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Protocol Changes 
This section follows the protocol template language as it includes; objectives, eligibility, screening, baseline, study design, drug administration, questionnaires, and correlatives. Specific protocol layouts will vary as indicated. Use section titles applicable for the protocol, bulleted list of changes, action needed, and a date completed to track the applicability and/or completion of each task. Protocol amendment action needed can include any number of changes including ordering new lab supplies, updating lab contacts, CRIS order set updates, and may require updated training to clinic, nursing, and day hospital staff.  If no changes or action is needed, use “N/A.”

|_| N/A; no protocol document changes.
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	Study Changes
	Action Needed /  
Responsible Person
	Target Date of Completion    

	Objectives
	
	
	

	Eligibility
	
	
	

	Screening
	
	
	

	Baseline
	
	
	

	Study Design
	
	
	

	Drug Administration
	
	
	

	Procedures 
	
	
	

	Study calendar/new procedures
	
	
	

	Toxicities/new risk
	
	
	

	Questionnaires
	
	
	

	Safety/non research labs
	
	
	

	Research Labs
	
	
	





Consent Changes 
This section tracks the action items around the changes to the consent.  If no action is needed, use “N/A.”

|_| N/A; no consent/assent document changes or notification requirement.
	Action Needed
	Responsible Person
	Target Date of Completion 


	Summary of consent changes
	

	Re-consent current patients
	
	

	Inform current pts of changes and document in CRIS – Verbal notification
	
	

	Inform current pts of changes and document in CRIS – Written notification (e.g., send letter)
	
	






Other Actions – if applicable
Each protocol has its own nuances and may have aspects that require review/updates. List the updated changes and track the completion of the action items. Amendment changes may require updates to study specific forms, require updated lab contacts, new lab supplies, sample processing changes, and patient education.  If no action is needed, use “N/A.”

	Action
	Responsible Person

	Target Date of Completion 


	Review recruitment website to ensure accuracy
	
	

	Assess need to update CRIS order sets
	
	

	Assess need for additional supplies 
	
	

	Assess database (e.g. C3D, RAVE) for any required changes
	
	

	Other 
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