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	Award Number:
	

	Log Number:
	

	Project Title:
	

	Principal Investigator Name:
	

	Principal Investigator Organization and Address:
	

	Principal Investigator 
Phone and Email:
	

	Report Date:
	

	Report Period:
	


Email the report, updated Quad Chart (if applicable), and any other attachments to the pasa@rti.org.  Name the file with the award number, followed by “PASAAnnualTechProgReport Month Year.” 

If you have questions, contact the pasa@rti.org.
1. Project Status
a. Accomplishments
This may include completion of milestones, objectives, and/or tasks, regulatory approval received, publication of papers, presentations at conferences, filing of intellectual property, etc.  for this quarter, followed by date in DD-MMM-YYYY.  Write salient bullet points to highlight the requested information.
	


b. Reportable Outcomes
This may include development of a product, prototype, new methodology, or any other similar items that have resulted from this research..  Write salient bullet points to highlight the requested information.

	


c. Progress Detail
Describe each Statement of Work (SOW) task or logical segment of work on which effort was expended during this quarterly reporting period only.  Description shall include pertinent data and graphs in sufficient detail to explain any significant results achieved or problems encountered.  A succinct description of the methodology used shall be provided.  
For an award that includes the recruitment of human subjects for clinical research or a clinical trial:   (i) report progress on subject recruitment, screening, enrollment, completion, and numbers of each compared to original planned target(s), e.g., number of subjects enrolled versus total number proposed; (ii) report amendments submitted to the IRB and USAMRMC HRPO for review; and (iii) any adverse events.  
	For all quarters leading up to first subject enrolled in a human study, the PI should submit the following table filled out for each human study:

Trial Title/HRPO A# & or VA protocol #:

 

Lead Investigator & Site

DSMB Review Dates

Date MSP Complete

Date Lead Site Local IRB Approval

Date Final Budget & SOW Submitted

Date HRPO Approval

Date FDA Approval (if applicable)

Date Investigator Meeting(s)

 

 

 

 

 

 

 

 

Participating Sites

Date IRB Approval/ Re-approval

Date HRPO Approval

Date Subcontract Finalized

Date First Subject Enrolled

# Consented to Date

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

For all quarters after the initial enrollment of the first subjects in a human study, the PI should submit an updated CONSORT Flow Diagram (see http://www.consort-statement.org/consort-statement/flow-diagram0/ ) and a graph depicting target recruitment versus time and actual recruitment versus time. The PI should also substitute the above excel table with the following table for each human clinical study. 

Trial Title/HRPO A# & or VA protocol #:
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Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #

Quarter #/ Year #
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Investigator & Site 2 Projected

#
#
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#

#

#
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Investigator & Site 3 Projected

#

#
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Investigator & Site 4 Projected
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2. Future Plans

Present a brief statement of plans or milestones planned for the next quarter.  If any of the plans deviate from the original approved SOW  (e.g., new or modified tasks, objectives, experiments, etc), they will require review by the Grants Officer’s Representative and final approval by USAMRAA Grants Officer through an award modification prior to initiating any changes.

	


3. Problems/Issues:
Any change that is substantially different from the original approved SOW (e.g., new or modified tasks, objectives, experiments, etc.) will require review by the Government Steering Committee (GSC) and the Grants Officer’s Representative with final approval by the USAMRAA Grants Officer through an award modification prior to initiating any changes.  

a. Current Problems/Issues
Provide a description of current problems or issues that may impede performance or progress of this project along with proposed corrective action.  This may include administrative, technical, and/or logistical issues.
For an award that includes the recruitment of human subjects for clinical research or a clinical trial, discuss any problems or barriers encountered, if applicable, and what has been done to mitigate those issues.  Discussion may highlight enrollment problems, retention problems, and actions taken to increase enrollment and/or improve retention
	


b. Anticipated Problems/Issues
Provide a description of anticipated problems or issues that  have a potential to impede performance or progress.  Also provide course of actions planned to mitigate problems or to take should the problem materialize.  
	


4. Financial Health
Comment on the financial health of the study.  Was the study financially on track during this quarterly reporting period and cumulatively for completion as proposed within the period of performance? If not, describe the cause(s), whether this will have a short-term or long-term impact, the likelihood this can be overcome, and provide remediation strategy.    State if there was any major equipment procured, sub-award implemented, and/or travel conducted. Provide amount expended this quarter and cumulatively as follows:

· A cumulative total of expenditures by each cost category (labor, fringe benefits, consultants, equipment, materials and supplies, travel, ODCs, etc.) shall be reported for this quarter. This funding expenditure itemization shall be provided for the Clinical Consortium Coordinating Center and each of the Clinical Sites. 
· Overall cost expenditures should be broken down for the Consortium Cores and individual projects.
	


5. Personnel Effort

Provide names of current staff along with their roles and percent effort of each on this project.  Add additional rows if necessary to list the complete l team.  If there is more than one project on this award, breakdown according to each project (one table per project).

	Personnel
	Role
	Percent Effort

	
	 
	 

	
	 
	 

	
	 
	 

	
	 
	 


6. Protocol and Activity Status

For awards involving the use of human subjects, use of human cadavers, and/or use of animal subjects, prepare a summary in accordance with the following subsections.  For all other awards, including those involving the use of human anatomical substances (such as tissue or cells or identifiable private information), mark as directed below. 
a. Human Use Regulatory Protocols
	TOTAL PROTOCOLS:

For each project, state the total number of human use protocols required (e.g., 5 human subject research protocols will be required to complete Project 1 of the Statement of Work.”).  If not applicable, write “No human subjects research will be performed to complete the Statement of Work.”
PROTOCOLS:

List all human use protocols to be performed to complete the project, and include approved target number for clinical significance, followed by type of submission and type of approval with associated dates, and performance status for each. 
Protocol [HRPO Assigned Number]: 
Title: 

Target required for clinical significance:

Target approved for clinical significance:

Submitted to and Approved by:

Provide bullet point list of protocol development, submission, amendments, and approvals (include IRB in addition to HRPO).

[If this information is already provided in the table under 1. Project Status c. Progress Detail, you may skip. If not, please provide the bulleted list of HRPO protocols and their current status(es).]
Status:

Provide bullet point list of performance and/or progress status relating to the above protocol and discuss recruitment number, enrollment number, drop outs, disqualified, etc.  Discuss any administrative, technical, or logistical issues that may impact performance or progress of the study (e.g. slow enrollment, large dropouts, or adverse events) for the above HPRO approved protocol.



(b) Use of Human Cadavers for RDT&E, Education or Training

	“Cadaver” is defined as a deceased person or portion thereof, and is synonymous with the terms "human cadaver" and "post-mortem human subject" or "PMHS."  The term includes organs, tissue, eyes, bones, arteries or other specimens obtained from an individual upon or after death.  The term "cadaver" does not include portions of an individual person, such as organs, tissue or blood, that were removed while the individual was alive (for example, if a living person donated tissue for use in future research protocols, that tissue is not considered a "cadaver" under this policy, regardless of whether the donor is living or deceased at the time of tissue use).

TOTAL ACTIVITIES:  State the total number of RDT&E, education or training activities that will involve cadavers.  If not applicable, write “No RDT&E, education or training activities involving human cadavers will be performed to complete the Statement of Work (SOW).”

ACTIVITIES:  Provide the following information in a bulleted list for all RDT&E, education or training activities involving human cadavers conducted or supported during the quarter:

· Title of the RDT&E, education or training activity

· SOW task/aim associated with the activity

· Date the activity was conducted

· Identification of the organization’s responsible individual (e.g., PI or individual primarily responsible for the activity’s conduct)

· Brief description of the use(s) of cadavers in the activity and the total number of cadavers used during the reporting period

· Brief description of the Department of Army organization’s involvement in the activity

· Status of document submission and approvals

· Problems encountered in the procurement, inventory, use, storage, transfer, transportation and disposition of cadavers used for RDT&E, education or training.  Examples of problems include but are not limited to:  loss of confidentiality of cadaveric donors, breach of security, significant deviation from the approved protocol, failure to comply with state laws and/or institutional policies and public relations issues.



(c) Animal Use Regulatory Protocols
	TOTAL PROTOCOLS:

State the total number of animal use protocols required to complete this project (e.g., 2 animal use research protocols will be required to complete the Statement of Work.).  If not applicable, write “No animal use research will be performed to complete the Statement of Work.”
PROTOCOLS:
List all animal use protocols to be performed to complete the project, include approved target number for statistical significance, followed by type of submission and type of approval with associated dates, and performance status for each. 
Protocol [ACURO Assigned Number]: 
Title: 

Target required for statistical significance:

Target approved for statistical significance:

Submitted to and Approved by:

Provide bullet point list of protocol development, submission, amendments, and approvals (include IACUC in addition to ACURO).
Status:

Provide bullet point list of performance and/or progress status relating to the above protocol and discuss any administrative, technical, or logistical issues that may impact performance or progress of the study (e.g. animal use protocol need revision to minimize animal suffering, animal protocol modification to include additional staff) for the above ACURO approved protocol.



7. Appendices

Appendices to the Quarterly Report shall include 
a. An updated Quad Chart for the Coordinating Center and each Project of the Consortium. Quad charts should be updated on a quarterly basis. The current format is located at: https://cdmrp.org/Program_Announcements_and_Forms/
b. Additional supplementary figures that support the quarterly report submission. 
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