MCHL-CI  Notification Date:  
Submission Deadline:  

MEMORANDUM FOR  
SUBJECT:  FY XX Annual Progress Report (APR) for Work Unit # 
INSTRUCTIONS FOR SUBMITTING A HUMAN USE STUDY ANNUAL PROGRESS REPORT (APR)

An APR is a key part of the continuing review process mandated by federal regulations to assure that the protections of human research subjects continue to be appropriate.  Your APR must be received at DCI at least one month prior to your protocol’s approval anniversary date.  This allows adequate time for the HUC primary reviewer to read your APR and make their recommendation to the Human Use Committee.  Federal regulations mandate that if the APR is not received, reviewed, and approved prior to the protocol anniversary date, an immediate abeyance (i.e. suspension) must be imposed.  Abeyance status may be lifted upon the receipt and approval of the APR.  A protocol with an abeyance status for more than 60 days will be administratively terminated by the HUC.  An APR consists of 3 parts:
PART 1. DETAIL SUMMARY SHEET

NOTE: Please e-mail the APR coordinator an electronic WORD version of your DETAIL SUMMARY SHEET.
STATUS – Check “Ongoing” for subject accrual / follow-up / data collection / data analysis.  Check “Completed” if you are requesting that the Human Use Committee officially close your study.  "Completed" usually means that you have finished your data analysis and you can provide the HUC a summary of your results and conclusions.  Once a study has been closed/completed, no more APRs are necessary.
STUDY OBJECTIVE – State the objective(s). (Or proofread what has been carried over from the year before.)
TECHNICAL APPROACH – Describe the methodology. (Or proofread what has been carried over from year before.)
PROGRESS/ENROLLMENT – Provide a summary of any recent literature, study amendments, or modifications to the research study since the last review.  Also, be sure to include the total subjects/specimens to date; any adverse reactions for human use studies; and information on patients withdrawn from the study. (If there have been none, so state.)  For a multi-center study, please provide subjects/specimens figures and serious, unexpected, and serious unexpected adverse reaction data for the other study sites.  If this data is unavailable, please so state. Indicate any benefit to patients and if none, so state. For the final report on an investigational drug study, state the disposition of the unused drug.
CONCLUSIONS – State findings obtained thus far and implications for future research/patient care.
ALL PUBLICATIONS, ABSTRACTS, PRESENTATIONS, (etc.) GENERATED FROM THIS WORK UNIT # – 
Self explanatory.
PART 2. CONTINUING REVIEW OF RESEARCH
Respond to all questions.  Include explanations, if requested.
PART 3. CONSENT FORM(S)
All consent forms will now expire at the anniversary of your protocol.  If your study requires obtaining informed consent and enrollment is ongoing, a legible hard copy or scanned copy of the most up-to-date, official, DCI-stamped consent form needs to be submitted to DCI with the APR.  If your protocol uses 2 or more consent forms, please submit all of them.
Complete the APR and return to DCI (POC: 202-782-7848 -- FAX 202-782-3881) by the submission deadline.  If it is returned through Outlook un-signed, please fax in or scan/send in the signed page of the “Continuing Review of Research” to DCI for formal documentation, or, instead, insert your “ApproveIt” DOIM-approved electronic signature. Please use the assigned Work Unit # for all correspondence with DCI regarding this protocol, as per your original approval letter.

Chief, Research Review Service, DCI
Report Date:  
Work Unit # 
DETAIL SUMMARY SHEET (Human Use Protocol)

TITLE:  
PRINCIPAL INVESTIGATOR:  
MEDICAL MONITOR:  
DEPARTMENT: 
STATUS:
__Ongoing __Completed
SERVICE:  
INITIAL APPROVAL DATE:


STUDY OBJECTIVE
TECHNICAL APPROACH
PROGRESS SINCE LAST REVIEW:
(If this is the first report, include progress since approval of protocol, even if less than 1 month): ___________
Summary of any recent literature in the field and its influence on the risk/benefit ratio: 
Amendments (addenda, revisions) or modifications to the research: 
Summary of all adverse events (AE) expected and/or serious for WRAMC site: 
Summary of Serious, Unexpected, and Serious Unexpected Adverse Reaction Data (AE) for other sites (Multi Center Trial Reports & Data Safety Monitoring Committee Reports) if multi-center study:  
ENROLLMENT FOR THE ENTIRE LIFE OF THE STUDY:
(If this is the first report, include information since approval of protocol, even if less than 1 month.)

Total number of subjects enrolled (or specimens used) in the study at WRAMC:  
Total number of subjects enrolled (or specimens used) in the study at other NARMC sites:  
Total number of subjects enrolled (or specimens used) in the study at other NON-NARMC sites:  

Total number of subjects enrolled (or specimens used) in the study at ALL sites:  

Total number of subjects withdrawn (or specimens withdrawn) in the study at WRAMC:
CONCLUSIONS:
Please provide interim (study findings obtained thus far) or final conclusions:  
SUB-STUDIES:

IF this protocol is a master study, you must provide summary information on ALL sub-studies here:  

ALL PUBLICATIONS, ABSTRACTS, PRESENTATIONS GENERATED FROM THIS WORK UNIT
	FOR RRS USE ONLY

DO NOT DELETE


	

	
	EXPIRES ON:


Report Date:  
Work Unit # 
CONTINUING REVIEW OF RESEARCH (Human Use Protocol)
Please answer all the following questions and sign at the bottom of the page.
	
	Yes
	No
	

	1. Is the principal investigator maintaining research files as outlined in “Responsibilities of the Principal Investigators”? If no, why?

	
	
	

	2. Are these files ready for continuing/periodic review inspection as required by Army and other Federal regulations?  If no, why?

	
	
	

	
	Yes
	No
	N/A

	3.a. Has subject participation or risk been influenced by new developments or literature?  If yes, please describe here:
	
	
	

	3.b. Has the confidentiality of the subjects (or specimens) been protected to the extent possible under existing regulations and laws?  If no, describe here:
	
	
	

	4. Has information become available since last APR that indicates a need to modify this study and/or consent form?  If yes, please state any action that was taken here:
	
	
	

	5. Is the current risk/benefit ratio about the same (or lower) as when the study was first approved?  If no, please describe here:
	
	
	

	6. Does the consent form ensure that human subjects are fully informed?  If no, please describe here:
	
	
	


7. Total number of subjects (or specimens) approved (allowed) for the study at WRAMC: __.

Approved (allowed) study-wide: __, if MULTI-SITE study.
8. Other concerns:
Description of unanticipated problems involving risks to subjects or others (e.g., equipment, recruitment, etc.):  __________________________________________________
Complaints about the research:  _______________________________________
9. IF the study is permanently closed to enrollment, indicate the status of the study (check all 

that are applicable): (Hint: do not make ANY checkmarks if your study is open to accrual.)

_____Participants are still receiving study treatment.


_____Participants are not receiving study treatment, but are still being followed.  Follow-up involves procedures that are (check one):


_____part of the research protocol (and involve data collection).


_____part of routine clinical care and not for research purposes.


_____Still performing data analysis.

_____Other - explain here: __________________________________________
______________________
__________
_______________________
__________
Signature

Date
Signature of Medical Monitor
Date
(Required)
(Required if Greater than Minimal Risk) 






