PRC Cover Sheet for CTO Trials – Amendment Submission
Items Required for Amendment Submission:
· PRC Amendment Cover Sheet.
· LCCC PRC Amendment Coversheet Data report pulled from Oncore.
· Clean version of Protocol.
· Track changes version of Protocol.  (Please request from Sponsor.)
· Summary of Changes, if a separate document.  (Please request from Sponsor.)
· If this is a UNC Lineberger Investigator Initiated Trial (IIT) and the statistical section has been revised, please provide a Statistician Sign-off.  (If any questions, please contact the UNC Lineberger Biostatistics Core at lccc_bios@med.unc.edu.)
1. Accrual Information 
	a. Will the current total overall accrual goal change with this Amendment?
	☐Yes  ☐ No   

	b. If yes, what will be the new number?   (Please note:  If this is a UNC Lineberger IIT, and the new goal is increased or decreased ≥10 percent of the original goal, a justification will need to be provided.  See Question #5, below.)
	

	c. Will the current annual accrual goal for UNC change with this Amendment?
	☐Yes  ☐ No   

	d. If yes, what will be the new number? 
	

	e. Will the total number of months overall that the study is currently expected to be open to accrual change with this Amendment?
	☐Yes  ☐ No   

	f. If yes, what will be the new number?
	



2. New Patient Population
Does this amendment add a new disease group to the study?  If so, please provide written notification (e.g., email) from the POD leader for the new disease group that indicates they are aware of the trial and have the resources available to accrue their patients to the study.  If no written notification is available, please indicate why not.




3. Proposed Amendment
Please provide a short, detailed synopsis of the proposed amendment (e.g., addition of new arm, change to primary objective, addition of new disease group, etc.):





4. Rationale for Amendment
Please provide a short, detailed rationale for the proposed amendment:








5. Competing Trials
Please list any competing trials; if none, please insert None or N/A:
______________________________________________________________________________________________________________________________________________________________________________________________


Questions 6-8 are for UNC Lineberger IITs Only
6. Justification for Change in Accrual 
[bookmark: _Please_note:_If]If this is a UNC Lineberger IIT and the total expected accrual goal has increased or decreased ≥10 percent of the original goal, please provide a justification for the increase or decrease (i.e., an explanation on why changing the accrual goal of the study will still result in scientifically meaningful research). 






7. IND/IDE Process
a. If this is a UNC Lineberger IIT, does the amendment affect any related Investigational New Drug (IND) or Investigational Device (IDE) associated with the study?  If so, please provide a short, detailed explanation of the change:





b. If an Investigational New Drug is proposed to be used with this Amendment that was not previously associated with the trial, please provide the Investigator Brochure for that drug, as well as either an IND Exemption Letter or a completed IND Exemption Checklist.
c. If an Investigational Device is proposed to be used with this Amendment that was not previously associated with the trial, please provide a completed Investigational Device Worksheet to be filed with the UNC IRB application.

8. Integrated/Integral Biomarkers
If this is a UNC Lineberger IIT, does the amendment include any changes to collection and testing of integrated or integral biomarkers? (Y/N) ________________________________________________________________________

If yes, please answer the following questions:
a. In which lab will the research be conducted?  ______________________________________________________
b. Please indicate the section and page number where the honest broker plan can be found in the protocol:  ___________________________________________________________________________________________
c. Is the research being conducted under Clinical Laboratory Improvement Amendments (CLIA?)  (Y/N) _________
d. Is there a plan to return results to subjects?  (Y/N) __________________________________________________
e. Please provide the section and page number of the protocol where information can be found regarding what steps will be taken to ensure samples are deidentified:  ______________________________________________
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