Sample eRA RPPR module screenshots.
Note: screenshots are not all-inclusive as system user interface may vary depending on grant mechanism and application attributes. Some screenshots provided also represent mock-ups of system features currently under development (e.g., changes to C.5.c. as part of this revision request).
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Final/Interim-RPPR Outcomes
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Complex/Multi-project RPPR Menu[image: ][image: ]

Annual RPPR:
Public reporting burden for this collection of information is estimated to average 9 hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.  Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to: NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974, ATTN: PRA (0925-0002).  Do not return the completed form to this address. 
Final RPPR: 
Public reporting burden for this collection of information is estimated to average 11 hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.  Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to: NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974, ATTN: PRA (0925-0002).  Do not return the completed form to this address. 
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\/ (4B.3 Competitive Revisions/Administrative Supplements

For this reporting period, is there one or more Revision/Supplement associated with this award for which reporting is required? © Yes ) No

If yes, identify the Revision(s)/Supplement(s) by grant number (.g., 3R01CA098765-0151) or title and describe the specific aims and accomplishments for
each Revision/Supplement funded during this reporting period. Include any supplements to promote diversity or re-entry, or other similar supplements to
support addition of an individual or a discrete project.

+ Add/New

\/ B.4 What opportunities for training and professional development has the project provided?

If the research is not intended to provide training and professional development opportunities or there is nothing significant to report during this
reporting period, select "Nothing to Report.”

Describe opportunities for training and professional development provided to anyone who worked on the project or anyone who was involved in the
activities supported by the project. "Training” activities are those in which individuals with advanced professional skills and experience assist others in
attaining greater proficiency. Training activities may include, for example, courses or one-on-one work with a mentor. "Professional development” activities
result in increased knowledge or skill in one's area of expertise and may include workshops, conferences, seminars, study groups, and individual study.
Include participation in conferences, workshops, and seminars not listed under major activities,

4 For all projects reporting graduate student and/or postdoctoral participants in Section D. Participant, grantees are encouraged to describe the use of
Individual Development Plans (IDPs) for those participants.A Do not include the actual IDP; instead include information to document that IDPs are used to
help manage the training for those individuals.

4 For T, F. K, R25, R13, D43 and other awards or award components designed to provide training and professional development opportunities,  response
is required. Do not reiterate what s reported under Accomplishments. Limit the response to this reporting period.

Nothing to Report

Upload Description and Diversity Report, as applicable

& Drop files here to upload, or browse.
Max File Count: 1 Accepted File Types: PDF Max

le Size: 6MB

\ B.5 How have the results been disseminated to communities of interest?

Describe how the results have been disseminated to communities of interest. Include any outreach activities that have been undertaken to reach members
of communities who are not usually aware of these research activities, for the purpose of enhancing public understanding and increasing interest in
learing and careers in science, technology. and the humanities.

4 Reporting the routine dissemination of information (e.. websites, press releases) is not required. For awards not designed to disseminate information
to the public or conduct similar outreach activities, a response is not required and the grantee should select "Nothing to Report”. A detailed response is

only required for awards or award components that are designed to disseminate information to the public or conduct similar outreach activities. Note that
scientific publications and the sharing of research sources wil be reported under Products

Nothing to Report

or enter response below

7983 characters emaining
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Add Revision Supplement X

Revision/Supplement #

or Revision/Supplement Title

255 characters remaining

Describe the specific aims for this Revision/Supplement below *

700 characters remaining

Describe the accomplishments for this Revision/Supplement below *

700 characters remaining

Cancel  JEJEE]
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\/ B.6 What do you plan to do during the next reporting period to accomplish the goals?

Describe briefly what you plan to do during the next reporting period to accomplish the goals and objectives.

4 Discuss efforts to ensure that the approach is scientifically rigorous and results are robust and unbiased. Remember that significant changes in
objectives and scope require prior approval of the agency (e.g.. NIH Grants Policy Statement, 8.1.2).

¢ Include any important modifications to the original plans. Provide a scientific justification for any changes involving research with human subjects or
vertebrate animals. A detailed description of such changes must be provided under Changes.

Enter response below

Finish characterization and efficacy of DHED in a non-human primate model to prevent menopausal hot flashes.

7892 characters emaining

 Cancel
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Grant  Rppr PD/Pl Assurance  A.Cover  B. c D. E F G. Special H.

RPPR| (i Menu  Report Page Accomplishments Products Participants Impact Changes ~ Reporting Req Budget

C. Products @

A Remember to save all your changes before leaving the page.

Expand/Collapse Al

\/ (£C.1 Publications

Are there publications or manuscripts accepted for publication in a journal or other publication (e.g.. book. one-time publication, monograph, or preprint)
during the reporting period resulting directly from this award? @ Yes No

7 All publications associated with this project in My NCBI

NIH Manuscript Submission System Status: Available

Note: Citations marked with a gold lock icon are associated with funding via NIHMS and cannot be removed from this RPPR. If your award did not
support this paper, contact the NIHMS help desk. Additional information and instructions are also available at the FAQ found here: ~
not support this research.

award

If yes, select from the table below to affiliate publications with this progress report.
If you need to login to My NCBI account please use this link: My NCBI

oress

Associate with this RPPR
E Public Access Compliance * Citation

Nothing Reported

7 Publications not associated with this project in My NCBI

oress

Associate with this RPPR
E Public Access Compliance * Citation

Nothing Reported
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\/ C.2 Website(s) or other Internet site(s)

List the URL for any Interet site(s) that disseminates the results of the research activities. A short description of each site should be provided. It is not
necessary to include the publications already specified above.

4 A description is only required for awards designed to create or maintain one or more websites. If the website disseminates a product that falls into
other product categories, please select the appropriate category(ies) from the pull-down menu (select multiple categories by holding down the Ctrl button
while selecting the categories). Limit the response to this reporting period. For awards not designed to create or maintain one or more websites, select
“Nothing to Report”.

Nothing to Report
t URL(s) for Internet site(s) and provide description(s) below

+ New Web/Intemet

\/ €3 Technologies or techniques

Identify technologies or techniques that have resulted from the research activities. Describe the technologies or techniques and how they are being

shared.

4 f the technology or technique falls into other product categories, please select the appropriate category(ies) from the pull-down menu (select multiple
categories by holding down the Ctrl button while selecting the categories). If the product(s) has been reported or shared through a publication, please
include the full reference and/or PubMed ID in the product description. Limit the response to this reporting period. If there are no technologies or
techniques to report select "Nothing to Report™

Nothing to Report

4 New Technology/Technique

\/ (4C4 Inventions, patent applications, and/or licenses

Have inventions, patent applications and/or licenses resulted from the award during this reporting period? @ Yes ) No

1f yes, has this information been previously provided to the PHS or to the official responsible for patent matters at the grantee organization?
Yes © No

Reporting of inventions through iEdison is strongly encouraged.

\/ €5 Other products and resource sharing

Identify any other significant products that were developed under this project.

4 PD/PIs are required to report all products that arise from their NIH award in section C. If there are other products to report not covered in Sections C1 -
C4, enter a description for the product and choose the appropriate product categoryfies) from the pull down menu (select multiple categories by holding

down the Ctrl button while selecting the categories). If there is more than one product to report, select "add produ
additional product. Limit the response to this reporting period.

to create a workspace to report an

Nothing to Report

 URL(s) for Internet site(s) and provide descripti

+ New Product/Resource

A Cover Page | B. Accomplishments | C. Products | D. Participants | E. Impact | F. Changes | G. Special Reporting Req | H. Budget
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Add Website(s) or other Internet site(s)

Required Fields™

Category * Website(s) or other Internet site(s) *

Audio or video

Data or Databases
Research Material
Educational aids or curricula
Evaluation Instruments
Instruments or equipment

Models
2000 characters remaining

Cancel  REE]
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Add Technologies or techniques X

Required Fields™

Category * Technologies or techniques *

Audio or video

Data or Databases
Research Material
Educational aids or curricula
Evaluation Instruments
Instruments or equipment

Models 7

Cancel  REE]

T 2000 characters remaining
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Add Other products and resource sharing X

Required Fields *

Category * Other products and resource sharing *

Audio or video

Data or Databases
Research Material
Educational aids or curricula
Evaluation Instruments
Instruments or equipment
Models 7

T 2000 characters remaining
Cancel  REE]
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C.5.b Resource Sharing

PD/PIs and recipient organizations are expected to make the results and accomplishments of their activities available to the research community and to the.
public at large. For additional information on NIH Sharing Policies and Related Guidance on NIH-Funded Research Resources see

https:/ /grants.nih gov/grants/sharing htm.

If the initial research plan addressed, or the terms of award require, a formal plan for sharing final research data, model organisms, Genome Wide Association
Studies data, or other such project-specific data, describe the progress in implementing that plan. For sharing model organisms, include information on the

number of requests received and number of requests fulfilied during this reporting period. If the sharing plan is fully implemented, provide a final statement on
data sharing.

[ Nothing to Report

Progress Implementing the resource sharing plan

ex

8000 characters remaining
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C.5. ¢ Data Management and Sharing

Describe activiies related to the approved Data Management and Sharing Plan. For each Data Type identified in the approved DMS Plan, provide the following
rmation, as applicable:

“If data has not been generated and/or shared as outined in the approved Plan, describe why, and identity any corrective actions that have or willbe taken to
comply with the approved plan.

Desaription

2000 characters remaining

Are significant prospective changes to the Data Management and Sharing Plan being requested for the coming year (.. change in repository, change in
timeline, or change in scientifc direction)?

[ No Change

Ifyes, enter description of the change(s) and upload revised Data Management and Sharing Plan for approval
Enter description of change

2000 characters remaining.
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Are significant prospective changes to the Data Management and Sharing Plan being requested for the coming year (.. change in repository, change in
timeline, or change in scientifc direction)?

[ No Change

Ifyes, enter description of the change(s) and upload revised Data Management and Sharing Plan for approval
Enter description of change

2000 characters remaining

Upload revised Data Management and Sharing Plan

A Drop fies to attach, or browse.

Files should not exceed 6MB.
Files can only be the following format:.pdf
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Data Management and Sharing Plan Information X

Data Tyne*

ex: Scientific data

2000 characters remaining

Has the data been shared?
Has data been generated to date? 5k (ie. made available for use by others)

O Yes O No O Yes O No
If data has NOT been shared, what is the status of data sharing?

g, Being prepared for submission, submitted to repository, not yet expected to be shared

2000 characters remaining

Renesitorv Unique Identifiers/Digital Object Identifier (DOI)
eg, Datahub eg: ABC12345

2000 characters remaining
2000 characters remaining concel P T,
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Commons _‘/(
COMMONS =

Grant  Rppr PD/PI Assurance ACor B c D. 3 E G. Special Reporting .
List Menu Report Page Accomplishments  Products  Participants  Impact  Changes  Req Budget

RPPR |

D. Participants @

A Remember to save all your changes before leaving the page.

Remember all files must be flattened PDF files for successful submission. This ensures that PDFs cannot be edited following submission.
Instructions for flattening PDFs

‘The following applies to all NIH Awards EXCEPT FELLOWSHIPS:

« For NIH awards, Commons IDs are now required for individuals with the Undergraduate, Graduate Student, and Postdoctoral roles. Commons IDs can be created by going
to the eRA Commans Home Page and Creating an Account or by contacting the signing official of their organization.

« Individuals with these roles on a project are required to complete their Commans Personal Profile.

« Individuals with a Graduate Student role must enter at least one degree, and those with a Postdoctoral role must enter a doctoral degree. Degrees can be entered under the.
individual9@ @5 Personal Profile found after they log into Commons.

Expand/Collapse All

.1 What individuals have worked on the project?

Provide or update the following information for:
1. program director(s)/principal investigator(s) (°Ds/Pls); and
2. each person who has worked at least ane person month per year on the project during the reporting period, regardless of the source of compensation (a person month
‘equals approximately 160 hours or 8.3% of annualized effort.

Provide the name and identify the role the person played in the project. Indicate the nearest whole person month (Calendar, Academic, Summer) that the individual worked on
the project. Show the most senior role in which the person has worked on the project for any significant length of time. For example, If an undergraduate student graduates,
enters graduate school, and continues to work on the project, show that person as a graduate student,

4 Instructions

« Anindividual's Commons user ID may be used to partially populate his or her information.
« A Commons ID is required for all individuals with a postdoctoral role and/or supported by a Reentry or Diversity Supplement
« Individuals with a postdoctoral-fike role should be identified as *Postdoctoral (scholar, fellow, or other postdoctoral position).”
« Do not include Other Significant Contributors who are not committing any specified measurable effort to this project.

« Do not report personnel for whom a PHS 2271 Appointment form has been submitted through XTRAIN.

« Required fields are marked with 2n *.

7 Results
Person Months
Commons
Name © D - S/K :  Degreels) *  Role * Calendar = Academic < Summer *
MERCHENTH | IMERCHENTH DSC, PHD, MD | PD/PI 40 [ 0 Not
ALER ISTVAN | ALER Applicab
Jozsef e le
PROKAL, LPROKAI BS.M5 PHD | PD/PI 12 0 0 Not
LAszi0 Applicab
. le
PUCHE, APUCHE PHD PD/PI 12 [ 0 Not
ADAM C Applicab
3 le
URBANSKI, | URBANSKIH @  PHD.MsBS | Co- 10 0 0 Not
HENRYK F DSC Investigator Applicab
e
Hoorfar, HHOORFAR M P Postdoctoral 120 [ 0 Not
Hamid e Scholar, Applicab
Fellow, le
Show more
Nguyen, Vien | VIENNGUYEN | [} Staff scientist 13 0 0 Not
L . (Doctoral Applicab
level) le
Lane, Malcolm ~ Non-Student 48 [ 0 Not
Research Applicab
Assistant le

4.2 Personnel Update
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Add Participant X

“Required Fields
eRA Commons User ID

Populate from Profile

dle Name. Last Name *

Senior/Key Personnel? *  ves () No

Degree(s) Supplement Support (SS)
Not Applicable v

Project Role * Other(Project Role)

Please select a role v
Person Months™
Calendar Summer
Number between 0.0 and 120 Number between 0.0 and 90 Number betw
2 Is the individual’s primary affiliation with a foreign organization?” ) Yes ) No

Check *no" ifthe individual's primery affliation is with  foreign organization but the individual is working
on this award solely while in the US.

If yes, provide the name of the organization and country
Organization Name Country
Please Select 2 Country v

SRS -+ Add participant
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4D.2 Personnel Update

D2 Level of Effort

Will there be, in the next budget period, either
1. reduction of 25% or more in the levelof effort from what was approved by the agency for the PD/PIS) or other serior/key personnel designated in the Notice of Avward, or
2.2 reduction in the level of effort below the minimum amount of effort required by the Notice of Award?

Ovs o

Reductions are cumuative, ie, the 25% hreshold may be reached by two of more successive reductons that total 25% or more, Once agency approval has been given for a significant change n the levelof efor,
then alsubsequent reductions are measured against the approved acjusted evel. Selecting "yes” constitutes a prior approval request to the agency and the issuance of 2 subseauent year o funding constitutes
agency spproval o the request

I yes, provide an explanation below

 D2.b New Senior/Key Personnel

ve there o wil there be,newserior/ey personne? © Yes ) No.

Seriorkey personnel are those entied by the grante institution s Incividuals who contribute n 2 substantive measurable way to the scintific development or execution Of the project whether or not salares
are requested. Tpicallythese individusls have doctoralor other professional degrees, athough individuas at the masters or baccalaureate level may be considered senior/key personnel  thefr nvolvement meets
i definton. Consultants may be consicered senior/key personnel fthey meet thisdefinton. Zero percent” effrt o "as needed ' not an acceptabie evel of involvement for seor/key personnel,

17yes, upload biosketches and other support for all new senior/key personne!
Please upload supporting document:

@ 0rop fies nere to upioa, or browse
Max File Count: 1 Accepted File Types: PDF Max File Size: 6115

 D2.c Changes in Other Support

Has there been a change i the active other support of senior/key personnel since the last reporting period? © Yes ) No

1 yes, upload active other support for senfor/key personnel whose support has changed and indicate what the change has been
Please upload supporting document:

@ 0rop fies here to upioa, or browse
Max File Count;  Accepted Fle Types: PDF Max File Size: 1005

B Combinea o5set oo

 D2.d New Other Significant Contributors

Ave there, o willthere be, new other significant contributors?© Yes ) No

Other sgnificant contributors ae Individuals who have comited to contribute to the scientfic Gevelopment or execution of the project,but are not commiting any specified measurable efor (e, person
months) to the project.

17yes, upload biosketches for al new ofher ignificant contributors.
Please upload supporting document:

@ 0rop fies nere to upioa, or browse
Max File Count: 1 Accepted File Types: PDF Max File Size: 6115

 D2.e Multi-PI (MPI) Leadership Plan

Will there be 2 change in the MPI Leadership Plan for the next budget period? — N/A' © Yes ) No
(Change In status of PD/P requires prior approval of the agency (eg, NIH Grants Poliy Statement, 51,26

1 yes, upload a revised MPI Leadership Plan that ncludes  description of the change(s)

Please upload supporting document:

@ 0rop fies nere to upioa, or browse
Max File Count: 1 Accepted File Types: PDF Max File Size: 6115

A Cover Page | 8. Accompishments | C. roducts | . Paricpants | & Impact | F. Changes | G. Special Repoting Req | H. Budget
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B G ommens ¢ [ID)omvseen

OMMONS
Grant Rppr  PD/PI A 8. C D. E. 3 G. Special H.
RPPR| List  Menu Assurance  Cover  Accomplishments Products Participants Impact Changes Reporting Budget
Report Page Req

E. Impact @

A Remember to save all your changes before leaving the page.
Expand/Collapse Al

£.1 Not Applicable

\/ E.2 What is the impact on physical, institutional, or information resources that form infrastructure?

Describe ways, if any, in which the project made an impact, or is likely to make an impact, on physical, institutional, and information
resources that form infrastructure, including:

* physical resources (such as facilities, laboratories, or instruments);
e institutional resources (such as establishment or sustenance of societies or organizations); or
* information resources, electronic means for accessing such resources or for scientific communication, or the like.

4 If the award or award component(s) is not intended to support physical, institutional, or information resources that form infrastructure,
select "Nothing to Report”.

Nothing to Report

or describe impact on physical, institutional, or information resources below

7983 characters remaining

£3 Not Applicable

\/ E4 What dollar amount of the award's budget is being spent in foreign countryies)?

For domestic awardees provide the dollar amount obligated to first-tier subawards to foreign entities for this reporting period. For foreign
awardees provide the dollar amount of the award, excluding allfirst-tier subawards to U.S. entities, for this reporting period. Dollars
provided should reflect total costs.

If more than one foreign country, identify the distribution between the foreign countries. ¢

Nothing to Report (zero dollars)
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Add Foreign Spent Amount X

Required Fields*

Country *

Please select a Country v

Cancel <+ Add Amount
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B G ommens ¢ [ID)omvseen

COMMONS
Grant Rppr  PD/PI A B. c D. E [3 G. Special H.
RPPR| List  Menu Assurance  Cover  Accomplishments Products Participants Impact Changes Reporting Budget
Report Page Req

F. Changes @

A Remember to save all your changes before leaving the page.
Expand/Collapse Al

£.1 Not Applicable

\/ F.2 Actual or anticipated challenges or delays and actions or plans to resolve them

Describe challenges or delays encountered during the reporting period and actions or plans to resolve them.

¢ Describe only significant challenges that may impede the research (e.g., accrual of patients, hiring of personnel, need for resources or
research tools) and emphasize their resolution.

[J Nothing to Report

or describe challenges or delays and plans to resolve them below

One challenge encountered during the current reporting period is the significant increase in dosage of DHED.

7891 characters remaining
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\/ (4F.3 Significant changes to Human Subjects, Vertebrate Animals, Biohazards, and/or Select Agents

Describe significant deviations, unexpected outcomes, or changes in approved protocols for human subjects, vertebrate animals, biohazards, and/or select

agents during this reporting period.
Remember that significant changes in objectives and scope require prior approval of the agency (e.g.. NIH Grants Policy Statement, 8.1.2). If there are

changes in any of the following areas check the appropriate box and provide a description of the changes.

F.3.a Human Subjects

If human subject protocols are or wil be different from the previous submission, include a description and explanation of how the protocols differ and
provide a new or revised Protection of Human Subjects Section as described in the competing application instructions.

Nothing to Report

or upload description of change

& Drop files here to upload, or brows:
Max File Count: 1 Accepted File Types: PDF Max File Size: 5MB

F.3.b Vertebrate Animals

If there are or will be significant changes to the uses of vertebrate animals from the previous submission, provide a description of the changes.
Examples of changes considered to be significant include, but are not limited to, changing animal species, changing from noninvasive to invasive

procedures, new project/performance site(s) where animals will be used, etc. If studies involving live vertebrate animals are planned and were not part
of the originally proposed research design, provide a new or revised Vertebrate Animal Section as described in the competing application instructions.

Nothing to Report

or upload description of change

& Drop files here to upload, or brows:
Max File Count: 1 Accepted File Types: PDF Max File Size: 5MB

F.3.c Biohazards

If the use of biohazards is or will be different from the previous submission, provide a description and explanation of the difference(s).

Nothing to Report

& Drop files here to upload, or browse.

Max File Count: 1 Accepted File Types: PDF Max

F3.d Select Agents

If the possession, use, or transfer of Select Agents is or will be different from that proposed in the previous submission, including any change in the
select agent research location and/or the required level of biocontainment, provide a description and explanation of the differences. If the use of
Select Agents was proposed in the previous submission but has not been approved by regulatory authorities, provide an explanation. If studies
involving Select Agents are planned and were not part of the originally proposed research design, provide a description of the proposed use,

possession, transfer, and research location s described in the competing application instructions. LS. Select Agent Registry information

Nothing to Report

or upload description of change

& Drop files here to upload, or browse.
Max File Count: 1 Accepted File Types: PDF Max

 Cancel

A Cover Page | B. Accomplishments | C. Products | D. Participants | E. Impact | F. Changes | G. Special Reporting Req | H. Budget
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Grant  Rppr  PD/PlAssurance  A.Cover B, [ D. E 3 G. Special H

RPPRI i Menu Report Page Accomplishments  Products  Participants  Impact Changes ~Reporting Req Budget

G. Special Reporting Requirements @

A Remember to save all your changes before leaving the page.

Expand/Collapse All

\/ G.1 Special Notice of Award Terms and Funding Opportunity Announcement Reporting Requirements

Address any special reporting requirements specified in the award terms and conditions in the Notice of Award (NoA) or Funding Opportunity
Announcement (FOA).

Nothing to Report

Please upload supporting document:

& Drop files here to upload, or browse.

Max File Count: 100 Accepted File Types: PDF Max

G2 Not Applicable

G.3 Not Applicable

\/ G.4 Human Subjects

This project is not coded as human subjects research. If you need to add exempt or non-exempt human subjects research to this project, discuss with your

Program Official and then follow the procedures for requesting prior approval ( Click here to view procedures for requesting prior approval).

\/ G.5 Human Subjects Education Requirement

Are there personnel on this project who are or will be newly involved in the design or conduct of human subjects research?

Yes No

\/ G.6 Human Embryonic Stem Cells (hESCs)

Does this project involve human embryonic stem cells? © Yes No

If yes, identify the hESC Registration number(s) from the NIH Registry

If there is a change in the use of hESCs provide an explanation below

700 characters remaining

\/ G.7 Vertebrate Animals

Does the project involve vertebrate animals? O Yes  No
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Add hESC Number X

* Required Fields

Only hESC lines listed as approved in the NIH Reg
used in NIH funded research.

istry may be

hESC Registration number from the NIH Registry *

[ELEN + Add hESC Number
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\/ G.8 Project/Performance Sites

+ Add Project/Performance Sites

If there are changes to the project/performance site(s)

isplayed below, edit as appropriate.

4 Results
Congressional
Organization Names ] Address
University of Maryland, Baltimore Z9CRZKD42 | MD-007 Office of Research and Development 620 W.Lexington St.,
- zm Baltimore, MD 212011508,UNITED STATES
Oregon Health & Science University  *+ | NPSNTS6)K | OR-001 3181 SW. Sam Jackson Park Rd., Portland, OR
Ns1 972393098, UNITED STATES
University of Maryland School of Medicine  Z9CRZKD42 | MD-007 Epidemiology & Public Health, MSTF 10 S. Pine St, Baltimore,
o zm MD 212011116,UNITED STATES
University of North Texas Health Science JEBAKPCRK | TX-012 Office of Sponsored Programs 3500 Camp Bowie Blvd, Fort
Center at Fort Wort - A Worth, TX 761072699,UNITED STATES

\/ G.9 Foreign Component

“Foreign component” is defined as significant scientific activity that was performed outside of the United States, either by the granttee or by a researcher
employed by a foreign organization, whether or not grant funds were expended. The following grant-related activities are significant and must be
reported:

« involvement of human subjects or research with live vertebrate animals:
o extensive foreign travel by awardee project staff to collect data, or conduct surveys or sampling activities; or
« any awardee activity that may have an impact on U.S. foreign policy.

Examples of other award-related activities that may be significant are:

« collaborations with investigators at a foreign site anticipated to result in co-authorship;
o use of facilities or instrumentation at a foreign site; or
o receipt of financial support or resources from a foreign entity.

Foreign travel for consultation does not meet the definition of foreign component.

No foreign component

or provide the organi

n name, country, and descri

ion of each foreign component

+ Add Foreign Component

\/ G.10 Estimated Unobligated Balance

G.10.2 Is it anticipated that an estimated unobligated balance (including prior year carryover) will be greater than 25% of the current year's total approved
budget? @ Yes ) No

AHRQ Special Instructions

The "total approved budget” equals the current fiscal year award authorization plus any approved carryover of funds from a prior year(s). The numerator
equals the total amount available for carryover and the denominator equals the current year's total approved budget.
If yes, provide the estimated unobligated balance.

G.10.b Provide an explanation for unobligated balance below

700 characters remaining

G.10.c If authorized to carryover the balance, provide a general description of how
carryover authorization, see the
Notice of Award

anticipated that the funds will be spent. To determine

1300 characters remaining
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Project/Performance Sites

Required Fields *

Organization Name *

Address Line 1+

City *
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\ Award Information
Award Number
SRO1AGO70072-04

Project Title
Brain-selective estrogen therapy for menopausal hot flushes in an
advanced translational animal model
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\/ B.1 What are the major goals of the project?

List the major goals of the project as stated in the approved application or as approved by the agency. If the application lists milestones/target dates for
important activities or phases of the project, identify these dates and show actual completion dates or the percentage of completion.

Generally, the goals will not change from one reporting period to the next. However, if the awarding agency approved changes to the goals during the
reporting period, list the revised goals and objectives. Also explain any significant changes in approach or methods from the agency approved application
or plan.

4 "Goals" are equivalent to "specific aims.” Significant changes in objectives and scope require prior approval of the agency (e.g.. NIH Grants Policy
Statement, 8.1.2).

List the major goals below

The overall goal of this project is to test the efficacy of a brain-selective estrogen in mitigation of the symptoms of hot flush within an advanced
animal model,

The most immediate and patient reported ‘unbearable’ symptom of the menapause are hot flushes, which cause not only physical discomfort but
also negatively impact mood, behavior and general quality of life. Among current treatments of hot flushes, only estrogen therapy (ET) and hormone
therapy (HT, estrogens and progestins) have satisfactory efficacy. Although ET/HT prevents hot flushes, they have unwanted side effects in the
periphery, including the stimulation of the uterus and breast leading to a significantly increased cancer risk in these organs

We developed an old-world advanced translational animal model which undergoes a menopausal process that is hormonally identical to that of
women. This also involved development of novel use of non-invasive thermal imaging to detect these events, alleviating the need for older train-
and-restrain models used in this species for hot flush research in the past. Using this model, we propose to test a novel estrogen prodrug therapy
using 10,17-dihydroxyestra-1.4-dien-3-one (DHED). In the prodrug form it is highly shelf-stable at room temperature, can be taken orally, has no

6372 characters emaining

4 B.1.a Have the major goals changed since the initial competing award or previous report? () Yes O No

\/ B.2 What was accomplished under these goals?

For this reporting period describe:
1. major activities
2. specific objectives
3. significant results (inlcuding) major findings, developments, or conclusions (both positive and negative)

4. key outcomes or other achievements

Include a discussion of stated goals not met. As the project progresses, the emphasis in reporting in this section should shift from reporting activities to
reporting accomplishments.

4 Goals are equivalent to specific aims. In the response, emphasize the significance of the findings to the scientific field. Include the approaches taken to
ensure robust and unbiased results. For most NIH awards the response should not exceed 2 pages.
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