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Protocol Review and Monitoring Committee
Study Progress Report – For Investigator-Initiated Non-Interventional Trials or Repositories
In accordance with the University of Vermont Cancer Center’s Data Safety and Monitoring Plan (DSMP), this form must be completed and submitted to the Protocol Review and Monitoring Committee on a semi-annual basis for all investigator-initiated protocols that are considered non-therapeutic.  Failure to do so puts your protocol at risk of closure by the Data Safety and Monitoring Committee.  Reports are due on the dates below for the following periods:

January 1 to June 30, due July 15th
July 1 to December 31, due January 15th
Protocol Information:

Protocol #:











               CHRMS #:                  

Title:                                                    




Local PI:













    

Risk Level Assigned (listed on original PRMC Approval):      
Time period covered by this form:      
(If this is a first time submission for a new protocol, the time period may be less than 6 months)

Projected Target of Cases to be collected/studied:

    Total Goal:  
       Annual Goal:  


Accrual Information:

Actual Cases collected during this 6-month period:     
Type of cancer of these cases (please choose from list on last page of form):    

Total cases collected from date open through the end of this reporting quarter:       

Additional Information (NOT required for Repositories):
Is Outcome Data Available (for example, an interim analysis)?   Yes ________
No __________

Please comment   

If the protocol has sequential design, was a decision point reached during this time period?

Yes __________
No ___________

 If yes, please explain the situation: 
 
Has any change/amendment been made in the protocol or consent during this time period?   

Yes __________ 
No ____________

If yes, briefly explain change (s): 

If applicable, where these changes reviewed and approved by the IRB?    Yes                        No   

Have there been any protocol deviations during this time period?    Yes                          No  

If yes, how many protocol deviations occurred?       

Please summarize the protocol deviations 


Protocol Completion:

If the protocol is complete, please provide a lay summary, final study findings, future plans, and publications in preparation within 30 days by using the Final Study Report.  Reprints and/or citations of all publications resulting from this study should be submitted when available. The Final Study Report form is found on the UVM Cancer Center website at the bottom under “Other Forms”: http://www.uvm.edu/medicine/vtcancercenter/?Page=protocol.html&SM=protocolsubmenu.html 
_________________________________________________
______________________________

Principal Investigator Signature









Date 

_________________________________________________      ______________________________
Safety Officer Signature











Date
	Primary Site Of Cancer

	Anus

	Bones and Joints

	Brain & Nervous System

	Breast

	Cervix

	Colon

	Corpus Uteri (uterus)

	Esophagus

	Eye and Orbit

	Hodgkin Lymphoma

	Kaposi's Sarcoma

	Kidney

	Larynx

	Leukemia: Lymphoid Leukemia

	Leukemia: Myeloid and Monocytic Leukemia

	Leukemia: other

	Lip, Oral Cavity and Pharynx

	Liver

	Lung: other than NSCLC

	Lung: Non-small cell lung cancer (NSCLC)

	Melanoma, skin

	Multiple Myeloma

	Mycosis Fungoides

	Non-Hodgkin Lymphoma

	Other Digestive Organ

	Other Endocrine System

	Other Female Genital

	Other Hematopoietic

	Other Male Genital

	Other Respiratory Intrathoracic Organs

	Other skin

	Other Urinary

	Ovary

	Pancreas

	Prostate

	Rectum

	Small Intestine

	Soft Tissue

	Stomach

	Thyroid

	Urinary Bladder


Please email this form to Emily Harwood (emily.harwood@med.uvm.edu) at the UVM Cancer Center, 

or fax to 656-8788. Feel free to call Emily with questions, 656-2967.
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