBOX 


 FORMCHECKBOX 
Investigator-initiated with no funding:      
10.
Has the protocol been reviewed and approved by a nationally recognized peer review committee?
 FORMCHECKBOX 
 Yes, Specify (i.e. CTEP, NIH, etc.):       
 FORMCHECKBOX 
 No

11.
Disease Site (Choose from list at end of this application):      
12.
Rare Diseases

Does this protocol involve a rare disease as defined by the NCI? (< 3/100,000 per year or ~9800 with diagnosis/stage/pathology persons/year in the U.S.)


  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
How many patients are seen at the institutions per calendar year with this specific disease?

University Hospitals:      

Cleveland Clinic:      
13. Precision Trial?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


If Yes:


 FORMCHECKBOX 
 Basket    FORMCHECKBOX 
 Umbrella    FORMCHECKBOX 
 Targeted    FORMCHECKBOX 
 Other Adaptive Trials

14. Does the study involve administration of an investigation cellular therapy? Examples of an investigational cellular therapy include CAR (chimeric antigen receptor)- T cells, T cells, Natural Killer cells, Dendritic Cells, Macrophages, Mesenchymal Stem Cells (but not Hematopoietic Stem Cells)

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

15. Interventional Protocols 
(Interventional protocol: individuals are assigned specific interventions by the principal investigator for the purpose of assessing biomedical and/or health outcomes. If not, skip to the Non-interventional section below).


 FORMCHECKBOX 
Treatment—Treat the disease, syndrome or condition


 FORMCHECKBOX 
 Will the investigational pharmacy be used for drug storage and dispensing?

 FORMCHECKBOX 
Supportive—Improve the comfort and quality of life for the patient

 FORMCHECKBOX 
Prevention—Modulate cancer risk and inhibit cancer progression


 FORMCHECKBOX 
Screening—Examine methods to identify condition or risk in people who are not yet known to have the condition or risk.

 FORMCHECKBOX 
Diagnostic—Identify a disease or health condition
16. Non-Interventional Protocols

 FORMCHECKBOX 
Correlative—Laboratory based protocols using specimens to assess cancer risk, clinical outcomes, response to therapies, etc. 


 FORMCHECKBOX 
Ancillary—Utilize patient information or other resources from the main clinical trial. Ancillary protocol must be linked to an active trial. List the number and title of the main trial:      



 FORMCHECKBOX 
 Basic Science: Laboratory protocols using specimens linked to patients from an existing active 


protocol.




 FORMCHECKBOX 
 Other: Non-laboratory protocols using patients and/or patients’ information from an existing 


active clinical trial.


       FORMCHECKBOX 
Observational—


 FORMCHECKBOX 
Health Services Research: Evaluate the delivery, processes, management, organization, or 


financing of health care.



 FORMCHECKBOX 
Other: Utilize observation or surveillance (no intervention or alteration of patient status) or 


examine outcomes of healthy populations and/or cancer patients.

17.
Protocol target accrual 

Note: Include subjects, patients, specimens, patient records, database records, etc. 

All sites:      

University Hospitals+Satellite accrual goal (lower):      
Cleveland Clinic+Satellite accrual goal (lower):      
University Hospitals+Satellite accrual goal (upper):      
Cleveland Clinic+Satellite accrual goal (upper):      
University Hospitals+Satellite accrual goal (annual):      
Cleveland Clinic+Satellite accrual goal (annual):      
18.
Estimated completion date for primary objective*:      

*Primary Objective Completion Date is defined as the date the final subject was examined or received an intervention for the purposes of final collection of data for the primary outcome.

19.  Estimated protocol completion date**:      

**Protocol Completion Date is defined as the date collection of all data is expected to be completed. Subjects are no longer being monitored for trial end points and the protocol has met its objectives.
INVESTIGATOR INITIATED/AUTHORED PROTOCOLS:

20. Does this protocol involve the use of an investigational drug(s) or biologic(s)?  FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No


If yes: 

Drug or biologic name:      
IND #:      
Does this protocol involve the use of an investigational medical device(s)?  FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No


If yes: 

Device name:      
IDE #:      

Are you an IND/IDE holder for this protocol?  FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No


If yes, have you filed with the FDA? 
 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

21.
Has the statistician reviewed and approved the final protocol:  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, provide name and contact info:      

If no, please explain:      
22.  For investigator initiated treatment protocols only: 

        Do you have criteria for a response evaluation in the protocol?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 
        If yes, provide page and section in protocol:      
23.
Who owns the data?      
24.
Are you expecting to negotiate for intellectual property rights? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

25.
Do you expect to be an author and/or publish the data from this trial? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
26. Is there a plan to share individual participant data (IPD), including data dictionaries, collected in this study? (For interventional studies ONLY – see CT.gov for more info at end of this document)
 FORMCHECKBOX 
 Yes

If yes, briefly describe what specific IPD sets are to be shared (for example, all collected IPD, all IPD that underlie results in publication):      
Check all types of supporting information that will be shared:

 FORMCHECKBOX 
Protocol

 FORMCHECKBOX 
Statistical Analysis Plan

 FORMCHECKBOX 
Informed Consent

 FORMCHECKBOX 
Clinical Study Report

 FORMCHECKBOX 
Analytic Code

Time Frame (explain when the data will become available and for how long):      
Access Criteria:      
URL:       
 FORMCHECKBOX 
 No



If no, provide an explanation for why IPD will not be shared:      
Letter of Commitment
As Principal Investigator (PI) of the following protocol: 

PROTOCOL NUMBER/TITLE:       
I agree to:

1. Have myself and/or study staff trained to use the OnCore® Clinical Trials Management System database (contact April Firstencel at 216-368-1819 / April.Firstencel@case.edu for more information).  
a. Enter and maintain in OnCore, at minimum, the following data elements:
i. Real time status reporting.

ii. Real time accrual reporting.

iii. IRB reviews (initial, continuing, amendments, etc.).
iv. Uploading current approved documents.
b. Person responsible for maintaining OnCore:
                     Name:      
 
                     Telephone #:      

                     Email Address:      
2. Submit amendments to the PRMC for approval:
a. Requiring submission: protocol revisions in: objectives or endpoints, biostatistics, sample collection, treatment/dosing, revisions to eligibility. 

b. Not requiring submission: CTEP, CIRB, NCI-designated cancer center sponsored protocols, consent form, and administrative revisions.

3. Submit the following to the Data Safety and Toxicity Committee (DSTC):
a. Continuing reviews on investigator-initiated treatment protocols 

b. Patients’ responses for investigator-initiated treatment protocols

c. Contacts

i. University Hospitals contact: Simona Pasca, 216-844-5546, simona.pasca@uhhospitals.org.
ii. Cleveland Clinic contact: Amy Barner-Martinez, barnera@ccf.org. 
4. FOR ALL STUDIES  FORMCHECKBOX 
 I have read the NIH Guidelines for Inclusion of Women and Minorities as Subjects in Clinical Research for all studies: https://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm 
5. FOR PEDS STUDIES  FORMCHECKBOX 
 I have read the NIH Policy and Guidelines on the inclusion of children as participants in research involving human subjects for pediatric studies: http://grants.nih.gov/grants/funding/children/children.htm 
6. My plan to enroll patients of minority race and/or ethnicity is as follows (this statement(s) could include a description of how you will monitor minority patient accrual, raise awareness of the importance of diverse accrual with the research team and colleagues, perform enhanced screening efforts, reduce barriers to enrollment, etc):      
7. For any studies that receive NIH funding post PRMC submission, it is the PI’s responsibility to communicate this with the CRO office via caseccc-cro@case.edu.

8. For any studies that receive any grants with CTgov requirements post PRMC submission, it is the PI’s responsibility to communicate this with the CRO office via caseccc-cro@case.edu. 
PI Name:      
PI Signature:

Date:      
Prioritization Scoring (for Treatment Studies Only)

Please score by checking the appropriate boxes under each section. For protocols being conducted at both institutions, scores should be agreed upon by both disease team leaders.

NOTE: PRMC does not base approval on priority scores.

I.  Feasibility:
Competing Trials

 1.  >2 competing current or in the pipeline over the next 6 months

 2.  1 competing current or in the pipeline over the next 6 months 
 3.  No competing trials current or in the pipeline.

Accrual expectations

 1.  Accrual expected to take more than 2 years with at least 4 patients from CCCC.

 2.  Accrual expected to take between 1-2 years with at least 4 patients from CCCC.

 3.  Accrual to be completed in less than a year with > four patients accrued from CCCC.

 FORMCHECKBOX 
 Available to community sites
II. Scientific Merit:

Innovation

 1.  Not innovative

 2.  Moderately innovative

 3.  Highly innovative (Targets disease with no good SoC options, rare tumor/disease with unmet need)
Clinical impact
 FORMCHECKBOX 
 0. Little or no clinical impact (e.g. post-licensing marketing study, Phase IV)

 FORMCHECKBOX 
 1. Phase II-III trial with possible practice changing potential

 FORMCHECKBOX 
 2. Phase I trial with possible practice changing implications

 FORMCHECKBOX 
 3. Phase II-III trial with likely practice changing implications

 FORMCHECKBOX 
 4. First in Human/Early Phase I

III. Academic Credit:
 0.  Multi-institutional trial with no chance of authorship or credit

 1.  Multi-institutional trial with no chance of authorship but with associated institutional credit (e.g. cooperative group trial) 

 2.  Multi-institutional trial with likelihood of authorship (high accrual expectations)

 FORMCHECKBOX 
 3.  Named Investigator on sponsored trial (National PI/co-PI for multi-institutional sponsored trial)
 4.  Case CCC investigator initiated trial

PRINCIPAL INVESTIGATOR INSTRUCTIONS
Principal Investigators or a representative (a co-investigator or someone able to respond to clinical questions) must present or call in to the meeting.
Protocols being submitted for review must include the documents listed on the first page.  Investigator-initiated protocols must conform to Case CCC guidelines per the Case CCC Clinical Trials Manual (formerly RedBook). Fellows and residents must have listed a Case CCC member as a co-investigator. Use of the Cancer Center’s protocol and consent templates are required. Grant submissions will not be accepted in lieu of a protocol. 
Please note that submission to the PRMC will not automatically trigger submission to the IRB once the trial is PRMC approved. The committees are separate and independent entities with different submission procedures. Contact your institution IRB for more information.
Electronic submission of all PRMC documents is required. Submit to April Firstencel at april.firstencel@case.edu, 216-368-1819
PRMC WEBSITE

Documents are located on the PRMC Website: https://case.edu/cancer/research/clinical-research-office/prmc   

ONCORE

The OnCore® Clinical Trials Management System is the official database of the Case CCC. It is used for all clinical research (interventional and non-interventional) and for various reporting requirements mandated by the NCI/FDA. Per the letter of commitment above, the PI and study team are required to update OnCore in real time. Contact April.Firstencel@case.edu or 216-368-1819 for access and training.
Investigator-initiated protocols must also include a statement in the “Registration Procedures” section of the protocol that includes reporting to OnCore.

DEFINITIONS OF REQUIRED DOCUMENTS
Completed PRMC Application
Protocol 
Document that describes the objective(s), design, methodology, statistical considerations, and organization of the clinical trial. The protocol usually also gives the background and reason the trial is being conducted, but these could be provided in other documents referenced in the protocol (such as an Investigator's Brochure).

If the protocol is not industry sponsored, then the protocol must be formatted using one of the official Case CCC protocol templates located on PRMC website. 
Data Safety and Monitoring Plan (DSMP): All investigator-initiated protocols must have in place a DSMP approved by the Cancer Center Protocol Review and Monitoring Committee (PRMC) aligned with the NCI-approved plan. The plan ensures the safety of participants, the validity of data, and the appropriate termination of protocols in the event that undue risks have been uncovered, or when it appears that the trial cannot be completed successfully. See Data Safety and Monitoring Plan: https://case.edu/cancer/research/clinical-research-office/prmc
Industry sponsored protocols must include a DSMP. If it not a part of the protocol, then a separate document from the sponsor must be included with the application.
Investigator Brochure (IB)
Document summarizing the body of information about an investigational product. An IB may introduce key aspects and safety measures of a clinical trial protocol, such as: dose (of the study drug), frequency of dosing interval, methods of administration, and safety monitoring procedures.
Laboratory Manual 

Reference guide for sites participating in the clinical study describing the management of samples (handling, processing, labeling, packaging and shipment).

Pharmacy Manual

A reference guide for pharmacists participating in the clinical study. This guide contains a description of the study drug, and instructions for study drug management and accountability. The pharmacy manual is not intended to replace the protocol or investigator brochure.
Cancer Therapy Evaluation Program (CTEP) 
CTEP provides an approval letter for all protocols reviewed under the program. Please request the letter and submit it with your PRMC submission.

More information available at: http://ctep.cancer.gov/about/default.htm
Disease Team Signoff 
Treatment clinical trials using specific disease populations (i.e. breast, lung, GU, hematologic malignancies etc.) require “disease team signoff” from both UH and CCF disease team chairs prior to PRMC submission. The PRMC website contains a list of the disease team leaders. Copies of email signatures must be included with the PRMC submission.
Department Advocacy Signoff
In the absence of a specific disease team or a department not affiliated with the Case CCC (i.e. school of nursing, dental school etc.) use the “Department Advocacy Form” signed by the department chair or designee.
Letter of Commitment

Included within the PRMC application above; lists responsibilities of the PI and study team. It is the only document that requires a signature by the PI.
ClinicalTrials.gov
The Case CCC Clinical Research Office (CRO) registers all interventional studies in the CTgov database as required by the FDA and International Committee of Medical Journal Editors (ICMJE). Please visit their websites to see which trials qualify: https://clinicaltrials.gov and http://www.icmje.org/about-icmje/faqs/clinical-trials-registration/. 
IPD (Individual Patient Data) Sharing Requirement (for drug, device, biological/vaccine, radiation, genetic, combination product or diagnostic test studies):
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html#two 
Please contact Alyssa Savadelis in the CRO for further information: aks92@case.edu. 

NCI Disease Sites
Anus

Any Site

Bones and Joints

Brain and Nervous System

Breast

Cervix Uteri

Colon

Corpus Uteri

Esophagus

Eye and Orbit

Hodgkin's Lymphoma

Ill-Defined Sites

Kaposi's Sarcoma

Kidney

Larynx

Leukemia, other

Lip, Oral Cavity and Pharynx

Liver

Lung

Lymphoid Leukemia

Melanoma, Skin

Multiple Myeloma

Mycosis Fungoides

Myeloid and Monocytic Leukemia

Non-Hodgkin's Lymphoma

Not Applicable/Healthy Control

Other Digestive Organ

Other Endocrine System

Other Female Genital

Other Hematopoietic

Other Male Genital

Other Respiratory and Intrathoracic Organs

Other Skin

Other Urinary

Ovary

Pancreas

Prostate

Rectum

Small Intestine

Soft Tissue

Stomach

Thyroid

Unknown Sites

Urinary Bladder

10900 Euclid Avenue  Cleveland, Ohio 44106  Phone 216-368-1819
Case Comprehensive Cancer Center
 is a Comprehensive Cancer Center, as designated by the National Cancer Institute                               

Version: May 2021

Page 2 of 11
10900 Euclid Avenue  Cleveland, Ohio 44106  Phone 216-368-1819
Case Comprehensive Cancer Center
 is a Comprehensive Cancer Center, as designated by the National Cancer Institute                 
Version: February 2021

Page 8 of 12

