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	Harvard University 

	
	Embryonic Stem Cell Research Oversight (ESCRO) Committee


Progress Report Form

Use for annual renewals, interim reports and closures

	Part I. Protocol and Contact Information

	A. Protocol Title:      
	B. Protocol No.: E     

	C. Submission Type (choose one): 
 FORMCHECKBOX 
 Annual Renewal

 FORMCHECKBOX 
 Interim Report 

 FORMCHECKBOX 
 Closure

(between annual renewals;
only if requested by ESCRO)

	D. Funding Source(s):      

	E. Principal Investigator* Name and Degree(s):      

	Department:      
Email:      
	School:       
Phone:      

	F.  FORMCHECKBOX 
 *Check here if this study has co-PIs, and include the other PI on the Research Team Form.

	G. Administrative or Other Study Contact (optional) Name and Degree(s):      

	Email:       
	Phone:      

	H. Lab Contact (optional) Name and Degree(s):      

	Email:       
	Phone:      


	Part II. Protocol Status


Status of work described on this protocol (choose one):
 FORMCHECKBOX 
 not yet begun

 FORMCHECKBOX 
 active/continuing

 FORMCHECKBOX 
 project should be closed (Note: If you wish to reinitiate this work after closure, you must submit a new protocol.)
Reason for closure (choose one):
 FORMCHECKBOX 
 completed

 FORMCHECKBOX 
 closed, never started 

Explain why:      
 FORMCHECKBOX 
 started, but closed prior to completion 

Explain why:      
	Part III. Progress Report


Section A. Subject Recruitment and Enrollment

1. Human Subjects 

 FORMCHECKBOX 
 n/a (this protocol does not use human subjects [skip to question A.2, Animal Subjects]) or…

Since the last report, what is the number of human subjects (indicate 0 for none; count a donor couple as one subject):
	Screened
	     

	Found to be ineligible during screening
	     

	Consented
	     

	Withdrawn:
	

	After signing consent form but before research began
	     

	After research began
	     

	Reason(s) for withdrawal:      


2. Animal Subjects (Reminder: Do not report animals used solely for teratoma testing.)
 FORMCHECKBOX 
 n/a (this protocol does not use animal subjects [skip to section B, Tissue Collection]) or…

Since the last report, what is the number of animal subjects (indicate 0 for none):
	Placed onto the study
	     

	Removed prior to completion of study
	     

	Reason(s) for removal:      


Section B. Tissue Collection for Embryo Creation or hESC Derivation
1. Tissue Collection

 FORMCHECKBOX 
 n/a (this protocol does not involve tissue collection [skip to section C]), or…
Complete the following based on numbers since the last report (indicate 0 for none):

	Tissue type
	# of samples obtained
	# used in derivation-related experiments

	Human embryos
	     
	     

	Human oocytes
	     
	     

	Other human or non-human tissue. List type, including species of origin (e.g., human skin biopsy or rabbit oocytes): 

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


2. Were any hESC lines derived since the last report?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes. List lines that were derived*:
     
*If hESC line is not already registered with ESCRO, also submit hESC Registration Form.
Section C. Provide a narrative description of study progress since last report. You do not need to repeat the information provided above (however, you may in order to expand upon it). Include a description of successes and challenges to date and your intentions for the upcoming year. 

      
Section D. Comment on any unanticipated or unexpected problems since the last report. This should include unexpected adverse events (including unintended animal deaths), protocol deviations, and any other occurrences that may affect the integrity of the study, safety of study staff or subjects, or the continued conduct of the study. Also indicate whether the occurrence(s) were related to the study.
     
If you are closing this protocol, skip to Part VI, Principal Investigator’s Certification. 
Otherwise continue to Section E.
Section E. Summarize any new developments in the field (recent literature, new findings, etc.). Significant findings may necessitate a protocol amendment. (See section IV)
     
	Part IV. Amendments

See Amendments Policy for a description of minor and major changes.


Section A. Do you need to make any minor changes to this protocol?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes. Please describe:      
Section B.  FORMCHECKBOX 
 Check here if you need to make any major changes, and submit with this Progress Report Form: 

1. a cover letter with a list of the major changes and the rationale for those changes AND

2. revised Application Form and other protocol materials integrating the major changes (ie, an up-to-date copy of all materials)

and skip to Part VI, Principal Investigator’s Certification.
	Part V. Required Approvals and Documentation

	Enclose a copy of the current approval for each of the following:
	Not applicable
	or
	Pending
	or
	Enclosed

	A. Institutional Review Board (IRB) approval
	 FORMCHECKBOX 
 no human subjects
	
	 FORMCHECKBOX 

	
	 FORMCHECKBOX 


	B. Institutional Animal Care and Use Committee (IACUC) approval
	 FORMCHECKBOX 
 no ESCRO-covered vertebrate animal use
	
	 FORMCHECKBOX 

	
	 FORMCHECKBOX 


	D. Non-Harvard approvals (list details below):
	 FORMCHECKBOX 
 no collaborating institution
	
	 FORMCHECKBOX 

	
	 FORMCHECKBOX 


	1. Collaborating Institution Name:      
2. Collaborator’s Protocol #:      


3. Type of Review:  FORMCHECKBOX 
 ESCRO

 FORMCHECKBOX 
 IRB

 FORMCHECKBOX 
 Other, describe:       

(choose as many as apply)


	Part VI. Principal Investigator’s Certification


I have read and agree to abide by the policies of the Harvard University ESCRO. I certify that the information in this form and any supplemental materials is accurate and complete.
_________________________________________


_______________

Principal Investigator’s Signature




Date
Instructions for Progress Report Form
Skip logic and question-specific instructions are in italics.
What supplemental materials do I submit with this form?
In addition to any materials requested within the form itself, please submit: 
· any revised flyers, scripts, letters or other materials used in subject/potential subject interactions
· a revised Research Description, if it has been changed since the last review
· current IRB-approved versions of all consent forms, if they have been updated since the last review
· any other updated materials

The ESCRO reviews the most current version of all materials that it has unless they are replaced by newer versions. If a previously approved document is no longer in use, please note that in a cover letter submitted with your progress report.
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