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Financiacion USA: National Institutes of Health (NIH). m

National Institutes
of Health

Bethesda, MD (USA)

MAYOR ENTIDAD DE FINANCIACION DE
PROYECTOS CIENTIFICO-
TECNOLOGICOS A NIVEL MUNDIAL.

Dr. Ana VP Blanco
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Financiacion USA: National Institutes of Health (NIH).
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m) on Alcohol Abuse  NIAAA
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m) Allergy and NIAID
Infectious Diseases
National Institute NIA

on Aging
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Biomedical Imaging NIAMS

and Bioengineering

Eunice Kennedy Shriver National Institute
of Child Health and Human Development

NICHD

National Institute on
Deafness and Other
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U.S. National Library
of Medicine

NIDCD

National Institute of Dental
and Craniofacial Research
National Institute

on Drug Abuse

The Science of Drug Abuse & Addiction
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General Medical Sciences

Mational Institute

of Mental Health
National Institute

on Minority Health
and Health Disparities

National Institute of
Neurological Disorders
and Stroke

National Institute
of Nursing Research
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Financiacion USA: National Institutes of Health (NIH). m)

FINANCIACION TOTAL POR ANOS

National Institutes
of Health

. - . Activity Nun.nbe.r of Nun-1be.r of ,
Fiscal Year Application Type | NIH Institutes / Centers Code Applications Applications Success Rate Total Funding®
h  f - e B Reviewed Awarded
2012 FY Total All Institutes Total 51.313 9.032 17,6% $3.811.804.254
2013 FY Total All Institutes Total 49.581 8.310 16 2% S$2.513.047 712
2014 FY Total All Institutes Total 51.073 9.241 18,1% $4.494.169.749
2015 FY Total All Institutes Total 52.190 9.540 18,3% $4.300.145.614
2016 FY Total All Institutes Total 54.220 10.372 19,1% $5.025.523.010

L

Fuente: Office of Research Information Systems (ORIS) / Office of Statistical Analysis and Reporting (OSAR) / www.report.nih.gov.
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FINANCIACION NON-US (FOREIGN) TOTAL POR ANOS

Fiscal Year NIH Centres Number of Total Funding
Applications
Awarded

2012 All institutes 534 226.564.007 USD
2013 All institutes 480 232.230.209 USD
2014 All institutes 481 181.501.478 USD
2015 All institutes 481 193.005.186 USD
2016 All institutes 471 189.259.184 USD
2017 All institutes 209 73.355.467 USD

ESPANA COMO SOLICITANTE??

Fuente: Office of Research Information Systems (ORIS) / Office of Statistical Analysis and Reporting (OSAR) / www.report.nih.gov.
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of Health

Fuente: Office of Research Information Systems (ORIS) / Office of Statistical Analysis and Reporting (OSAR) / www.report.nih.gov.
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Instituto de Investigacion

Sanitaria La Fe National Institutes
of Health

2013

German
10

Fuente: Office of Research Information Systems (ORIS) / Office of Statistical Analysis and Reporting (OSAR) / www.report.nih.gov.
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2014

France
9

Germany
11

Fuente: Office of Research Information Systems (ORIS) / Office of Statistical Analysis and Reporting (OSAR) / www.report.nih.gov.
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2015

Spain Italy

3\/3

Germany
11

France
13

UK
59

National Institutes
of Health

2016

Spain Italy

2 / 2

Germany
17

UK
46

France
13

Fuente: Office of Research Information Systems (ORIS) / Office of Statistical Analysis and Reporting (OSAR) / www.report.nih.gov.
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Cifficm of Extramuvss’ Ramaach

Homs = About Crants

About GRANTS

National Institutes

of Health
Grants & Funding
NiWE Candral Aecawes for Grards and Fancing nfcrmadion
ABOUT GRANTS FUNDING POLICY & COMPLIANCE

About Grants

Grants Process O

Hovew bo Appiy

Applic n Pofora
and Fevicews
Pre-foward and
Post-fwsard Procosses

Forms Linrary

Did yau knaw that MIH &= the lngest public funder of iomedical rescarch inthe warkd, investing mare than $32 bilion 3 year to enhance life, and reduce iliness and
d newe treatments, helping people Ive langer, heatthier lives, and bullding the rescarch foundation that drives discavery. Read an far an oricntation
pracess works, and how 1o apoby.

S Grants Process Overview

Learn the steps needed for an apphication 1o proceed from planning and submis=ion
1o award and close cut. Drill down on each step for guidance that can despen your

understanding of the grants process and help you submit a grant application and
FEAnEge your grarm sward.

I =l u Get Started
Applications (i)

Before getting started, leam the basics like why i is important to understand the
structure of NIH and haw we approach grarm funding, what types of arganizations
and peogle are eligible to apply, what we look for in & ressarch project, and the types
of grant programs we offes. Once you have the big picture move on o learn about
planning your application.

How to Apply

How to Apply serves as owr comprehensie application guide, providing stepty-
steg instructions ba get you through the grant apphcation process, from completing
required registrations, inding a fundng opportunity to sccessing the application
fanms and instructions, farmatting your application, finding due dstes and
submmission palicies, and more

TP T LN T RO

~

- Application Referral and Review
s wern arndbersst war ane licative fa Bl e seeine war anelicatvim Geoa enesifie

Fuente: https://grants.nih.gov/grants/about_grants.htm.
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Get Started
L Puvwe BH i b e sl Turfivngg daed v v Fiindd and wrsdir stand fundiieg oppor lunilids, @reung peur
vt il inbe o research gertfohe. Mako sune o vishigch i crigingd, urers L your crganization's
e b il b ol grant pregranms o lead inletal procedurs, and propane 10 weite a compeilvg
al NIH, aboriy watl B abgibdily reduirirysnls. appliation.

Apply for Grant Funding

liﬂunh.ﬂml. Mﬂ.&nnlntn. Submit -

Ercare all negistialions ane in place, Olestain andd corpditi apglication Susbarinit your appkcation Lo NIH. Trak
gl Farudiar wnith riagusminis, Borais Nalheweiig prowicknd e lnadtasns. vl v o appdiealion 1o eoily recegt
ared chigse which af the avalase Fired infanmation on diviskping your aarnidl bz cenliem Uhal Ui assersilshind deomml
SN P you will L. Lt aned Forimialliveg allachenints. ol v Tkt your Subrsisaion.

|l Wenin Detass Sabarumion| [Saibirear sty 1]

Application Referral & Review

Eecsipt & Referral - Peer Review -

Applications emphard wilh NIH pelies e assigoid b Applicalion uwabingn & igorous i leges iedire. Thi
an M st o Cortir and 1o & scnlific Tl vl i carisie] ol preirwaniby By recwfiodir ad i -
i drdng e @i b i of scanlilic and lisks, whuke i socond is poforsnd by Sdureary
Binkanicad fnaril. Comaciba &r Bt

[tk | s Setmission| [t 38 iher Ssbamaion|

Pre-Award & Award Process

Apphcants wie b sooned wal sulmil "hl-e-ine” H menitons grants canefuly. Slive moniering indudes
infevrnalion. Final adeving b live neviiws ang condalid ripeerls ared covric pordienc from U grantes, audil
] Mot of Sovand docurvinls sk sl b sedinahl riperls, Sl visils, and oo infonmation.
apphiaas
Pancha 73 febor Sutmision| Enian of favaed]

Fuente: https://grants.nih.gov/grants/grants_process.htm.
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Financiacion USA: National Institutes of Health (NIH).

Instituto de Investigacion
Sanitaria La Fe

Tipos de Grants:

RESEARCH GRANTS (R series) < NON U.S. ELEGIBILITY |
CAREER DEVELOPMENT AWARDS (K series)

RESEARCH TRAINING & FELLOWSHIPS (T&F series)

PROGRAM PROJECT/CENTER GRANTS (P series)

NIy

National Institutes
of Health

RO1
RO3
R21

MODALIDADES DE
FINANCIACION

Dr. Ana VP Blanco
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Financiacion USA: NIH. m

National Institutes
of Health

RO1: NIH Research Project Grant Program (R01)

e Se utiliza para financiar un proyecto especifico de investigacion, es una subvencion.
e No hay limite especifico de presupuesto.

® Se requiere permiso si se va a solicitar S500K o mas (costes directos) en un afio.

e En general es para proyectos entre 3- 5 anos.

e Se requieren resultados preliminares contundentes.

R0O3: NIH Small Grant Program (R03)

e Subvenciéon limitada a un periodo corto de tiempo para apoyar tipos de proyectos
como:

estudios piloto o de factibilidad, ejecucion de datos preliminares, analisis secundarios de
datos existentes, proyectos de investigacion cortos, desarrollo de una nueva tecnologia, etc.

e Hay limite de presupuesto hasta $ 50.000 por afio (Maximo $ 100.000).

e Mdaxima duracion del proyecto son 2 anos.

® No es renovable.

e No se requieren resultados preliminares.
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Financiacion USA: NIH. m

National Institutes
of Health

R21: NIH Exploratory/Developmental Research Grant Award (R21)

e La subvencién R21 pretende fomentar nuevos proyectos de investigacion exploratorios y de
desarrollo.

- La viabilidad de una nueva area de investigacion o de un nuevo sistema experimental que tiene el
potencial de mejorar la salud.

- Uso unico e innovador de una metodologia existente para explorar un area cientifica nueva.

Estos estudios pueden implicar un riesgo considerable, pero puede dar lugar a un gran avance en un area en
particular.

e Maxima duracidn del proyecto son 2 afios.

® El presupuesto total no puede exceder los $275.000. En un afio el presupuesto maximo debe ser $
200.000.

e No se requieren resultados preliminares porque en esta convocatoria se asume un cierto riesgo, pero
se

valora muy positivamente que se presenten estos resultados preliminares aunque no sean muy
contundentes.
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National Institutes
of Health

CONVOCATORIAS “PARENT CALLS”

EXPIRAN EN EL ANO 2019

Con 3 fechas limite/afio RO1: 5 febrero, 5 junio y 5 octubre.
R21 y R0O3: 16 febrero, 16 junioy 16 octubre.

Dr. Ana VP Blanco
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CONVOCATORIAS “PARENT CALLS”

Financiacion USA: NIH. m)

National Institutes
of Health

Department of Health and Human Services
Part 1. Overview Information

Participating Organization(s})

tes of Health [(MIH)

Mational Cancer Institute (MCI)
Mational Eye Institute [MEI)
Mational Heart, Lung, and Blood Institute (MHLEBI)
Mational Human Genome Research Institute (MHGRI)

Mational Institute on Aging (MIA)

Mational Institute on Alcohol Abuse and Alcoholism (MIAAA)

Mational Institute of Allergy and Infectious Diseases (MIAID)

Mational Institute of Arthritis and Musculoskeletal and Skin Diseases (MIAMS)
Mational Institute of Biomedical Imaging and Bioengineering (MIBIB)

Eunice Kennedy Shnver Mational Institute of Child Health and Human Development (MICHD)
Mational Instiute on Deafness and COther Communication Disorders (MIDCD)

Mational Instiute of Dental and Craniofacial Research (MIDCR)

Mational Institute of Diebetes and Digestive and Kidney Diseases (MIDDHK)

Mational Institute on Drug Abuse (MIDA)

Mational Institute of Environmental Health Sciences [MIEHS)

Mational Instiute of General Medical Sciences [MIGMS)

Mational Institute of Mental Health (MIMH)

Mational Instiute of Meurological Disorders and Stroke (MIMNDS)

Mational Instiute of Mursing Research (MINR)

Mational Institute on Minority Health and Health Disparities (MIMHD)

Mational Library of Medicine (MLM)

Mational Center for Complementary and Integrative Health [MCCIH)

Division of Program Coordination, Planning and Strategic Initiatives, Office of Research Infrastructu

Components of Participating Organizations

Programs (CRIP)

Mote: Mot all MIH Institutes and Centers (|Cs) participate in Parent Announcements. Applicants shfiuld carefully note
the RO1 1C-Specific

ot consider applications

which |Cs participate in this announcemeant and view their respective areas of research interest
Sgientific Interests and Contact website. |Cs that do not participate in this announcement will
for funding.

Funding Cpportunity Title

H Research Project Grant (Parent R01)

Activity Code R01 Research Pn

Anncuncement Type Reissue of PA-13-302
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National Institutes
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Dr. Ana VP Blanco
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Instituto de Investigacion
Sanitaria La Fe National Institutes
of Health
m) National Institutes of Health | Grants & Funding =ntire Site " J|_Search this Site Q
Office of Extramural Research NiH's Cerrfral Resouree for Grante and Funding Information

eRA | Glossary & Acronyms | FAQs | Help
HOME ABOUT GRANTS FUNDING POLICY & COMPLIANCE NEWS & EVENTS ABOUT OER

Home » Funding

Grants (NIH Guide to Grants and Funding A Avoid Grant Scams

Contracts)

Related Resources:
Research Training and Career

W & - . - MIH Funding Strategies
Development MIH offers funding for many types of grants, contracts, and even programs that help repay loans for researchers. Learn about these s .

Contracts programs, as well as about MIH's budget process, grant funding strategies, and policies, and more. Types of Grant Programs
Loan Repayment Programs & Find and Understand Funding

Opportunity Announcements

Grants (NIH Guide to Grants and Contracts)

The MIH Guide for Grants and Contracts is our official publication for NIH grant
palicies, guidelines and funding opportunities. We publish daily, and issue a table

of contents weekly. Learn more about the MIH Guide and subscribe today!

View all Parent Announcements

{far unsalicited applications)

nding opportunities and notices
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m Mational Institutes of Health
Oificn of Extramues’ Rasasreh

HOME ABOUT GRANTS FUNDING POLICY & COMPLIANCE NEWS & EVENTS ABOUT DER

National Institutes
of Health

Grants & Funding Entire Site Q

WIS Canieal Fesowse for Grants ang' Fanciog Atisrmaiion

NIH Guide to Grants and Contracts

The MIH Guids for Grants and Contracts & ow official publication for NIH granit policie

M IR ierls i desdopment. Thie obd adwaencid Seaneh is 2101 avaliable

You are currently searching on Soel Resulls By Rulsans Dats *

@  Search Tarm: cancis

— Results: 1 to 25 of 105

¥ Type of Funding Opportunities

¥ Izsuing Drganizations

¥ Participating Organizations

.

Civity Cooke RO

Leveraging Cognitive Meuroscience Research to Improve Assessment of Cancer Treatment Related Cognitive Impairment (RO1) - PAR-16-212
¥ Activity Codes

sy Oh ation: M

Pastin 04212016

5
o

Enpiration Date. 04-12-2013

Activity Coo RO1

Leveraging Cognitive Meuroscience to Improve Assessment of Cancer Treatment-Related Cognitive Impairment (R21) - PAR-16-213

s Ovaamization: HC Sumimnary: This Furdis Doasoiunity Annguncamant IFOAL entesr aoes transdiscainamn resaanch that wil kaniaos (oot Nesros i 10 morows traditiend] medsurement of ooonitive imberment Tollowing cance treatmmant
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RO1: Early-life Factors and Cancer Development Later in Life. PA-15-126.

http://grants.nih.gov/grants/guide/pa-files/PA-15-126.html

R21: Early-life Factors and Cancer Development Later in Life. PA-15-125.

http://erants.nih.gov/grants/guide/pa-files/PA-15-125.html

R0O3: Early-life Factors and Cancer Development Later in Life. PA-15-124.

http://grants.nih.gov/grants/guide/pa-files/PA-15-124.html

La convocatoria termina en el ano 2018.

Tres fechas limite anuales:

RO1: 5 febrero, 5 junio y 5 octubre
R21 y RO3: 16 febrero, 16 junio y 16 octubre.

Instituto de Iﬁ;siiéutién Fina nciacic')n USA: NIH. m)
Sanitaria La Fe

National Institutes
of Health

The purpose of this Funding Opportunity Announcement (FOA) is to
stimulate research focused on the role of early-

life factors in cancer development later in

life. Given that current emerging evidence from limited research
indicates a potentially important role for early-life events and
exposures in cancer development, it is necessary to better
understand 1) the early-life (maternal-paternal, in utero, birth and
infancy, puberty and adolescence, and teenage and young adult
years) factors that are associated with later cancer development;
2) how early-life factors mediate biological processes relevant to
carcinogenesis; and 3) whether predictive markers for cancer risk
based on what happens biologically at early-life can be measured
and developed for use in cancer prevention strategies. Markers
that predict malignancy or pre-malignant conditions would allow
assessment of early-life exposures with relevant outcomes without
having to wait 50 years for cancer development. Ultimately, a better
mechanistic understanding of how early-life events and exposures
contribute to the etiology of cancer later in life will allow for the
development of effective interventions during pregnancy or early
life that may have a profound impact on cancer prevention.

Dr. Ana VP Blanco
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Department of Health and Human Services

Part 1. Overview Information

Participating Crganization(s)

Components of Participating Organizations

Funding Cpportunity Title

Activity Code

Announcement Type

Related Notices

Funding Opportunity Announcement (FOA) Mumber

Companion Funding Cpportunity

Number of Applications

Catalog of Federal Domestic Assistance (CFDA)
Number[s)

Funding Cpportunity Purpose

Mational Institutes of Health {NIH)

MWational Cancer Institute (MC1)
Eunize Kennedy Shriver Mational Institute of Child Health and Human Developmeant (NICHD}
MWational Institute of Envirenmantal Health Sciences (MIEHS)

Early-life Factors and Cancer Development Later in Life (R0O1)

R01 Ressarch Project Grant
Wew

Maons

PA-15-126

PA-15-125, RZ1 Exploratory/Developmental Grant
PA-18-124, R032 Small Grant Program

See Section 1. 3. Additional Information on Eligibility .
§3.363; 53.113; f3.B35

The purpose of this Funding Opportunity Announcement (FOA) is 1o stimulate research focused on the role of early-life
factors in cancer development later in life. Given that currsnt emernging evidence from limited ressarch indicates a
potentizlly important role for earky-life svents and exposures in cancer development, it is necessary 1o better
understand 1) the sarly-life {matemalpatemal, in wisre, birth and infancy, pubsry and adolescence, and tesnags and
young adult years) factors that are associated with later cancer development; 2) how early-life factors mediate
biclogical processes relevant to carcinogenesis; and 3) whether predictive markers for cancer risk based on what
happens biclogically at earty-life can be measursd and developed for use in cancer prevention strategies. Markers that
predict malignancy or pre-malignant conditions would sllow assessment of earfy-life exposures with relevant cutcomes
without having to wait 50 years for cancer developmant. Ultimately, a better mechanistic understanding of how sarlky-
life events and exposures contribute to the eticlogy of cancer later in Iife will allow for the development of effective
interventions during pregnancy or early Iife that may have a profound impact on cancer prevention.



Key Dates

Posted Date February 26, 2015

Open Date (Earliest Submission Date) May 5, 2015

Letter of Intent Due Date(s) Mot Applicable

Application Due Date(s) Standard dates apply, by 5:00 PM local time of applicant arganization. All types of non-AlIDS applications allowed for this

funding opportunity announcement are due on these dates.

Applicants are encouraged to apply early to allow adequate time to make any carrections to errars found in the application
during the submission process by the due date.

AIDS Application Due Date(s) Standard AIDS dates apply, by 5:00 PM local time of applicant organization. All types of AIDS and AIDS-related applications
allowed for this funding opportunity announcement are due on these dates.

Applicants are encouraged to apply early to allow adequate time to make any corrections to errors found in the application
during the submission process by the due date.

Scientific Merit Review Standard dates apply
Advisory Council Review Standard dates apply
Earliest Start Date Standard dates apply
Expiration Date January & 2018

Due Dates for E.O. 12372 Mot Applicable
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= Animal stedies have also provided |.|:||:»:-r|1cllu Say s SE U
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Section . Eligibility Information
1. Eligible Applicants

Eligible Organizations
Higher Education |nstitutions

= Public/5tate Controlled Institutions of Higher Education
= Private Institutions of Higher Education

The following types of Higher Education Institutions are ahways encouraged to apply for NIH support as Public or Private Institutions of Higher Education:

Hispanic-serving Institutions

Historically Black Colleges and Liniwersities {HECLUs)

Tribally Controlled Colleges and Universities {TCCUs)

Alzska Native and Native Hawaiian Serving Institutions

Asian Amernican Matiwe Amenican Pacific |slander Serving Institutions (AANAPISIs)

& o8 & o8 B

Foreign Institutions
MNon-domestic (non-U.S.) Entities (Foreign Institutions) are eligible to apply.

Non-domestic (non-U.S.) components of U.S. Organizations are eligible to apply.
Foreign components, as defined in the NIH Grants Policy Statement, are allowed.

= |ndian/MNative American Trikal Governments (Other than Federally Recognized)
= Eligible Agencies of the Federal Government
» U.5. Termritory or Possession

Other

= |ndependent School Districts
= Public Housing Authorities!Indian Howsing Authorities
= Mative Amernican Tribal Organizations {other than Federally recognized tribal governments )
= Faith-based or Community-based Organizations
= Regional Organizations
e T T T T T

Foreign Institutions

Non-domestic {non-U. 5.} Entities {Foreign Institutions) are eligible to apply.
Neon-domestic (non-U 5.} components of LS. Organizations are eligible to apply.
Forsign components, a5 defined in the MIH Granfs Policy Stafement, are allowsd.

Applicant Organizations
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(o) eal
. . - Entire Sit ¥ (| Search this Site

W5 P) National Institutes of Health | Grants & Funding ntre Site ‘ Q

Office of Extramural Research MiM'e Cendral Resource for Grants and Funding information eRA | Glossary & Acronyms | FAOs | Help
HOME ABOUT GRANTS FUNDING POLICY & COMPLIANCE NEWS & EVENTS ABOUT OER

Home » Funding

Grants (NIH Guide to Grants and Funding A Avoid Grant Scams

Contracts)

Related Resources:
Reszearch Training and Career

W 3 . NIH Funding Strategies
Development MIH offers funding for many types of grants, contracts, and even programs that help repay loans for researchers. Learn about these = s

Contracts programs, as well as about MNIH's budget process, grant funding strategies. and policies, and mare. Types of Grant Programs
Loan Repayment Programs & Find amd Understand Funding

Opportunity Announcements

Grants (NIH Guide to Grants and Contracts)

The MIH Guide for Grants and Contracts is our official publication for MIH grant
policies, guidelines and funding opportunities. We publish daily, and issue a table

of contents weekly. Learn more about the MIH Guide and subscribe today!

View all Parent Announcements

{far unsaolicited applications)

Sgffich for fundin portunities and notices

Brain disorders




=J§;§

Instituto de Investigacion

Sanitaria La Fe National Institutes
of Health

1Y///7//4
/4

http://grants.nih.gov/funding/index.htm

m Mational Institutes of Health | Grants & Funding Entire Sils . qQ,
G of Extramuas’ Rewmach Wiz Cardrad Ascawes for Gramnds and Foncing isrmadion .Rn- Slovars & ferermps F\:":h e

HOME ABDUT GRANTS FUNDING POLICY & COMPLIAMCE HEWS & EVENTE ABDUT DER

NIH Guide to Grants and Contracts

The MIH Guide far Grants and Contracts & ow official poblication for NIH orant podicies, quidelnegs wd ledng ooponunities. W puldish daily, and issoe o lable of eanbeils weekly, Loam more alioul the NIH Geetde and subseribe today!

i impiorenimsnits @ disedopment. Thi obd sdvanced seareh is 51l avaliabl

¥ou are currently searching on Fulsans Daka =

E} Search Temm: Brain disonder s

= Results: 1to 25 of 173

¥ Type of Funding Opportunities R-16-215

¥ I=suing Onganizations

¥ Participating Organizations i g tharapaes o dinical tiak. Poterdtial applcants may @50 be nterastod in thi FOW PAR- 16216, Oulooimd Meaeanes For Use In Tieatment Trak of Indiduals »
Activity Codk: RO

b Dates

Program for Extramural/lntramural Alcohol Research Collaborations (UD1}) - PAR-16-214

¥ Activity Codes ssaing Degarvization; NIAAA 1 thee BIAAS

ik tivee Th

Posting Dute. 04-22-2016

e beecd

wx PIAAA Intraiuial Researc

Espiration Date: 05-08-2019

Airtivity Coce: 101

Leveraging Cognitive Meuroscience Research to Improve Assessment of Cancer Treatment Related Cognitive Impairment (R0O1) - PAR-16-212

asaiia Ovaanization: N Surnay: THIM . 2.\ e drvians? PO Gnicaranis tanadiscolnary reaeaich that vl Kvereos coothe e ascsnds 1o Mmoo tradtional messummment of coanitive imasment Tollaving ance treatmant
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Molecular and Cellular Substrates of Complex
Brain Disorders (RO1)

Molecular and Cellular Substrates of Complex
Brain Disorders (R21)

tice of Correction to PAR-14-153 "Temporal
Cvy narmm Meurophysiological Patterns as
Potential Targe

Deficits in Brain Disorders (ROT]

Temporal Dynamics of Neurophysiological
Fatterns as Potential Targets for Treating
Cognitive Deficits in Brain Disorders (RO1)

Temporal Dynamics of Neurophysiological
FPatterns as Potential Targets for Treating
Cognitive Deficits in Brain Disorders (R21)

Motice of Informational Conference Calls for
Prospective Applicants to MIH BRAIN Initiative
Funding Opportunity Announcements

atasets from 010 2015
PAR-14-309 Related NIMH 231‘3{"
PAR-14-310 Related NIMH 231‘3{"
PAR-14-153 Related NIMH 231’;{" 231'15'
PAR-14-158 Related MIMH 231{,"' Sﬁ'ﬁf'
WO MSTE Related NINDS o

03-08-
2017

05-08-
2017

Dr. Ana VP Blanco
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R21
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RO1: Molecular and Cellular Substrates of Complex Brain Disorders. PAR-14-309.
http://grants.nih.gov/grants/guide/pa-files/PAR-14-309.html

R21: Molecular and Cellular Substrates of Complex Brain Disorders. PAR-14-310.
http://grants.nih.gov/grants/guide/pa-files/PAR-14-310.html

This Funding Opportunity Announcement (FOA) encourages
research grant applications directed toward the discovery of

the impact of alterations associated with
complex brain disorders on the
fundamental cellular and molecular
substrates of neuronal function.

Tres fechas limite anuales:

RO1: 5 febrero, 5 junio y 5 octubre

La convocatoria termina en el ano 2017.

R21: 16 febrero, 16 junio y 16 octubre.

Dr. Ana VP Blanco
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Department of Health and Human Services

Part 1. Overview Information

Participating Qrganization(s)

Components of Participating Organizations

Funding Cpportunity Title

Activity Code

Announcement Type

Related Motices

Funding Cpportunity Announcement [FOA) Mumber

Companion Funding Cpportunity

Number of Applications

Catalog of Federal Domestic Assistance ([CFDA)
Number(s}

Funding Cpportunity Purpose

Key Dates

Posted Date

Open Date [Earliest Submission Date)

Letter of Intent Due Date[s)

Application Due Date[s)

MWational Institutes of Health {NIH}

Mational Institute of Mental Health {MIMH}

Molecular and Cellular Substrates of Complex Brain Disorders (R01)

R01 Research Project Grant
Reissue of PAR-11-200

Mons

PAR-14-309

PAR-14-210, R21 Exploratory/Developmeantal Grant
See Section [, 3. Additional |nformation on Eligibility.
3242

This Funding Opportunity Anncuncemsent (FOA} encourages ressarch grant applications dirscted toward the discovery
of the impact of alterations associated with complex brain disorders on the fundamental celivlar and molecular
substrates of neuronal function.

August 4, 2014

September &, 2074

Mot Applicabile

Standard dates apphy, by 500 PM leeal time of applicant erganization. All types of non-AIDS applications allowed for
this funding cpportunity announcemsnt are dus on these dates.



Table of C‘;untents

Part 1. Overview Infarmation
Part 2. Full Text of the Announcement

Section |. Funding Opportunity Description
Section 11, Award Information

Section 111. Eligibility Information

Section V. Application and Submission Information
Section -«|:u|:u|| ation Review Information
Section V1. Award Administration [nfarmation
Section VII. Agency Contacts

Section VIII. Other Information

Part 2. Full Text o
Section |. Funding Opfpo

Disorders of complex brain function such as sChizoph
neuroscience. Impairments in complex brain function
developing effective treatments has been slow since 1
with the recent emergence of potential disease-assoo
assay technologies, neuroscientists are now poised tc
perspective of hypothesis testing for disease relevanc
contribute to disorders of complex brain functions.

Ta f:.{:l||1:.1 proegress towards understanding the bioks
act at the basic molecular, cellular, and cin
third messengers, neuwromodulators, newrctrophins am
neuren-glia communication; cxidative, immunclogical i
dynamics such as excitatory/inhibitory balance or pro)

This funding opportunity encourages the submission ¢
understanding the bislegical mechanisms behind putat
disorders. Applications submitted to this FOA should
mechanisms at the molecular, cellular and circuit leve
disorder). Rather, applicants are encouraged to addre

Examples of relevant research include, but are not lim

= Studies aimed at exploring the molecular, celiul
pathways associated with brain disorders.

» |nvestigations of epigenstic or environmental fa

= Exploratory studies incleding innovative in vitro
disorders andlor to identify novel potential treat

. ,_,|:|1|n1|z=1x:ur amd |n1p|—n1 entation of novel cel-b

. "-'1|. (=] 1{| id r1rf'5.I 1|' fl.r{:m:ur af nml—:l.lea lii
neurcimmune/neurcinflammatory, environmenta

= Development/optimization of new biclegical tool
to complex brain disorders.

Applications submitted to this FOA should propose we

Table of Contents

Fart 1. Overview Information
Fart2. Full Text ofthe Announce ment
section | Funding Opportunity Description
section Il Award Information
section . Eligibility Information
section IV, Application and Submission Information
Section V. Application Review Information
Section VI Award Administration Information
section VI Agency Contacts
section VI Cther Information

the mission of NIMH (see:  http:/fwwwr nim b nih. gow/about/strategic-planning-reports/nim h-strategic-plan-2008 pdf). Projeets with a primary focus on behavioral measures,
pharmacology or drug discovery, modeling mental disorder symptoms, human subjects or clinical populations {except for generation of iP5 cells) and the newral substrates of
neurodegensrative disorders are not ;ppmprm f{:ur Lpp:un Laruch —r1|'| announcement. The NIHH I';: high interest in applications 1|';1 |rc{:-r|:-ar=1 the longitud |r=l1r=]—c1curg,l of

himlmmin =] sl mdm S i

e i lmble mmar = (e semi rmmeemme e b -
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FUNDING POLICY & COMPLIANCE

@ Find Funding
How to Apply

New Application and Grants Policies

ks ‘

Final ‘. Appendix

RPPR materials
Clinical trials

p— reporting —

O\ Explore NIH Funded Research (RePORT)

Foreign grants

A number of NIH policies became effective in January

: =
About Grants /4‘ Policy and Compliance ﬂ ' Information for...
-

Navigate the NIiH grants process from finding a funding opportunity to monitoring your award, Learn about the policy and compliance obligations of your grant award and find helpful Find key resources just for you.
resources on select policy topics.
* Grants Process Overview * Researchers
* Get Started
* How to Apply
* Applicston Referral and Review

* Pre-Award and Post-Award Processes

* NIH Grants Policy Statement * Research Administrators

* Notices of Policy Changes i Rt
ewmew

* Compli d Ove!
mpliance an rsight Small Businesses

(ORORORO)

*  Select Policy Topics * Foreign Applicants

* Forms Licrary *  Medis and the Public

(GRORGRORORO)
(OROROROROROKO)

* NiH Staff §

Learn More
Learn More Learn More
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REGISTROS DE LA (6 semanas antes
INSTITUCION del deadline)

1) Dun and Bradstreet Universal Numbering System (DUNS): http://fedgov.dnb.com/webform

% g M 2) System for Award Management (SAM): https://www.sam.gov/portal/SAM/##11. Necesidad de

renovacion anual. Espana: necesaria obtencion de NATO Commercial and Government Entity (NCAGE)
svstemror awarD MaxacevEnt  https://eportal.nspa.nato.int/AC135Public/scage/Cagelist.aspx. SISTEMA PARA LA GESTION DE AYUDAS.

A 3) eRA Commons: https://commons.era.nih.gov/. Se registra la institucion con un Signing Official (SO) y
Accounts Administrator (AA). Todos los IPs e investigadores de la institucion que vayan a participar en el
A progrem of tho etlone! proyecto deben registrarse. INTERFAZ ENTRE NIH Y SOLICITANTES/BENEFICIARIOS.

Insfitulzn of Hosi

) 4) Grants.gov: http://www.grants.gov/web/grants/applicants/organization-registration.html. Se designa
= GRANTS GOV* un Authorized Organization Representative (AOR) para envio de propuestas.

Dr. Ana VP Blanco
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http://www.grants.gov/web/grants/applicants/organization-registration.html

National Institutes
of Health

Financiacion USA: NIH. m)

iy
/4

i

|

Instituto de Investigacion
REGISTROS DE LA (6 semanas antes
INSTITUCION del deadline)
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Enter the following information for companies located in SPAIN and click the submit

1) Dun and Bradstreet Universal Numbering System (DUNS): http://fedgov.dnb.com/webform

button to execute your search.
Business Mame

Street

City
Click here for a new image
Click here to listen to audio

Search
Fill outthe following information to search far your company.
Please select the country or territory where your company is physically located, then
Phone
m— Click here to download wav file

Enter the verification code shown:

click continue.

Please DO NOT enter any periods or special characters anywhere in the form, including

a +or()inthe phone number. Invalid characters include =< { ) #% {} +;
This is to prevent automated registrations

For questions regarding the countries listed please contact Dun & Bradstreet at

SAMHelp@dnb.com
"

Preferred browser is Internet Explorer 7, 8 or 9. DO NOT USE: Chrome, Firefox & Edge
Dr. Ana IVFP Blanco

SPAIN



http://fedgov.dnb.com/webform

Search *Results > Your Information >
Contact Information

Flease Complete the following information 50 we may process your request.

Mote: All fields are required.

Your Information

First Mame |

Last Mame |

Phone |

E-mail |

|
|
Title [Select One v|
|
|
|

Re-Enter E-mail |

Please indicate only one category that describes the relationship you have or
plan on seeking for providing goods and services under the legal business
name you indicated:

i) Federal Government Contractor or Vendor
(® Federal Government Grantee or Applicant

) Both, Federal Government Contractor and a Federal Government Grantee
) U.S State Contractor or Grantee, please indicate which U.S State

Do you understand that issuance of a D-U-N-5 Number may lead to D&B
contacting you periodically to maintain the accuracy of your entity’s
information on file?

[] Yes

Click here for a new image
Click here to listen to audio
Click here to download way file

Fnter the verification code shown: | |

E-mail recibido:

Subject: Requested DUNS Number

THIS IS AN AUTOMATED MESSAGE GENERATED BY THE D&B

CCR REGISTRATION PORTAL. PLEASE DO NOT REPLY TO THIS
MESSAGE.

Thank you for your request for your company's existing DUNS Number.

Your D-U-N-S Number is 464693479

for

HXXXXXXXXXXX

If you have any questions about your DUNS Number, please contact us at
govt@dnb.com.

Dr. Ana VP Blanco
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REGISTROS DE LA (6 semanas antes
INSTITUCION del deadline)

renovacion anual. Espana: necesaria obtencion de NATO Commercial and Government Entity (NCAGE)

m ﬁ M 2) System for Award Management (SAM): https://www.sam.gov/portal/SAM/##11. Necesidad de
svstemForawarbmaacement  NEEPS://eportal.nspa.nato.int/AC135Public/scage/Cagelist.aspx.

This link is to a document that explains CAGEWNCAGE procedures. It also includes the process as they relate io registering in and updating data in U.S. System for Award
Management (SAM). We highly recommend organizations frying to do bu ith the U.S. Federal government read the document and follow the instructions. The docume |L !

also contains points of contact for CAGEMNCAGE matters for the National Codification Bureaus.
Search Criteria “

When the search is done, the "Request New” bution will hecome available.

CAGE/NCAGE Code Postal Code
46380
Organization Name Phone Number
Genera Biotech 0034650343460
Country Identification Number (IDN)
SFAIM
City
valencia

Dr. Ana VP Blanco
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REQUESTNEW
S

o Current application allows to request CAGE/MNCAGE Codes for entities located in MATO or non-NATO countries as well as specific I-CAGE codes for SUPRA-national
organizations like 150, United MNations UN, MATO agencies etc

Country Check

Type of Entity®
A Private Compaimy v
I |

Emergency Level*
|Routine ¥ |

Is the entity to be registered as supranational organization?*

| ) Yesg = Mo |
&Yes mezns I-CAGE. Mo means CAGE.

Country*

|SPATN |

Cancel Start

Dr. Ana VP Blanco




NIy

Financiacion USA: NIH.
National Institutes
of Health

iIN
=St §§
Instituto de Investigacion
Sanitaria La Fe
Step 3 of 4: Request Data
Organization Data - Generals
. Type of Entity
Step 1'4. A Private Comparny
Questionnaire - Type of activity [
1) Datos generales
Development of Public Standards™ Vendor of Goods*
Yes Mo Yes Mo
Designer of Goods* Service Provider®
Yes Mo Yes Mo
Manufacturer of Goods* Other
Mo
i
The CAGE Code is Requested by the System for Award Management (SAM)*
Mo

Yes
Questionnaire - Future business
Yes

2) Datos de la organizacion:
geograficos, postales,

The CAGE Code Needed for an Invitation to Tender*
Mo

A Contract With an Armed Force or a NATO Agency Is in Preparation or

contactos

3) Tipo de actividad, negocios
futuros,
Yes
Already Signed?*
Yes Mo
Questionnaire - Former CAGE code
Mo
Cancel Previous Mesxt

A CAGE Code Was Previously Allocated®

Yes

Dr. Ana VP Blanco
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WI/

NMCRL-WEB NMCRL Offline = CAGE/NCAGE Code Request ACodP2/3

This link is to a8 document that explains CAGENCAGE procedures. It also includes the process as they relate to regu'ulen'ng in and updating data in U.5. System for Award
Management {SAM). We highly recommend u::rga.h:auc.w u’;nng u:: dc tlu..me:: with the U.S. Federal government read the document and follow the instructions. The document
also contains points of contact for CAGEMN CA Gy — i

NEW {N)E' &GE Request Success

Search Criteria Your request REF ES16123582694 has been pre-recorded and a i 2
When the search is done, the "Request New" b| VALIDATION Email transmutted to your mailbox
CAGE/NCAGE Code mternational @uslafe es.
You have to CONFIEM vour request by CLICKING on the link
Organization Name embedded in the Email.
Country Ok
City

Dr. Ana VP Blanco
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REGISTROS DE LA (6 semanas antes
INSTITUCION del deadline)

renovacion anual. Espana: necesaria obtencion de NATO Commercial and Government Entity (NCAGE)

m ﬂ 2) System for Award Management (SAM): https://www.sam.gov/portal/SAM/##11. Necesidad de
SYSTEM FOR AWARD MANAGEMENT  https://eportal.nspa.nato.int/AC135Public/scage/Cagelist.aspx.

USER. NAME PASSWORD

S
ISAM m——
Forrot Username? Forgot Password?

SYSTEM FOR AWARD MANAGEMENT

Create an Account

HOME SEARCH RECORDS DATA ACCESS GENERAL INFO HELP

CREATE USER ACCOUNT REGISTER/UPDATE ENTITY SEARCH RECORDS

Your CCR. username will not work in SAM. You You can register your Entity (business, individual, or All entity records from CCR/FedReg and ORCA
will need a new SAM User Account to register government agency) to do busin dth the Federal and exclusion records from EPLS, active or

or update your entity records. You will also Government, If you are interested jgPregistering or updating expired, were moved to SAM. You can search
need to create a SAM User Account if you are a vour Enfity, you must fir: e a user account. these records and new ones created in SAM, If
government official and need to create you are a government user logged in with your
Exclusions or saa.vTor FOUO information. Register/Update Entity SAM user account, you will automatically have

access to FOUO information.

Create User Account Use the SAM Status Tracker to: Check Status Search Records

Dr. Ana VP Blanco
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SAM Enfity Management registrants are required to submit defailed information on their entity in the following categories, depending

on the purpose of the registration:
Purpose of Registration
— Core Data
Mandatory for all registration types. Includes, but is not imited to, an entity's DUNS and/'or DoDAAC, name, address,
Assertions CAGE or NCAGE, code, TIN or EIN number, general information, financial information, and details about any

proceedings in which the entity may currently be invaolved.
Representations and

Certifications

Foints of Contact Assertions

Submit Certificati @ Documents self-assertions from each entity. Includes, but is not limited to, data about the types of goods and services the
HPHEE LRt entity provides, the entity size, opticnal Electronic Data Interchange (EDI), and disaster relief data.
BACK TO USER DASHBOARD

Representations & Certifications
Documents an entity's representations and certifications related to their small business status, responses to commonly

nsed Federal Acquisition Regulation (FAR) and Defense Federal Acquisition Regulation Supplement (DFARS)
provisions/ clauses, and Architect-Engineer Responses (SF330 Part IT).

° Points of Contact
‘+ Mandatory for all registration types. The entity will be asked to provide contact information for any mandatory POC based

on the information they provided during the registration process, Includes, but is not imited to, accounts receivable,
electronic business, and government business.

Dr. Ana VP Blanco
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Purpose of registration
Overview
o Page Description
_ The system will guide you through the entity registration process based on the answers you provide on this page.

-t

» Mandatory fields are marked with an asterisk or star symbol. Complete all mandatory fields before continning to the next page.
Core Data

J it ot * f : \
Assertions What tvpe of enfity are vou’ Business or Organization v
Fepresentations and
Certifications Do vou wish to bid on confracts? *
Points of Contact
. . . Do vou want to be eligible for grants and other federal assistance? *

Submit Certification

BACK TO USER DASHBOARD Do you want to perform Intragovernmental Transactions (IGT)? Mot Applicable v

CANCEL PREVIOUS NEXT

Dr. Ana VP Blanco
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Overview

SAM Enti ement registrants are required to submit detailed information on their entity in the fi ing categories, de; i
B ecisiration . ty Manag gistr req ty ollowing categories, depending

on the purpose of the registration:
Purpose of Registration
—— Core Data
Mandatory for all registration types. Includes, but is not imited to, an entity's DUNS and/'or DoDAAC, name, address,
Asserfions CAGE or NCAGE, code, TIM or EIN number, general information, financial information, and details about any

proceedings in which the entity may corrently be involved.
Representations and

Points of Contact

Mandatory for all registration types. The entity will be asked to provide contact information for any mandatory POC based
on the information they provided during the registration process. Includes, but is not limited to, acconnts receivable,
electronic business, and government business.
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FederakService Desk

——
>

Start here for help on U.S. Government contracts and grants systems

Start here for help...

Federal Service Desk

Purpose

The purposs of the Federal Service Desk (FSD.gov) =
to help visitors get the information and assistance
they need for the systems (websites) that the FSD
supponts. Note: There are NO fees associated wuth

any FSD supported systams,
Supported Systems

System for Avard Management (SaM)

Catalog of Federal Domestic Assistance (CFDA)
Electronic Subcontracting Reporting System {25RS)
Faderal Business Opportunitizs (FBO)

Federal Procurement Data System (FPDS-NG)

FFATA Subaverd Repoa‘mg System (FSRS)
Wags Detzminations OnLine (WDOL)
This Site
o’ e
oot

Contact FSD News and Announcements
FPDS-NG Version 1.5 Release Notes and
i Functional Documentation Posted 2 of 3
@ Live Chat : _
V1.5 Functional Documentation
= Data Dictionary - Updated to include new
V1.5 data elements and changes to existing
EW bF 3“‘"'1sq"ms Guide - Provides
ersion ick Start Guide - Provi
@ orm users a quick overview of the V1.5 chan
including screenshots and validation ru! s
Hours of Opsration
Monday - Friday 8 a.m, to 8 p.m. ET
o000 O0ODOOLOEBDLOLS

Other Sites

usAgow
Recovery gov
GSAom
ADIL200.00%
Gractsgon

Supported Sites Contact

Hours of Operation
Moncay -Fricay Sam. D Spm. ET

Catniog of Feceral Domesic Aas=nnoe ((ROA)
Secronic SUbAracing Repartng Sy
Feceral Business OpportuniSies (FB0)

Feoeral Proorement Dets Sysem (FPDE-N!
FFRATA Sabaward Reporting System (FSRS)

US. calls: 866-606-8220
International calls: +1 324-206
788
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REGISTROS DE LA (6 semanas antes
INSTITUCION del deadline)

@ 3) eRA Commons: https://commons.era.nih.gov/

A aregrem of tho Medlons!
Insitulcn of Hosith

éPara qué se utiliza?

Antes del award Durante el award Proceso de cierre
Registro Informes (RPPR, FFR, FFR final, FRPPR,
Revision de solicitud FCOI, datos Certificate of Invention,
Establecer perfiles monitorizacién etc

pacientes, etc)
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REGISTROS DE LA (6 semanas antes
INSTITUCION del deadline)

@ 3) eRA Commons: https://commons.era.nih.gov/. Se registra la instituciéon con un Signing Official (SO) y
Accounts Administrator (AA). Todos los IPs e investigadores de la institucion que vayan a participar en el
A sreqrer of the Msteis! proyecto deben registrarse.

4

REGISTER GRANTEE ORGANIZATION
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A program of the National Institutes of Health

) ((‘O_E‘H‘ Contact Us | Help e

Commons Login 9

*Required field(s)

*Username

*Password

(For External Users Only)

[For External Users)
Forgot Password/Mnlock Account?

Federated Institutions/Organizations 7]

Welcome to the Commons

0 System Notification Message

All systems are currently available.

Scheduled Commons Maintenance: For maintenance information, see the eRA Scheduled Maintenance Calendar.

Support Related Resources ‘

« Electronic Submission: Learn about the most frequent application errors at Avoiding Common Errors.

» Electronic Application Submission: To learn about completing and submitting an electronic grant application and access
helpful resources, visitthe Applying Electronically wehsite.

» eRA Home Page: To find Commons FAQs, User Guides, training materials, and step-by-step instructions for performing
tasks in Commaons, visit the eRA website.

0OS

| Select.. v| | Signin |

Federal User Login Here

eRA Service Desk ‘ HEIpdeSk

Hours: Mon-Fri, 7TAM-8PM EDT/EST

Web: hitp:farants.nih.qow/support

em
FTITioo

Commons Related Resourceg‘

« Reference Letters: To submit a reference letter when requested by an applicant, please follow this link: Submit Reference

Letter.
« Demo Facility: Demo Facility allows you to try most of the capabilities of the NIH eRA Commons in a sample environment.

Privacy Act Statement

This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other
federal guidance for accessing this Government system. which includes all devices/storage media attached to this system.

Reqister Grantee Organization

About the ons

« Frequently Asked Guestions
« LatestFRelease Motes

Additional Links

ReFPORT

Grants.qov

iEdison

Mational Institutes of Health
Fublic Access Policy Page
Loan Repayment Program
Commons Quick Queries

Dr. Ana VP Blanco
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. =RA Partners
Online Registration

Ionly Signing Officials can register their institutions with the NIH. Follow these directions to register your institution.

1. Complete the online Institution Registration Form and click Submit.
2. Agency will send you an email with the link to confirm your email address.

3. Once email address is verified, the Agency will review your request and let you know of
the result via email.

4. Ifyour request is denied, you will get an email notifying you of the reason.

5 I[fyour Requestis approved, you will get an email with your Commons user id and
temporary password.

6. Log in to Commaons with temporary password and system will prompt you to change
temporary password to the permanent one. Principle Signing Official will be prompted to
electronically sign your registration request. (Flease review your registration information
carefully).

7. Once Principle Signing Official has electronically signed the request, your arganization
will be active in Commons and you may Create and maintain additional accounts for
your institution staff.

Register Mow

Dr. Ana VP Blanco
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* indicates required field

Institution Information

| Closeout E-mail : ™

Institution Name :*

DUNS Number :®

|

| | NoA E-mail :* | |
|
|

Street1:* | | city :* |
Street 2: | | State * v
_ . (20873) or (208733423)
Street 3: | | fipCode :
Street 4: | | Country: |UNITED STATES ¥ |
Accounts Information
Principal Signing Official Accounts Administrator
This entire section is optional; however if any information is entered then all required fields must be
entered
Mame Prefix: Mame Prefix:

First Name :*

Middle Name:

First Name :*

Middle Name:

Last Name :* Last Name :*

|
|
:
Title :* |
|
|
|
|

* *
User Name : | User Name :

|
|
|
|
Title :* |
|
|
|
|

Phone :* | Phone :* |
Fax: | Fax : |
E-mail :* | E-mail :* |

N < - | < | oo I
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REGISTRO DE INVESTIGADORES SOLICITANTES NIH (SO)

U5, Department of Health & Human Services

E3 www.hhs.gov

Welcome: Jose Vicente Castell Ripoll
ID: FUNDACIOND
) A Commons ‘O\E”) Institution: RESEARCH FOUNDATION OF/HOSPITAL LA FE
A program of the National institutes of Health Roles: S0

Logout | Contact Us | Help

Home @GULTIn dstitution Profile  Personal Profile Status  RPPR xTrain XTRACT Admin Supp eRA Partners
Accounts Dele .ons

Account Management Advanced Search Change Password

Account Administration

The Account Administration sub-menu allows users to perform accounts maintenance according to their privileges. Sub-menus are visible to those users with appropriate privileges.

MANAGE ACCOUNTS CREATE NEW ACCOUNTS

Dr. Ana VP Blanco
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REGISTROS DE LA (6 semanas antes
INSTITUCION del deadline)

| 4 4) Grants.gov: http://www.grants.gov/web/grants/applicants/organization-registration.html. Se designa
GRANTS.GOV* un Authorized Organization Representative (AOR) para envio de propuestas.

-

v" DUNS NUMBER
v’ SAM
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HELP | MANAGE SUBSCRIFTIONS | REGISTER | LOGIN

Cimntsieie M Grant Opportunities ¥ Enter Keyword. . GO

[ S— GRANTS.GOV™

FIND. APPLY. SUCCEED

HOME LEARN GRANTS SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-SYSTEM FORMS OUTREACH SUPPORT

GRANTS.GOV % Register % Register With Grants.Gov As Organization Applicant
REGISTER WITH GRANTS.GOV AS ORGANIZATION APPLICANT (2]

Before you can reqgister as organization applicant with Grants gov, you will need to obtain a DUNS number and complete registration in SAM. This process can take up to 4 weeks. Once you have completed these two
items, enter your organization DUNS or DUNS+4 number below and press the "Reqister” button.

Once your DUNS number has been verified, you can submit your registration to Grants.gov. An e-mail will be generated to your organization’s E-Business Foint of Contact.

To reqgister for a username and password, enter the organization 's DUNS OR DUN 5+4 Number and then click the "Register” button below.

Step 1: Complete the DUNS OR DUN $+4 Number field.
Step 2: Click the Register button.

DUNS or DUNS+4 Number

Register

Tips for registering:

Ask the grant administrator, chief financial officer, or authorizing official of your organization to identify your DUNS number and to determine if your organization is registered with the SAM. fyour organization
does not know its DUNS Mumber, call Dun & Bradstreet at 1-866-705-5711 and follow the automated prompts to obtain this information. If your organization is not registerad with SAM, apply by phone (1-866-
G06-8220) or register online at hitpJ/fwww.sam.gov.

Once you have a DUNS number and are registered with SAM, you must create a Grants.gov accountto begin the process of applying for federal grants.

Grants.gov currently supports associating only one DUNS number per credential. A future enhancement is planned to provide the ability to assign multiple DUNS numbers to a credential.

Registering with Grants.gov is a simple process. Guidance on this process is included in the tutorial, user guide and Help section of this site. Please click on the Applicant tab for further assistance.

Dr. Ana VP Blanco
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HELP | MANAGE SUBSCRIFTIONS | REGISTER | LOGIN

) I el Grant Opportunities ¥ Enter Keywaord... GO
— GRANTS.GOWV™

FIND. APPLY. BUCCEED

HOME LEARN GRANTS SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-SYSTEM FORMS OUTREACH SUPPORT

GRANTS.GOV ) Register % Register With Grants.Gov As Organization Applicant ) Organization Applicant Registration

ORGANIZATION APPLICANT REGISTRATION (2

Please enter your information below.
+ Required fields are denoted with an asterisk (*).

+ The following special characters are allowed: question marks, perieds, dashes, underscores, and @ symbol (Password is not subjectfo these restrictions.)

* First Name: MI: * Last Name:
* Job Title: DUNS: |4771920870000
* Telephone: *  Email:

* Secret Question:
* Secret Answer:

* UserName:

* Password: * Confirm Password:

Your password must contain at least eight (8) characters including: at least one (1) uppercase letter (A-Z); at least one (1)
lowercase letter (a-z); at least one (1) number (0-9); and at least one (1) special character (e.g. ! @ #$% * & ).

Continue

Dr. Ana VP Blanco
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Key Grants.gov Applicant Roles

s E-Business Point of Contact (EBiz POC)
o Designated during registration with System for Award Management (SAM)

¢ Manages grant activities for your organization

o Authorizes representatives of your organization to perform specific tasks in Grants.gov (e.g., assigns Authorized

Organizational Representative (AOR) role to users authorized to submit applications)

» Authorized Organization Representative (AOR)

o Grants.gov applicant user who has been given the ACOR role by the EBiz POC enabling them to legally bind your institution

and assume responsibility for adhering to all federal grant administration requirements referenced in the NIH Grants Policy
Statement

= Similar authority as a Signing Official (SO} in eRA Commons

o Signs and submits grant applications and required certifications and assurances

Dr. Ana VP Blanco
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Redaccion de la propuesta

g & @? TIMELINE

Planificacién  Escritura Envio de la

propuesta a
través de
Grants.gov

PLY Recepcion y remision:
Mes 1-3 alim Asignacion de la propuesta
a revisores especificos.

Proceso de revision:

3 2 & Dos niveles de revision,
Mes 6-8 s asignacion de nota (10-90), Mes 9-12 &
Summary Statement (documento
de criticas de revisores). L.
Proceso de resumision:
@ Contacto con NIH para
condiciones de resumision,
Proceso de concesidn: Re-escritura del proyecto
Mes 9-10 Notificacion del premio, subsanando criticas de
Ajustes administrativos. Revisores.

Dr. Ana VP Blanco




m..
/174

/4

|

Instituto de Investigacion

DOCUMENTOS solicitud NIH:

(] Research strategy (6 o 12 paginas)
1 Abstract (30 lineas)

1 Specific aims (1 pagina)

 Project Narrative (4 lineas)

] Bibliography

[ Facilities

 Equipment

[ Foreign justification

] Biographical sketches (5 paginas)
 Budget

] Cover letter

 Protection of human subjects

] Vertebrate animals

 Letters of support

(] Resource sharing plan
 Leadership Plan*
 Consortium-Contractual Arrangements*

Summ,i;,h, o Financiacion USA: NIH. m)

National Institutes
of Health

http://grants.nih.gov/grants/funding/424/index.htm#inst

SF424 (R&R) Application Guide

PHS 5F424 (R&R) Forms Version C Application Guide

TABLE OF CONTENTS

PARTI. INSTRUCTIONS FOR PREPARING AND SUBMITTING AN APPLICATION

L

Foreword

1.1 Application Guide Format

1.2 NIH Extramural Research and Research Training Programs

1.3 Research Grant Activity Codes and Program Guidelines

1.4 Interactions with PHS Staff

L R T

1.5  Grants Policy S
1.6 References

1.7 Authorization

1.7.1  Collection of Personal Demographic Data

1.8  Paperwork Burden

Process for Application Submission via Grants.gov.

2.1 Overview

2.2 Registration Processes

2.2.1  Grants.gov Registration

222  eRA Commons Registration

2.3 Software Requirements.
23.1  Adobe Reader

232  Creating PDFs for Text Attachments

233  Special Instructions for Macintosh Users

2.4. Funding Opportunities

24.1  NIH Guide for Grants and Contracts

10
10
10

1
11
12
12
12
15
15
15
15
16
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RESEARCH STRATEGY
{a] SIGHIFICAMCE The deybioping human Immune system faces a balancing act that must be carsfully tmed.
QQ the one hand, it tolerate the presenca of the sumounding mother and her non-inheried matemal

r¥r otherwise sk the potentlal of engaging a Tatal "gram vs. host” disease. On Me other
naﬂu nmlel antigens MUst be recognizad as foreign when encountered afes b, tnggering 3 VIGOrous
adaptive Immune response {e.g., with cylolylle T cels and neutralizing mngensj agalnst them. Oherwise, the
newbom will be suseaptible o diseases causad by multipe Infactious age

In angoing experiments, we have obtained preliminary data {see below) Indicating that this switsh from a fetal-
type 0 an acutdype Immune response 15 dependent Upon Me stage-spechic appearance of distnct
mullineage hematopoletic stamiprogenttor cells (HSPC) " Thus, in uters, kematopolests In the first and second
rimester is largesy sustained by a fetal-iype HIPC that gives rise 1o tolerogenic Tregs; |3ter (and pernaps as
garly as ihe third frmesien), an aduit-type HSPC Instead gives Nise to IMmunoreactive T celis. The tming of this
‘Switch codncides with birth and nommally aliows e newdaorn t© move from a stance of tokerancs i one of aclive
defence against all forelgn antigens. In this manner, the Immune priiieged” aspect of mammalan pregnancy
I5 preserved whike tha ablity of the newbom to Night Infections ks also permitied.

Honetheless, Infeclion remains 3 leading cause of death and morbidity In newboms. Mot only are neonates|
SUSCEpliia D MOre BEvEre fOMmMs of diseass caused by NUMan pAMOJEns SUCh 35 herpes SMpiex wines 1,
respiratory syncytial virus, Bordefels perfussis and Sisphylococcus sureus), they are also subject b serous
Infection Dy microblal enties that are commensal fofE N 30Uls. For example, sven after Implementation of
Intensive SCrESning and prevention practices, the estmated rate of Group B Streptococal Sepsls I the first
‘weak of ife is 0.34 per 1000 Ive births, reswting In 60-70 deaths per year.” In agdition ta the immadiate impact
of neonatal liness and death, the long-term disability resuling from these Infections represents a profound
public health burden® Premature infants, In pariicular, are predisposed bo more severe infieciions from al
pathogens and can also SUCCUMD 10 fatal Infection Dy microbes Mat INfrequently cause severs disease In
adults, such as Staphylocoscus epidermidls * Compared with aduits and oides chlidren, newboms produce
less, and generally legs sMective, antinody In responss to most Immunizations. They are 35 less adle o
generatz T cells that mediate effective antimicrablal responses.'™™ Together, these deflclendies render the
Neonate & vienerable target for & host of INVading patnogens.

It the swieh 1o an “adut-fype” Immune system 15 Incomplete or oveny slow aner b, two oiher prodlems may
also arise. First, ihe necnale may respond less well ta Immunizations provided during ihe first montnis of ife,
efiher generating low levels of an effective responsa o polarized features of a non-effeciive response. ™
Secondly, Mose neonates that ars most IKedy 10 0evelop atoplc disorders amer birn are 3ls0 those who are
most Bkely to genarate suboptimal (andior sirong Th2-type) response to vascination ™' Sinee fetal Tregs may
5UPOrEss Th-ype (Or otNer) IMMuUNe rEE00Ns28 o vacCings In a manner ihat ks dierent than aout Tregs, we
specufate that strong Th2 polarization of chidhood responses to vacsines may In part be due to a higher than
neAMal proportion of fetal Tregs at b,

In the stumes of this pronosal, we hypothasizs that the ImmUne system *layering” that s necessary far sfective
in mro :Ievelnnmem and posinatal protection of the human fefus ooours at a dissimllar pace In diferent
5Ny s0me at birth o less effective Immune responses to childhood Immunizations.

(b} INNOVATION Previo)s expefiments have demonstrated that simiar %ayering® of the Immune system can
occur In aﬂan and mugfe models. " In these species, howsaver, the tMIng and'or anatomic canstraints are
garticular, the murine Immune system gevelops at a markedly different pace than does the
UM IMMUNE SYstam, S0, With very few Tregs detectable untll three oays after Dinh™ as comparsd to the
Ia%e 1™ trimestar In the human. This study Is Inngvative In two respects: this is the first ime that human Immune
sysiem layering has been studied Jn ufers and at birth; In aodition, we have identified and wvalidated a set of
genes that are unkquely expressed In fetal or adult T cells, allwing us b quantitatively and qualitatively study
ihe kinstics of the two populations as 3 function of time. The proposed research has the potantial fo Imgrove
pravention (through Improved vaccine strategles) and freatment of neonatal Infaction (by providing a better
understanding of nowmal hwman fetal Immune davelopment), and should te2ach us how the developmental state
of the fefiss aNd NewDorn aMects thelr aolity 10 r25p0nd 1o PAMOGENs or Vaccines.

INF\lOVATION.M._,,
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fematopoletic IInsages, one darlved from 3 multineage HIPC that residas In the
S pa-rfTow, and anoiher from an HSPC Mat beging to function later I pregnancy and that
SupDlants e et Ineage thareanizs. The former iNgage 15 enoowed with toierogenic T ceils that allow the
fetus to co-2xist with the mother (Including her NIMA and other forelgn antigens circulating with herj; the latter
Ineage s Instead comprisad of T Cells that gre mone IKely f0 G2vaI0p EM=Ctor fUNCHons against Novel antigens.

The Gasis for nls Mygoiness & found P RT:"I'_"I”MI"N ARY RF%,

largety unpubished Prelminary Dats:
Although the human

The human fetus can mount a vigorous
fetal and neonatal adapiive Immune systems are afizn descrlb-ed a5 “Immature® (le., dysfunctional or
Inatzctive 3t maunting 3 fesponse to anbigenic challenge), ters s
SUDSEANUA evidence N3t IMMUne responsas can develop at or Defore C04: Tl CDG*TDUK
birth In spedes such as sheep and nonhuman pomates (but, A B4 ]
Interestingly, not mice) (TEviewed In MEfs.16 ang 2BL To determine
whether human fetal T cells are responsive against alloantigens, fetal
[~21 QW) WMOROCYTEE TOM SQIEEN OF lymph node (LM) were labeld o
with caroxyfiuoraseain sucshimidyl ester (CFSE) and co-cultured with E
Imadiated antigen-presenting cells (APCs) that had been solated from e &
FE —I'
Figars L Pigeamiitin i o 04 anl E0
bl T ol miivain g dosiin ey
kg APUs Vi in weviaied ot B 5 i
[ o el sy g AP |

peripheral biood of a single healthy adult domor. After five days
substantive prolferative responses were obsaned Tor both cDa* and
CDE" fetal T calls (Fig. 1). This fnding ralsed the question: I fetal T calis
respond 50 Wigonously io alloantigans In witre, do they not also respond 1o
NIMA expressed by maternal cells that have moved Into fetal LNs i
uters?

The human fetal fo il can be actively suppresssd
apecic Tregs. We recently ﬂemnnamu that human fetal secondary lympnold tssues contaln E?nmranny
higher frequencies of CD4'CD25™ Tregs than those of adults.? Bacause
Tregs have bean shown o regulate maternal immanity to fetal
aloantigens,™ we reasonsd Mat fetal Tregs might a0 play & roie In
suppressing fetal Immune responses against Invading matemal cells. To
test this hypothesis, Tetal LM cultures were sither depieted or “mock-
depleted™ of Tregs before simulation with saif (autologous), matamal, o
unrelated alogensic APCa Deplefion of Trags resuted In & nighly
slgnifizant Increase In proliferation of GD4" and CDE" T cells responding i
altniogous or matemnal APCs, but only a
slight  (yet stabsticaly significant) &
Increase  In prolferation  of  those
rEspondng to unrelated APCS [Fig. 2)
These data Indicate that fetal T cells are
not Inherently deficlent 3t responding to matemal alloantigens; rather, they
are aciively suppressed by fetal Tregs.

The frequency of Tregs In peripheral lymphold organs changes markedly
during the cowss of gesiation, falling from ~15-20% of tolal CD4" T cells at
12-20 g.w. to ~3-7% at birth.® To test the hypothesis that such a change In
frequency reflecis a greater propensity of fetal nave CD4° and CDB' T cels
to diferentiate Into Tregs In response to stimuiation, fetal LN calis were
depleted of CO25™" Tregs and stimulated M vitro. After a five-day primary
mixed lymphacyte reaction {MLR), a significant fraction of fetal, but nat adult,
CD4" and COE' T cels had divided and upreguiated FoxP3 expression io
high levels (Fig. 34, B).

GO Tosty 0 T ooty

AT nat

[

e -
o FRLE o (LS hotet LM onRE)

Flossarch Syategy

Pindpal reestipaionProgiaem Disector (Last, fraf, midde)] MeCuna, Jomaph, M.

& " Fetal Trage are derlved from a fetal-specific (Insage of

N N “ - Jﬁm T calla. The above sludles revealed protound diferences

| In function between fafal and adult T cells that had
amersize naistinguishadle phenclypes. To deteming
whether such diffierencas ars Intinsic o the T cel line
found dunng these Stages of oniogeny, CO4°CD25
Trags and CO4"CO4ERA'CCRT'CO2T" nalve T cells from
fetal and aoult samples were s0Med with a FACSDIVA (Fig.
4A). Microamay analysis (Fig. 48) igentified thousands af
genas whosa expresslon levels in adult and fetal CD&*
nalve T call populations differed significandly [P=0.05) and
In 3 highly consistant manner batasen donars, Including
NOG, GZMA, and RGE1 were highly expressed (20-55
foid greater) by fatal calls whereas NAPILZ, NR3CZ, and
SYT4A were highly exprecsad by adult cells.

Figure 4. (4] Son probles dor fotl
(og) and aduk [boltom) mabee
CDd4+ T cwls (paneds @) or
COE5s Trag el dsaral 81 1B) ]
Gesn sxprassion daty shomng the 141
g S0 difentaly epmared
genes and clsterng

Fetal and adult HSPCs give riss to distinet populations of T cells. In avlan and mouss models, thers s
strong evidence that fetal HSPCs give fse fo unique subsats of

lymphocyies that cannot be generated fom adut HSPCs and that « s

Immune system “laysrng™ ooours dunng ontogeny.™ To test whether 3
similar situation exlsts In humans, we performed a sefas of experiments
In which fetal HZPCs from Tetal Bwer and BM (13-22 g.w.) and adult EM
sampies were Injected dirscty Into the human Thy/Liv organ of the SCID-
riw Thy/Llv mouse.™ Folipwing 3 7-3 wesk Maturation penod, we wers
able to Idantiy mature thymocyle populations dertved from each HSPC
population, Based on the SXpression of 3 wilgues HLA type (fypically HLA-
A2 of A3) expressed by the donor (sowrce of HSPCS) but not by the
reciplent thymic implani™™ We isolated matwe CD3'CD4'CDECD2S
thymocytes from thymic Implants Injecied with fetal Iver, fetal BM, or
adult BM-derved HSPCs by FACS (FACS ArMa), and perfommed
migroarray analysls on each population (Fig. SA) We found that both
HSPC populations from fetal Iver and BM gave rise o |dentical
pogpulations of CO4° thymooytes on the basls of gene expresslon, with no
differentially-expressed genes between them (Fig. SB). By contrast, adult
BM-derved HSPCs gave rse to CD4° thymooyles that showed
substanilal dfferences In gene expression patiems compared to each population of fetal HSPC-derved
thymocytes (Fig. 58: 1243 and 1162 diferentialy-sxpressed genss versus fatal Ilver and fetal BM,
respectively). TRese dats are consistant with the nypotmests that the developmental stage of HSRCs 15 In part
respansibie for the diferencas s2en In peripheral T call compariments In the fetus and adwt, and that layering
DCCUMS durng the omtogeny of the hEman IMmune System.

oepriiins difeeeree aed el R ek
Ipmacym prpmton

[ ——— T Fetal HEPC-gerived T cellz show an snnanced ablily to
[ 3 h = i AF s gensrate Tregs during thymic maturation and upon
|.l LL P to forsign antig n viro. CD4'CD25 Foxpd'
Tregs can be generated durng thymic maturaton or folowing

activation of peripheral T cells. Some evidence Indicates that

4 l_ J_ § Tregs may arse from a commilttad progenitor fat ks distinet from
i L < conventional T cell precursors.™ We ooserved mat retal HSPC-
=St ed thymocyte populations contained significantty greater
frequencies of Tregs than those derived from adult HSPCs (Fig.

|_._ | =] - E4). In accordance with whal we obeerved In peripheral feial
e and agult T cell populations, we also noted that fetal HSPC-
Fw- % .a| E023 ane Pl s by coecodecoe-  G2rived thymocyles were highly responsive to stimulation with
a4 T8, e o, 3 b B 3 Kby aliogenelc APCE and showed a propensity to difrentiate Into

ﬂ\-ﬂ“l lfl (B] Evpression of COG% and Foapd (el and *
ittt FSE- e ) iy doitas - FOXP3" Tregs (Fig. 68).
TDOCIHCD8- frymmocyies wih plogeesic ARTa b 7 days b s

In swm, the above Preliminary Daia Indicate that the fetal
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Immune system s derived from a HSPC that gives rise to tolerogenic Tregs whille the adwit HSPC s more Ikedy
to give rise to Immunareaciive T effector celis. At this point, we have very Iifle Information about the relative
balance of these Two compariments at birth. 11 Is also not clear whether and 1o what extent vanations In this
balance may Impact upon ihe response of the neonatal Immune system to novel antigens, Including those
associated with routine waccines or with environmental allergens. The experments of this proposal are
designed 1o explore these questions.

Speciic Alm 1. To
neonatas at birth
Hypothesls. Ph
the ratio of fedal to
Immune system tgan r5.

terming the normal range of fetal to adult T cells In the umbilical cord bood of

g of the human Immune system dunng ontogeny leads to 3 normal range In
T c2lis at the time of birth, 'with 50mMe N2onates bom with 3 more tokerogenic

Rationals. In the aoove Preiminary Data, the human fetal Immune system |s poisad 1o gensrate
a tolerogenic 52 upon stimulation, an atriouts that Is confamed by an HSPC that reskles wihin the
fatal liver and bohe marrow. After birth, bone mamow-derved HSPC give rise Instead to Immunoreactive T
cells With 3 reduced propensiy to generate Trags. Teleokglcaly, such “layering” of the Immune system would

pear to be consistent with, and possibly neceszary for, mantenance of e sembaliogensic state of
pregnancy and, reclprocally, for the gensration of an aciive Immune response against forelgn [e.g., Infectious
agents) after birth. Similar stage-specinic waves of distnct hematopoietic progeniiors have also been descrived
In a@vian ang murne models.’ A Key question thal remaing uManswened |5 he folowing: 18 thete Inter-
individual wariation In the rate al which the fetal-type hematopoletic system Is replaced by the adult-fype
sysiem ower tme? In this Alm, we propose to determine whether and to what exient such varablity may exist
al the fime of bith. Glven known franserpts that uniquely Identty tolerogenic fetal T cells (Tr) and
Immunoreactive adult T c=2lis (T,), the nomal range of these two T c2ll subpopulations In the umbllical cord
blood will be determined.

Exparimental Approach. C Ive phenatypic, franscrptional, and functional analyses will be camed
olt on umblical cord Blood (U onuciear cells from a total of 200 normial ful-tarm dellvenss. Over an
1E-manth time frame, 75 of thes= samples will b= obfaled on a recharge basls from the Human Cord Blood
Bank of the UCSF Clinical and Transiatinal Sciences Insttuts (see atiached Ietter from Or. WHlam Balke), 75
will b= obtained on a colaboratve basis from Dr. Elzabeth Shpal of the Unlversity of Texas M.O. Anderson
Cancer Center (s2e attachied letter), and 50 wil be obiained 35 part of 3 prospective study to De camied out
witt Dr. Shannon Thyne of the Chid Heaith Center at SFGH (s2e attached letier. Initial studies will facus an
name T celis obtained by 3 combinaton of ficoll hypague gradient endchment and FACS sorting: excess calls
Wil be Wiably cryopreserved In iquid nitragen for fUILNe experments that may Infemmogate other subpopulations
of cells. The folawing assays will be camied out:

1. Bhenotypic analysls of T c2ll popladions. The freguency of vanous T cell populations in e cord biood
wil b= analyzed using standard markers of nalve CO4° T cells (CO45RA'CO2T 'CCRT'), memony/effectar T
cells (CD4"CD45RO'CO95 HLA-DR"), and Tregs [CD4'C DZE""‘FDIPB'CDIZT"']." Absolute numbsrs wil
e quantfied using TRUcount utes (50).

2. Transcriptional analysis of nalve T cell populations. Phenotypicaly-pure nalve CD4" T cells will be
ootalned by sort purification on a FACSARa (ED) and subjected to qRT-PCR assay to detect transeripts
{transcript specific to cell-type Z denoted a5 ,Z) that are uniqus to felal nalve T cells (e.g, NOG, GZMA,
and RES1; Tr) OF 1o 30Ul nalve T c2lls (2.9, NAPILZ, NR3C2, and SYT4A: Ta) 35 wel 35 franscripis for
house-kesping genes that ane equivalenty expressed In fetal and adult naive T cells (e.g., the B chaln of
the T cell reseptor or HPRT; denated by ,Ty). Each franscript wil b= quaniitated In replicate and three
‘stangardized ratios of fetaliaduil T cedl transcripts (FUA-T) wil De calculated Dased on the fomula [ Tel T
[iTw/iTx) = (;TeieTa). The thiee ratios wil b2 FiA-T1 (NOG/NAR1L2), FiA-T2 (GZMANRICZ), and FIA-T3
(RGS1/SYTAA), and the mean of these ratios wil b2 used to represent the fatalfadut T call ratlo (TeTa).

3. Functional analysis of T cell populations. To t2st whether UCE T cells upregulate FoxP3 and adopt a
Trég phenotype Upon activation wih aloantigens.” nae CO4' T cells wil be lsolated by FACS and
stimulated with alogeneic aduit APCS plus or minks concument stimulation with cross-Inking anibodies
agalnst CD3 and CD28. This type of stimulation rellably leads to Treg diferenilation from naive GD4" Tr
[se2 Figure 3, Preliminary Data). Prior to simulation, the calis will b2 |abeled with CFSE for getarmination
of prolferation. After shi days of stimulation, the calis will b2 hanested and each T c2il subpopulation wil
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be measurad for prodferation (CFSE dilution) and for Treg dierentiaion (FoxP3 upreguiation) by fiow
cytametry. Standard types of cytoking responss (Th1, ThZ, Th17, and Th22) will be measured by cytoking
production after six days of differentiation I vitro by camying out intracellutar cytokine Now cytometry (CFC)
for the following cytokines: IL-2, INF-y, TNF-g, IL-4, IL-17, and IL-22_ To test whather cord blood Tregs are
better able to suppress Thi vs. Th2 responses, CD4” nalve T calls will be sort-purified from a heakthy adult
{or cord biood) donos and cultured under Thi or Th2 condtions In the presence of ant-CD3/ant-COZ3. Thi
and Th polarization will be measured by cytokine production after sk days of differentlation in vitro. These
celis will subsaquantly be Iabeled Wih CFSE and cultursd In e presence of difarent quantities of sort-
purtled CO4°CD25" Treg from allogenels adult blood or cord biood In the presence of ant-COCO2E.
Suppression of TN1 or Th2 celis will ba measured by Inhibfion of proWeration (by CFSE @iution) and
SUPPresEion of cytoking SEcretion (by cytoking fiow cytometry) aner 3 sx-day culture penod.

Interpretation of Results. T) ents oescribed In this Alm exiend ooservations that we have made In
human fetal and adult SAMpEE I3rgEr NUMber of samples of human cord biood. We anticipats that,
at term, thers wil be 3 normatveXangs of fetal- and agult-typs Tregs and HSPCS In cord blod, representing
vanable Knetics by which layering of Immune system oniogeny procesds In @fferent Indviduals. The relative
frequency of fetal versus 3ot T call-specinc WENserats (i Tr/T.) Wil B2 t3ken 35 3 MEasUrament of the actual
fetaliaduit T ol rato (T T, ). Thus, we will make the 3ssumption that .T..T, = T T,. In those cases In which
the fetaliagult T c2ll ratlo (T=Ta) I5 high, It Is predictable that cond Dlood nalve T cells will be more Nksly to
upregulate FoxP3 wpon stimulation and that a predominant jplerogenic response o antigen will ensue.

Potantial Probleme and Alternative Approaches. G sting data sels and the Echnigues that have
alrzatty bean established In the lab, the experiments of thAIm should be refatively stralghtfonward. Though it
15 Nighly unlikely, It 15 possible that thare will be no significant vanabiity in tha T T, rEto in fulliem nawboms.
This would be an Interasting finding, suggasting that the fetal-to-adult T cell tramsition occurs earller during the
third trimester of pregnaney and Is complete at bith. Should this be the case, we will shift out aliention to
human premature Infants and to nonhuman primates, 3ch of which can be siudied during the timeframe of the
third irimesier.

Specific 2lm 2. To determina whether those full-term necnatas with a high ratie of fstalfadult T calls are
maore iksly to gensarate a Th2-polarized Immuna to routine Ir ong.
Hypothesiz. Infants with 3 high ratlo of fetaliadus T celis will genarate predominant Th2 responses to routing
chiidhood vaccinations.

Rationale. In numan neonates, T c2ll responses ane often characterized by deficlent Tn1 responses,’™ " 3

reduced capacty to Induoa T oall memory,™ a high frequency of IgE and I9G4 produstion,™ 3 skewed Th2
response,”* and even the Induction of Myporesponeiveness.™ Such responsivensss to routing childnood
waccings_has Deen found fo vary within populatians, possibly 35 & result of genstic andior emvironmental
tactors™* and |5 In part magnifad by the formiuaton of vaccines win the Th2-palanzing agjuvant, aum.™ in
amdition, those neanates that are most IKely 1o Sevelop atopk: distrders afier binh afe Jlso Mose who afe mast
Ikely to generate susopimal (anaor strang Th2-type) response fo vaccnation ™% since fetal Tregs may
SUPDress Thi-tyDe (ar oMar) IMmune r2Eponses 1o Vactings In @ manner that 5 diferent than adut Tregs, we
speculate that strong Th2 polanzation of childhodd responses to Vaccines may in part be due o a higher than
nommal proportion of fetal T calls at birh.

Recomainant Hepatits B (HepB) vaccing IS Mutnely given at BIm In he Unfed States and provides an keal
opporiunity to Investigate an In vivo response to antigenic stimulation In the neworn. The Immune responss fo
Hep8 vaceing Is weil studiad and Is characienzed by 3 meager {10%) SSIOCONVErsion rats with the first dosa at
birth.® Subsequent vacsine dosas are then obsenved to yledd a substaniial antibody response.™ The primary
neanatal CO4' T cell response fo Hepd vacane Is characterzed by both Thi and Th2 eytokine produciion;
Intesestingly, however, the HepS-specflc memary CD4' recal response conslsts of robust Th2 cytokine
production at one year of age @

Experimental Approach. The experiments of tis Alm wil be carfed cut under the auspicas of a study that
has been approved by the UCSF Commiitee on Hwman Research probocol (HE325-26775. The effects of
reguiatony T cells on the development of the padiatric Immung system; McCune PI). In 3 prospective study
design, 50 pregnant women will be enrolied prior to dellvery. Exciusion criterla wil Include previousicurment
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Heps Infection (HepBsAg"), oiher IMMUNomoduiatory Infections detected by prenatal screening (HEpC, HIV),
OF pans for Ihe LEs2 Of cOrd biood Tor altemative pUrposes (8.9., banking). With assistance from collaboratons In
tne SFGH Child Health Center [sea attached letter of collaboration from Dr. Shannon Thyne), cord biood wil
be ootained from thess dellvenes and each of the SO nfants will b Tolowed with Dicod draws at 6 and 12
monihs. in all cases, Infants will Rave received routing chlidnood IMmuNIzations, Ncuding thoss against Haps
at Dirtn, 1-2, and 5-12 MoAtns of age. UCS and Infant penpheral Dicod will e Processed by Mool Nypague and
concument purification of CO4* calls by negative selection (RosetteSaep, StemCell). These celis will be tested
Tor the follpaing parameters over time:

1. The traction of T, vs. T, In the umblical cord blood. This will be camed out using the gRT-PCR-based
approach descrived In Alm 1 o determine the ratio of fetaladult T cells (T=Ta).
2. Analysis of the callular Immune response g&:lnat Hepd vaccina. Established fow cytomatric assays wil
be used 1D 355656 Me Trachon of CO4 COZS @ FoxPs CO127= Tregs among CD3'CD4* T calis at each
fime point. These fractions will be convested o absolue numbers using TruCount fube (BDY) analysis of
whale blood counts prior to CD4" cell Isolation, as described.™ In addiion to quantitative phenatyping, the
abliiy of cireulating Trege to suppress the prolferation of HepB-speciic responder CD4'CO2S T cells wil
be assessed using well-esiablished meihads.®*** UCS or peripheral mononuciear cells that have been
depleted of CO25° calls (or mock depleted) will be stimulated with {1) pofysional aciivators [cross-inking
antbodies against CD3 and CO28), (2) solutle HepB anugen, and (3) peplises comesponding to Hepd.
Cytoking production In CD4° celis will be assessed by CFC, 35 descrined abave In AIm 1, to determine
whether antigen-specific stimulation ylelds a response that Is predominantly Thi or Th2 In type.

Leves of circulating Imimiun ogiobulr (1 & generated against HEPS vaccing. Established ELISAS
wil be Used 10 quanttate crculating levels of vacdne-nduced IgG1, 1932, 1933, 1964, and IgE relative 1o
toital Ig.

Interpretation of Results. This study wik relats the ratio of fetal 1o adult nalve T celis (TAT.) to & numbsr of
IMMmLUNE parameters associated with routine childhood Immunizations. in particular, It wil b2 of IMter=st to know
whather a high T, ratlo s associated with a higher propenslty towards a less effective “Immature” response
{e.g., @ Th2-predominant cytoking response to vacdne antigens and the predominance of less-mature,
antigen-speciic 1931, 1953, and IE compared 1o 19S2). Infants will b2 studied both cross-sectionaly as wel
as prospeciively, and we anticipate that the T T, ratle and measures of Immatwrity {especially a blas towands
a Th2 response) will decrease with age In fandem. The abllity of Tregs o suppress antigen-specific responses
against HepB will also be measwred. Given the hypothesls that T In the newbom generate tolerance fo
anﬂgena ﬂ‘E)’ encounter D!' Iﬂﬁlﬁﬂﬂg TI'EQ&, more rabuwst HEf.lB—G[F_‘m TI'Eg SLﬂpI'EB-\‘JﬂI'I wauld be EIDECE‘{'
In those children with a highes TeiT,, ratlo.

stafistical Analysis. These data will be analyzed In consLtation With Mostatistizlans In the Blostalistics
Consultation Senvics, associated with the UCSF CTSI (see attached letier of suppert from Dr. Peter Bacchetti,
The sample slze that has been chosen will detect 3 35% difference In cyickine production, with a study power
of 0.6 and signifcance level of 0.05. The statistical approach wil se an ANCOVA-ype Inear motel approach
for ach outcome varlable. Some data may be longhudingl 38 well 35 cross-sectional and we will Incude
random effects %0 account for within-subjsct comelation. We will explors appoaches that freat age as
cOnUnUOUS, In particulas, e Lalrd-Wars repeatsd measures model If the measurss exhibnt sirong skewnsss
or outlying values, we will atempt 1o transfom the outcome (2.9, log-transfarmation) 1o mitigate these Ssues.
It thils 5 nat adequate, we wil compare the grouPs USING NON-paramietric (e.g., rank based) mathods.

Potential Pitfallz and Altsrnative Approaches. The primany challenge In tis study |5 that of recruling and
retaining S0 patlents over an 18-manth period. Given the experience of our collaborator, Dr. Shannon Thyne,
we belleve that this goal s aftalnable. The Birth Center at SFGH delvers 1250-1300 Infants yearty, all of whom
are under the care of the Divislon of Neonatology, In which Dr. Burt {an MD Invesiigator In the PI's [ who wil
be working on this study) Is an atiending physician, He will thersfors have the aolify to recrult patients (under
our CHR-approved prodocod) as they are agmited to the hospltal In labos. Furthemmore, In previous studies.
carmed out through the Birth Center, members of the MeCune [ab have successfully recrulted simiiar numbers
of patients In 3 period of approximately one year. Approximately B0% of Infants born at SFGH recelve thelr
primary care In the Child Healtn Cenler at SFGH. If by three months of recrulment, we are nat meeting
expacied goals, this sbudy wil be extended to the Birth Center at UCSF, which has a similar dellvery rate and
where we also hawe CHR approval o recnult.
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have the experiise, l=adership, raining, =xperiize and motvation necessary bo successfully camy out the
proposed resaarch profect. | have m beosd bsckground In psychology, Wi speciic raining and expertise In
ethmographic and suney reseanch and sscondary datm anatysis on psychological expects of drug addicion.
My reseanch includes neuropsychologcal changes sssociabed with addichon. As Plor co-nve=sigator on
severn| university- and KH-funded grants, | lsid the groundwork for the proposed res=anch by developing
efecthe measures of disabllty, depressicon, and cther psychosocal fachors: releyant 1o the aging substance
abiser, and by estabilkhing sirong tes with community provders that il makbe It possible bo recrulk and rsck
perticlpanis over ime =5 documeni=d In the following publicabions. In addfion, | successfully adminisi=red the
projects 2.0, stating, research protections, budgety, colaborated with cther ressachens, and produced
several peer-rewiewed publications from each projec®. As 8 resul of these preyious experiences, | am ssane
of e Importance of freguent communication mnong project members and of consinactng & realistic eseanch
pian, timedine, and budpst. The current appdication bulds [oglcally on my grior amok. During 2005-2005 my
caresr was disrupted due to famiy oblgations. However, wpon retuming 1o the fieid | enediately resumed my
r=search profects and colizbors@ons and successfully compelted for KIH suppori.

1. Mepgde, RJ. B Humt, M.C. [2004). Ind=pandant hing, physical dsabiity and substance sbuss smang the
ekdery. Pxychokgy and Aging, 2304), 10-22

Z Hunt, M.C., Jensen, QL. & Crenshaw, W (2007). Eubstance sbuse and mental h=akh among communky-

dweling eiderty. Inbernatonal Journal of Gedeiic Fsychistny, T45), 1124-1135.

Hunt, MG, Wheched}, 8.4 & Mepnde, R (2D0E]. Predicting the substance-abuse ireatment needs of an

Bging popuiztion. Ameroan Joumal of Pubdlc Health, 4502), 235-245. PMCID: PMCES1E3252 Hunt, M.C.

Keyin. D.E. & Esbbek. D. 20055 Eran Imaging In methampheiamine sbezers across the fe-span.

G=rontoiogy, 4503, 122-145

[
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15SE-2000 F=low, Divisicn of Intramural Resaarch, Nafonal instiule of Drug Abuss, Bafhesda, MO
Z000-2002 Lecturer, Depariment of Pxychakogy, Middiebury College:, Midd sy, VT

200~ Comsuliant, Consésl Psychaloglcal Eervices, San Fmancsoo, TA

Z200Z-2005 Azsiztant Frofessor, Depariment of Psypchology, Washingon University, B1. Louls, MO
Azsociate Frofessor, Department of Psychology, Washingion University, B1. Louls, MO

00T
1955 BMember, Amarican Psychologlcal Assocabon

15eE- PMernber, Gerondoicglspl Sodety of America

15eE- Bdernber, Ammerican Geristrics Eoclety

200 Azsociste Edior, Faychakgy and Aging

2003 Boand of Advisors, Senkor B=ndices of Easi=m Missourd

Z003-05 N Pesr Review Commitbes: Psychoblclogy of Aging, ad hoc revieaer
200T-11 MH Risk, Aduit Addichons: Study Secticn, mesmbsers

Eonore

2003
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200

Quistanding Young Facuky Awnrd, Washingtcn University, B2 Lowis, MO
Excell=nce In Teaching, \ashington Univessity, St Louls, B0
Awvard for Besd In Inferdiscipinary Ethnography, imemationsl Ethnographic Soclety

o coouton wrer 4 CONTRIBUTION TO SCIENCE

1. My =ary publications dinectly S9dressed the fact that subsiance abuse Is often overiooked in cider aduls.
Howevwer, because many cider adulis weere ralsed during an era of Increased drug and aloohcl use, e
are reasons o believe that this wil become an Increasing Issus B3 e population apes.  These
publications found that oider aduls appear In 8 variety of primary cane s=1ings or se=k mental heafn
provldears o deal with ememing addichon problems. These publications document this 2merging problem
but guicde primary care providers and geriatric menial health proyviders bo recognize sympioms, ossess e
nature of T problem and 2pply e necessary Imerventions. By providing evidence and sienple dinical
Bpproaches, this body of weork as changed the standands of care for addicied oider adults and wil
continue bo provide assisance In relevant medical setings weil Inbe the fubure. | served as the primarny
Investigator or co-investigator in ail of these studies,

8. CrczinyEl 4, 3haf, B4, MEmgs, R, & Hunt, K.G. (200E). Communfy bassd participsiary
res=ach wih lalz-Be sddicts. Amercan Joursesl of Akcohol and Drug Abuss, 15{3), 333-238.

b. Ehaf B.M., Hunt M.C. Merpie R E eyl R C2003). Polcy Implcafions of pansfic
transmizsion of akcchol and drug abuse in female nonusers. Inkernaticnal Journal of Cvug Pollcy,
3D{5]. 45-5B.

C. Humi, M.C., Marks, AE., Bhafl, BN, Perpie, B, & Jens=n, J.L. (20304). Earty-He Tamiy and
community characiensfics and Iziz-iFe substance abuse. Journal of Applied Gemontology, 28(2),26-

d. Huni, M.C., Marks, AE., ¥eojud, ., Crenshaw, U & Bajgolan, A (2007). Community-basad
nbzrrenton straisgles for reducing akcohol and drug sbuss In the ekdsmy. Addichon, 108{5), 1438~
1508, PRICID: PRACSD00ESE

In addHicn be the cantributions described above, with & beam of colaborators, | directy documenied the
effectiveness of varous Imensenticn models for alder subsiance abusers and demonstraied the Importance:
cf sodal support metworks.  These studies emphasized conbexiual factors i Bhe efiokogy and malntznance
of addictive dizarders and the disrupdve poiznial of netanrks In substance abuse reatment. This bedy of
work also discusses the prevalence of alcchel, amphetiamine, and cpiokd abuse In oider adults and how
nebwerking approaches can be used fo mitigaie the afizcs of these disceders.
a. Huni, M.C., Wemyls, A & Jensen, JL. {2005} The =f=ct of sodal support metwonics on mobidHy
amaong =idery substanoe stbusers. Joumal of The American Gerlafrics Sockely, ST(4), 15-22.
b. Humi, WM.C., Pour, B., Marks, AE., MepGds. R & fansen, J.L. (2005} Aging out of methadons
treatment. Amsrcan Joumal of Alcohal and Drug Abuse, 1505], 134-145.

i

C Memme, R & Hunt, MU.C. (Z007). Randomized cinical trisl of cofnine It cider nicoine addichs. Age
ancl Ageing, 38(Z), 3-23. PMCID: FMCS002364

Methadone malm=nance has besn used bo st narcotics addicss for mary years bt | led research that
has show Tak over e long-berm, thase In methadone treatment view themsehes negatheety and they
gradiusily begin 1o view restment &5 an Intrusicn Into normal He,  Ederly nancolics users wers shown in
carefully constnacted ethnographic studles bo be espedally responshee to tallored soclal support nebworks
that alics trem bo eventualy reduce ther maintenance doses and move Into other forms of therapy. These
studies also demonsimie the polcy and commencial Impilcbons sssoedaisd whn Tese Andings.

[

8. Humf, M.C. & Jensen, JL. (2003} Morbidiy among sidery substance abusers. Journal of the
Gerialrics, S04, 4551

b. Hunt, M.C. & Pouwr, B. (2004} Methadone reatment and personal assessment. Journal Orug
Abuse, 45(5), 15-Z6.

C. Bemie RS Hunt, WL.C. Z00S). The use of varous nicotine dellvery sysiems by okdzr nicobine
sddicts. Joumal of Agzing, S4(1], 24-41. FMCIC: FMCS1 12204

d. Hunt, M.C., J=nsen, JL. & Repte R {Z00E). The sging addict afnographic profiles. of the eiderty
drug user KY, ¥ W Morton & Company

01 DASEsET Hunt (Fi} JR01M0E-08311E

Heaith trajeciones and behavicral Intersentions among okder subsance sbusers

The goal of this study Is 10 compere the =fizcis of teT substance abuse Inizrentions on heakn cutcomes In 2n
wrban populzbion of okder oplabe 2ddicts.

Rcle: Pl

01 MHEZETE e [Pl 121 E07-1130M 5

Ehysical disabiity, depression and substancs stuse in fhe sideny

The goal of this study is 10 denify disablfy and depression trajeciones and demographic Tachors associisd
with substance sbuss In an Independenty-Iving sidedy populbian.

Rale: Co-Imestigator

Faoulty Rescurces Gramt, Washingion Unrersity CEMS0S-0EM A5

Qplsts Addicion Databazs

The goal of this geoject s bo create an imzgmaied databass of demcgraphic, sacial and Homedical infcrmaticn
fior homeless opinte abusers In two wban Missour] locaiions, using 8 number of sizlz and kecal data sources.
Foie: Pl

Comoleted Recearsh Euooort

FZ1 AASSI0TE Hunt [Pl
Community-bassd inbervention for alcohl abuse
The goal of this project was 10 255255 8 community-bassd stemiegy for reducing alcohol abuse among ider
Indriduals.

Fole: Pl

01123113
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EJEMPLO BUDGET

RESEARCH & RELATED BUDGET - Budget Period 1

OME Number: 4040-0001
Date: 6302016

| Delete Peried_|

|Rumr:|-1 FOUNDATION OF HOSFITAL LA FE |

ORGANIZATIONAL DUNS:

BudgetType: [ 1Project (¥l SubawardiConsortium Budget Period: 1 Start Date: |[07/01/2016| End Date: |05/30/2017]

Enter name of On

Prefx Firat Middle Last SuMmx mmﬂw Cal. Acad Sum. m m{‘} qu;ﬂmm

ILIE‘- Il I_ | [ [ [ 2.00] [ | o.0] o.cq] 0.00
Project Role: |Pw91 |

[x e = | I [no [z [ a.00] | | 0.0 o.00] .00
Project ROIE: [postdoctoral ressascher |

| Add Additional Key Person |

Additionsl Hﬂurlbayl‘-‘srml | [ Aaa | [etete Attachment | | iew attschment | 1m“;m |:hm:m

Tots Senioray Person

B. Other Personnel

Humibsr of Requested Frl Fund
Paraonngl Project Role cal.  Acad.  Sum. Salary ($) mgm naqmw:lm

[ Post Doctoral Assoiates C I JC 11 I I |
Graduate Students
Undergraduate Students
Secretarial/Clenical
x I

Tomomerremomar [ ]
Total Salary, Wages and Fringe Benefits (A+B)

C. Equipment Description EQUIPM ENT

List iterns and dollar amount for item exceeding $5.000

Equipmant tham

[ votat number other parsonnai

.

| Add Additional Equipment |
Additional Equipmant: | | | moaatmcoment | [ Dot stzchment || wiew asachmen: |
Total funde requastad for all squipment lEstar In the attsched Tile
Totsl Equipmant
D. Travel * |BAyEL Funds Requested ($)
1. DomesSc Travel Costs | Incl. Canada, Mexico and ULS. Possessions) |
2. Foreign Travel Costs 2,500, 00]
Total Travel Cost 2,5m_m|

Funde Requasted (§)

1. Matenals and Supplies a

2, 500, 0

2. Publication Costs

. Consultant Services

ADPComputer Senaces

. Subawards/ConsortiumdContractual Costs

3,u|:-n.|:unl

. Alterabions and Rienovations

3

4.

5.

§. Equipment or Facility RentalUser Fees
7

8.

5

10. | |

Total Obher Mrect Costs 5, 500, 00

G. Direct Costs

Total Direct Costs (A thru F) |

Funds
B, 000 .0

H. Indirect Costs * INDIRECT COSTS

Indiract Cost Typa indirect Coet Rake %) Indirect Cost Base i$) Funds Requastad [§)

Iilum—w.lll negatiate. Foreign institutisn | ) | a,uun.unl sm.unl
Total Indirect Costs | 64 n.u:u:u|

Cognizant Fedaral Agency | |

iAgercy Name, POC Name, and  |[B28i8

POC Phone Mumber)

I. Total Direct and Indirect Costs Funds Requested

Total Direct and Indirect Institutional Costs (G + H) | B, 640.0)

J. Fee

HIME]_l

BUDGET JUSTIFICATION

K. Justification

{Omiy atacn one e ) |

|| amstoenment || oeiete Atecment || view Atmcnment |
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BUSQUEDA DE LA APLICACION TELEMATICA

Department of Health and Human Services

Part 1. Overview Information

Participating Organization(s) Mational Institutes of Health (MIH)

Components of Participating Mational Cancer Institute (NCI)

Organizations

Funding Opportunity Title NCI Small Grants Program for Cancer Research (NCl Omnibus R03)

Activity Code RO3 Small Grant Program

Announcement Type Reissue of PAR-12-144

Related Notices o NOT-OD-16-004 - NIH & AHR QAnnounce Upcoming Changes to Policies, Instructions and Forms for 2016 Grant Applications (November 18,
2015)

« NOT-0D-16-006 - Simplification ofthe Vertebrate Animals Section of NIH Grant Applications and Confract Proposals (November 18, 2015)
« NOT-0D-16-011 - Implementing Rigor and Transparency in NIH & AHRQ Research Grant Applications (Movember 18, 2015)
o Juned 2014 - Notice NOT-14-07 4 supersedes instructions in Section 1.3 regarding applications that are essentially the same.

Funding Opportunity Announcement PAR-14-007
(FOA) Number
Companion Funding Opportunity PAR-15-340, R21 Exploratory/Developmental Grant

PAR-13-146, B 21 Exploratory/Developmental Grant

Number of Applications See Section [l 3. Additional Information on Eligibility.

Catalog of Federal Domestic Assistance 93.303, 93.304, 93 305 03.396,93.399
(CFDA) Number(s)

Funding Dppurtl_lnity Purpose This funding opportunity announcement (FOA), issued by the National Cancer Institute (NC1), ofthe National Institutes of Health (NIH) supports small
research projects on cancer that can be carried outin a short period of time with limited resources. The R03 grant mechanism supports different types of
projects including pilot and feasibility studies; secondary analysis of existing data; small, self-contained research projects; development of research
methodology; and development of new research technology.
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BUSQUEDA DE LA APLICACION TELEMATICA

Section IV. Application and Submission Information
Applicants must download the SF424 (R&R) application package associated with this funding opportunity using the “Apply for Grant Electronically”™ button in this FOA or following the directions provided at Grants.gov.

2. Content and Form of Application Submission
Guide is required and strictly enforced. Applications that are out of compliance with these instructions may he delayed or not acce pted for review.

For information on Application Submission and Receipt, visit Frequently Asked Questions — Application Guide. Electronic Submission of Grant Applications.

1. Requesting an Application Package
Itis critical that applicants follow the instructions in the SF424 (RER) Application Guide, exceptwhera instructed in this funding opportunity announcement to do otherwise. Conformance to the requirements in the Application

GRANTS.GOV
APPLICANTS: APPLY FOR GRANTS
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Search Grants

l

APPLY STEP 1;

Download
Application

Complete
Application

Complete

Workspace

STEP 4:

Track Application
Package Submission
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BUSQUEDA DE LA APLICACION TELEMATICA

HELP MANAGE SUBSCRIPTIONS REGISTER LOGIN

Grant Opportunities ¥ Enter Keyword. ..

GRANTS.GOWV™

LEARN GRANTS SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-5YSTEM FORMS OUTREACH SUPPORT

GRANTS. GOV ESearch Granfs
BASIC SEARCH CRITERIA: Search Tips | Export Results
:E‘g."r'p:-"-::i:i SORT BY: [Posied Dake |Descending) T || Update Sort DATE RAMGE: |A¢Avaiaoie * || Update Date Range |
C“:-:.:c-"..i".y 1 - 25 OF 2408 MATCHING RESULTS: « Previous 23456 ... 87 Nextw
Numiber:
CFDA: Funding Opportunity Mumber Opportunity Titke Agency | |Close Date
o NNH1GZDADDIN-PO ROSES 2016: Physical Oceanography 0 3052016
SEARCH COCRFAIP16-1B0EFPHFIG PPHF 2016: Increasing HPY Vaccine Coverage by 0BIT4IZ016
Strengthening Adolescent AFLX Activities, Financed in Part by Control - NCIRD
COPPORTUNITY STATUS: 2015 Prevention and Public Health Funds
B Per RFA-AG-1T-D0T Limited Competition: Casnorhabd Mational Institutes of| OH0272018 |07 2852018
Closed (2 Program Data Coordinating Cen =alth
Archived (32 537) HH5-2018-ACF-OCS-ET-1128 Community Services Block Grant {CS5BG) Training amd Administration for | 002016 |0TI01F2016
Technical Assistance (TITA) Program: Regional Performance Children and Families
and Innowvation Consaortium {RPIC) OCS
- FUNDING INSTRUMENT TYPE: HHS-2018-1HS-HPR-DDO1 Medical Professionals Recruitment and Continuing Education 002016 | (B/2Tr2016
® All Funding Instruments Frogram
Cooperative Agreement (B42) DE-FOA-DDD 1485 EMabling Extreme Realtime Grid Integration of Solar Energy Golden Field Office | 0022016 | DB/2672016
Grant {1,680) {ENERGISE)
b (B ' OWC-2016-0352 OVG FY 16 Improving Outcomes for Child and Youth Victims of | Office for Vietims of | 080252016 | 082002018
T S Human Trafficking: A Jurisdiction-wide Approach Crime
Procurement Contract {53) - S B —— = e — ——
TREAS-GRANTS-052017-00 Lowi Income Taxpayer Clinic Lowr Income DR02r2016 | 08202016
Taxpayer Clinic
- ELKEIBILITY: ILITC)
¥ All Eligibilitizs Fi13AS0D184 Fish and Wildlife DEDZrZ0 16
Cit tons srnments (1 OIE) Service
City or towmship governments {1,028) - : e
— e C30G-C500P53-16-001 Burzau of Conflict | 002016 |DG032016
LOUnTy governments | D41} Sizhilzation
Far profit organizations other than sma Operations
businesses {Bi4) - F18ASDD 185 Karner Blue Butterfly Assisted Migration in Western Wisconsin Fish and Wildlife Oe/02r2016 | De/OEv2018
Indarandant cohenl distrints (OT Service
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HELP MANAGE SUBSCRIPTIONS REGISTER LOGIN

Grant Opportunities ¥ Enter Keyword. ..

GRANTS.GOWV™

LEARN GRANTS SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-5YSTEM FORMS OUTREACH SUPPORT

GRANTS. GOV Search Grants

VIEW GRANT OPPORTUNITY

#, PAR-14-007 PR
MCI Small Grants Program for Cancer Research (NCI Omnibus R03)
S Department of Health and Human Services
i National Institutes of Health
snorss | versoussro | reeo coowers (I
Print Package List e

Select Grant Opportunity Package

READ BELOW BEFORE YOU APPLY FOR THI§ GRANT!

‘- Before you can view and complete an application package, you MUST have Adobe Reader installed. Packages are posted in Adobe Reader format. You may receive a validation error using
incompatible versions of Adobe Reader. To prevent a validation error, it is now recommended you uninstall any earlier versions of Adobe Reader and install the latest compatible version
of Adobe Reader. If more than one person is working on the application package, ALL applicants must be using the same software version. Click for more information on Adobe Reader

Comipatibility.
Below is a list of the Opportunity Package(s) currently available for the Funding Opportunity
Click the corespending link to continws.
CFDA Compstition 10 Compstition Tl Oppontunity Fackags |0 Opening Date Closing Dats Workspace | 4 pons
= B B = ~ppo ¥ Fackags ~pening = = o = S:-n1pa1ibl5-
FORME-C Forms-C PKG001E0050 01/28/20 14 05/05/2016 Yes
FORMS-D L PKGOIZZI020 052812016 01052017 Ve

May 25, 2018

DR E-MAIL
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Option 1: Download Instructions and Package QOption 2; Create a Grants.gov Workspace

Dowmload Instrwctions and Package by clicking the appropriate button belows Instrections will Login to create 3 Whrkspace, whers your crganization’s applicants can download, complete,
open directly in your browser and can be saved to your computer. Packages must be saved and wpload individual forms of an opportunity package.

dirsctly to your computer. You do not need Intemet access fo read the Instructions or the Learn mare about Workspaces »

FPackags once you save them to your computer,

| Download Instructions » | | Login for Workspace Features »

| Download Package » | -

Application Guide: FORMS-D
http://grants.nih.gov/grants/How-to-Apply-Application-Guide.htm
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DOCUMENTOS
solicitud NIH:

#

o ——— Grant Application Package

Opportenity Tithe: |H.‘.: Smmll Grantm Frogram for Cancsr Aesasnrcch (HCT ul:.'.q

Mandatory | Sa

SF424 (R & R)

PHS 398 Cover Page Supplement

Research And Related Other Project Information

Project/Performance Site Location(s)

Research and Related Senior/Key Person Profile (Expanded)

PHS 398 Research Plan

Optional

[X] Research & Related Budget

[l R &R Subaward Budget Attachment(s) Form 5 YR 30 ATT

[ PHS 398 Modular Budget

IX| PHS 398 Inclusion Enroliment Report

IX| PHS Assignment Request Form

Ihmmmwmuuumummuumdﬂ Ill-lﬂlﬂlllﬂhlﬂllﬂl bfﬂ:ll-ﬁn-i
Sfancal” bulon ol the lop of Bils scneen. You will ean seed b locabn the oorec] Fedenl furding arsd
T aoply.

Dr. Ana VP Blanco
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Select Forms to Complete
Mandatory Save Save & Submit Check Package for Errors
SF424 (R & R)
PHS 398 Research Plan
PHS 398 Cover Page Supplement
Eesearch and Eelated Senior/Key Person Profile (Expanded)

Research And Related Other Project Information

Project/Performance Site Location(s)

-

Usuario y contraseina AOR en Grants.Gov

Dr. Ana VP Blanco
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Required Application Instructions

It is crtizal that applicants follow the instructions in the SF424 [R&R) Application Guide, except where instructed to do otherwise (in this FOA orin a Motice from the MH Guide for Grantz
and Contractz). Conformanee to all requirements [both in the Application Guide and the FOA) is required and strictly enforced. Applicants must read and follow all application instructions
in the Application Guide as well a5 any pragram-specific instructions noted in Section V. When the program-specific instructions deviate from those in the Application Guide, fallow the
program-specific instructions. Applications that do not comply with these instructions may be delayed or not accepted for review.

There are several options available to submit your application through Grants.gov to MIH and Department of Health and Human Services parners. You must use one of these

submission aptions to acoess the application forms for this opportunity.

1. Use the MIH ASSIST system to prepare, submit and track your application online.

Apply Online Using ASSIST

2. Use an institutional system-to-system (525) solution to prepare and submit your application to Grants.gov and eRA Commons to track yvour application. Check with your institutional
offizials regarding availability.

3. Go to Grants.gov to downlosad an application package to complete the application forms offline or create & Waorkspace to complete the forms online; submit your sapplication to

Grants.gov; and track your application in eRA Commons.

Leam more about the various submission options.
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Home > Apply for Grants > Confirmation

Confirmation

Thank you for submitting your grant application package via Grants.gov. Your application is
currently being processed by the Grants.gov system. Once your submission has been processed,
Grants.gov will send email messages to advise you of the progress of your application through the
system. Over the next 24 to 48 hours, you should receive two emails. The first will confirm receipt
of your application by the Grants.gov system, and the second will indicate that the application has

either been successfully validated by the system prior to transmission to the grantor agency or has
been rejected due to errors.

Dr. Ana VP Blanco
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E-mails a AOR, SO y PI

A 4

1) Submission Receipt: An e-mail is sent indicating your application has been
received by Grants.gov and is currently being validated.

2) Submission Validation Receipt: An e-mail is sent indicating your application
has been received and validated by Grants.gov and is being prepared for Grantor
agency retrieval.

3) Grantor Agency Retrieval Receipt: An e-mail is sent indicating your application
has been retrieved by the Grantor agency.

4) Agency Tracking Number Assignment for Application: An e-mail is sent
indicating your application has been assigned an Agency Tracking Number. In
Grants.gov, a status of Agency Tracking Number Assigned also indicates that NIH
has processed the application without identifying any errors and an assembled
application image is available in eRA Commons for viewing.

Chequear status en
eRA Commons y Grants.gov

Dr. Ana VP Blanco
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f Health & Human Services £ www.hhs.gov

=Nk Pl
Commons { ), Institution: RESEARCH FOUNDATION OF/HOSPITAL LA FE
A program of the National Institutes 0@ Roles: PI

Logout | Contact Us | Help

@Ik Admin Institution Profile  Personal Profile Status ASSIST Prior Approval RPPR xTrain xTRACT Admin Supp eRA Partners Non-Research

Welcome to the Commons

0 System Information Message

Welcome
All systems are currently available.
What's New
; . « MNewin RFFR
Institution: RESEARCH FOUNDATION Commons allows you to perform the following activities below based on the privileges associated with this « MNew Service Desk System
OFHOSPITAL LA FE profile:
Roles: Fl

» Administration - Allows you to assign a delegate to perform system and accounts maintenance more...

Commons Resources

eRA Service Desk « Institution Profile - Enables you to view and update institution information more...

s Freqguently Asked Questions
» Hours: Mon-Fri, 7AM-8PM « Personal Profile - Allows you to update your personal information. Please periodically review your profile to = LatestRelease Mofes
EDT/EST ensure accuracy of information submitted more... « Commaons Login Tutarial
« Web: « Commons Support Page
hito:Jarants.nih.gov/support « Status - Allows you to check the status of grants and applications that have been submitted mare... = £RATraining
« Toll-free: 866-504-0552 , , , . » UserGuides o
« Phone: 301-402-T460 = RPPR - Allows you to review the information needed o complete a progress report. See RPPR Information and « Grantee Organization Reqistration
Submitting Progress Reports. « eRA Website _
Contact initiated outside of business hours « Applying Electronically
via Web or voice mail will be returned the « XTrain- Enables you in a Trainee or S0 role to confirm the information that you have submitted for a Trainee
next business day. role type more...

» Internet Assisted Review (IAR) - Allows reviewer to submit critiques and preliminary scores for applications Additional Links

they are reviewing more... « £RA Contacts

« RePORT

Dr. Ana VP Blanco
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) A Electronic Research Administration
A program of the National Institutes of Health

Home Admin Institution Profile Personal Profile Status | ASSIST Prior Approval RPPR  xTrain xTRACT Admin Supp eRA Partners Non-Research

« Return to PI

&)

Notes & Tips:
« Important: The NIH provides the JIT {Just in Time) link in the Commons for scored applications. Please await instructions from the NIH on whether to complete this information

The following list of applications/grants represents a result of the search by Grants.gov Tracking # or a complete list of all your applications/grants. If you do not see a complete list of your applications/grants,
please click List of Applications/Grants menu tab again.

i

Status Result - List of Applications/Grants @ @ Fiat Vew
R21CA200740 ©  01/01/2016 - 12/31/2017 , -
(Project Period) (PDIPI) @
Grants.gov eSubmission Current Application  Status Available
Appli ID  Tracking# Proposal Title PD/PI Name Status Status Date Actions @
1R21CA200740- GRANT11829991 Submission 07/22/2015 | JIT || Inclusio
01 Complete

Dr. Ana VP Blanco
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Contacts Status Information g of Health
Filter x
Administration: Scientific Review AdministratonSRO)) Expand Al Collapse Al m
Name: MEEKER, TIMOTHY C 1R21 CA200740-01
Phone: 240-276-6464
Email: meekert@mail.nih.gov Status: Scientific Review Group review completed: Application Project Title:

was Mot Discussed. Refer any questions to Program Official.

Pl Name: NIH Appl. ID: 2011000 Application ID: 1 R21 CA200740-01
Administration: Program Cfficial(PO) ame PP pplication

Name: Kendapaka, Sudhir B
Phone: 240-276-5365

Email: kondapas@mail.nih.gov @ Status

Status: Scientific Review Group review completed: 10-90 P ri o rity SCO re

Latest Update
Last Status Update Date: 07/22/2015

Application Source: Grants.gov

FOA: [PAR13-146] - NCI Fl Name: Institution Name: RESEARCH FOUNDATION OF THE NIH Appl. 10: 2011000
EXPLORATORY/DEVELOPMEMNTAL RESEARCH GRANT HOSPITAL LA FE

PROGRAM (MCI OMMIBUS R21)

eR4 Semvice Desk Department Name:

Hours: Mon-Fri, 7TAM-3PM EDIT/EST Proposal Receipt Date: 02/06/2015 Proposal Title:

Web: hitp://grants.nih.gowsupport

Tol-free: 866-504-3552 late:

Phone: 301-402-7469

Contact initiated outside of business hours via Web or veice Application Source: Grants.gov eApplication Status: Submission Complete

mail will be retumed the next business day.

FOA: [PAR13-146] - NCI EXPLORATORY/DEVELOPMENTAL RESEARCH GRANT PROGRAM (MCI OMMIBUS R21)

Dr. Ana VP Blanco
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& Other Relevant Documents

e-Applic ation

Summary Statement

eSubmission Cover Letter

@ Additions for Review

Document Event Log

@ Review

Application

Award Document Number: RCAZ00T404

FSR Accepted Code: N

Snap Indicator Code:

Impact Score:

Percentile:

Earhr @fama Invastimatar Elimiklas

Financiacion USA: NIH. m)

National Institutes
of Health

Study Section Advisory Council (AC)

Scientific Review Group: ZCA1 RTRB-E (D1)
Council Meeting Date (YYYY/MM): Dnis/M4n

Meetinn Nate: 07217015

Study Roster: View Meeting Roster

Dr. Ana VP Blanco
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Summary statement example

SUMMARY STATEMENT
PROGRAM CONTACT: [ Priviteged Communication ) Release Date: 06/156/2010

Application Number: 1 R01 AN0S2571-01
Principal Investigator

Applicant Organdization: _

Review Group: ZRG1 IDM-R (03)
Center for Scientific Review Special Emphasis Panel
Member Conflict: Viruses

Meeting Date: 05/26/2010 RFA/PA: PA10067
Counclli: OCT 2010 PCC: M34A
Requested Start: 12/01/2010

Project Title: Structural controls of functional receptor and antibody binding to viral capsids

SRG Action: Impact/Priority Score: 20  Percentile: 7 #
Human Subjects: 10-No human subjects involved
Animal Subjects: 30Vertebrate animals Involved - no SRG concems noted

Project Direct Costs Estimated
Year Requested Total Cost
1
2
3
4
5
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Redaccion de la propuesta

g & @? TIMELINE

Planificacién  Escritura Envio de la

propuesta a
través de
Grants.gov

PLY Recepcion y remision:
Mes 1-3 alim Asignacion de la propuesta
a revisores especificos.

Proceso de revision:

3 2 & Dos niveles de revision,
Mes 6-8 s asignacion de nota (10-90), Mes 9-12 &
Summary Statement (documento
de criticas de revisores). L.
Proceso de resumision:
@ Contacto con NIH para
condiciones de resumision,
Proceso de concesidn: Re-escritura del proyecto
Mes 9-10 Notificacion del premio, subsanando criticas de
Ajustes administrativos. Revisores.

Dr. Ana VP Blanco
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Program Official

1) Preliminary Review by the NIH Institute or Center (IC): Once an application has scored well in peer review and is being considered for
funding, the IC reviews the application for a number of other considerations, including alignment with NIH's funding principles, review of
the project budget, assessment of the applicant's management systems, determination of applicant eligibility, and compliance with

public policy requirements.

2) Collection of Just in Time (JIT) Information: After NIH releases priority scores, NIH sends an e-mail requesting Just-in-Time (JIT)
information for grants within the competitive range for possible funding. This notification, sent to the PD/PI, is NOT a Notice of Award,
nor should it be construed as an indicator of possible award. JIT information requested include:

- other support

- certification of Institutional Review Board (IRB) approval

- certification of Institutional Animal Care and Use Committee (IACUC) approval
- human subjects training certification for all key personnel

JIT information must be submitted for NIH review and evaluation prior to making an award.

Dr. Ana VP Blanco
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Program Official

3) Negotiation of Competing Award: Initial peer review recommendations, Overlaps, Level of effort: Program and grants
management, Budget/programmatic modification.

4) Award Process: Notice of Award (NoA), the legal document issued to notify the grantee that an award has been made
and that funds may be requested from the designated HHS payment system or office.

5) Accepting the Award: The grantee accepts an NIH award and its associated terms and conditions by drawing or

requesting funds from the Payment Management System or upon the endorsement of a check from the US Treasury for
foreign awardees.

Dr. Ana VP Blanco
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Notice of Award
L~ SMALL BUSINESS INNOVATION RESEARCH PROG ~ Federal Award Date:  05/19/2017 (NIH)Y
H Department of Health and Human Services >
: National Institutes of Health f
\"Nb
NATIONAL INSTITUTE OF MENTAL HEALTH
o Fecha de expedicion mas
Grant Number: 2R44MH093334-08A1 N2 beca .
reciente

FAIN: R44MH093334 ‘
Gregory John Gage, PHb. FAIN: N2 identificacion de adjudicacion federal.
Project Title: Backyard Brains: Bringing Neurophysiology Into Secondary Schools

Dr. Gage, Gregory John
CEO
308 1/2 S. State Street

Ste 35
N OA Ann Arbor, MI 481042432 ) |
Award e-mailed to: hello@backyardbrains. Periodo presupuestal.

Period Of Performance:
Budget Period: 05/19/2017 — 04/30/2018

Project Period: 06/10/2017 - 04/30/2020 Periodo del proyecto.
Dear Business Official:

Cantidad concedida.
The National Institutes of Health hereby awards a grant in the amou “Award

Calculation” in Section | and “Terms and Conditions” in Section Il) to Backyard Brains in support
of the above referenced project. This award is pursuant to the authority of 42 USC 241 15 USC
638 42 CFR 52 and is subject to the requirements of this statute and regulation and of other
referenced, incorporated or attached terms and conditions.

Acceptance of this award including the “Terms and Conditions” is acknowledged by the grantee
when funds are drawn down or otherwise obtained from the grant payment system.

Dr. Ana VP Blanco
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IMPORTANTE: Certificaciones y seguros tras el NoA WP

v Se debe seguir las politicas de becas NIH: Grants Policy Statement.
https://grants.nih.gov/grants/policy/nihgps/nihgps.pdf

v’ Se debe seguir los Terms and conditions del NoA.

v" Code of Federal Regulations 45 CFR 46.

v" Informe anual ORI (conductas inadecuadas en la investigacion): 42CFR 93, Subpart C.
http://www.ori.dhhs.gov

v' OLAW: Garantia para uso de animales laboratorio. http://grants.nih.gov/grants/olaw/
v" FWA: Garantia para uso de sujetos humanos. http://www.hhs.gov/ohrp
v IRB: comité de ética en USA.

IMPORTANTE: tan pronto como un investigador gaste $1 ddlar, se da por hecho que se acepta la ayuda.

Dr. Ana VP Blanco
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IMPORTANTE: Informes de seguimiento

v" INFORMES (eRA Commons):

v" RPPR (Research Performance Progress Report)
v FFR (Financial Reporting, SF 245)

v" Politica Open Access http://publicaccess.nih.gov

1.5, Department of Health & Human Services
Electronic Research Administration
> > /
e IR A

Commons ))

Health
Home Admin Institution Profile  Sta
Reports

: ot Assisted Review
Regenerate PDFs
FFR Details ©

£ www.hhs.gov

Weicome: John Q Doe
0: JOMNQDOE

©

Institution: National institutes of Health

Roles: NCAA OFM
xTrain  eRA Partners

Logout | Contact Us | Help
Grant Number 5SR13CA123456.-05 1- 1out of Trecords

FERFSR New
Search
Prev 1 Next
FFR Created Date FfFRStatws |
0212512013

Received

View

Dr. Ana VP Blanco
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IMPORTANTE: Certificaciones y seguros tras el NoA

APLICACIONES Y FORMULARIOS

FECHA DE ENTREGA

Informe de avances en el desempeio de
la investigacion (RPPR)

60 dias antes de la fecha de inicio del
siguiente presupuesto (anualmente)

Informe financiero federal FFR SF425
(anual)

Informe financiero federal FINAL

90 dias después de que termine el
trimestre natural en el que termine el
periodo de presupuesto (anualmente)

120 dias después de la fecha de
finalizacion del periodo del proyecto

ORI

Anualmente

Aprobacion IRN

Garantia FWA

Se renueva anualmente

Se renueva cada 3 anos

Garantia OLAW

Se renueva cada 5 anos
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v Research Performance Progress Report (RPPR): anualmente a través de eRA Commons.

Accomplishments
What were the major goals and objectives of the project?
What was accomplished under these goals?
What opportunities for training and professional development did the project provided?
How were the results disseminated to communities of interest?
What do you plan to do during the next reporting period to accomplish the goals and objectives?
Products
publications, conference papers, and presentations
website(s) or other Internet site(s)
technologies or techniques
inventions, patent applications, and/or licenses
other products, such as data or databases, physical collections, audio or video products, software, models, educational aids or
curricula, instruments or equipment, research material, interventions (e.g., clinical or educational), or new business creation.
Participants and Other Collaborating Organizations
Impact
Changes/Problems
Changes in approach and reasons for change
Actual or anticipated problems or delays and actions or plans to resolve them
Changes that have a significant impact on expenditures
Significant changes in use or care of human subjects, vertebrate animals, biohazards, and/or select agents
Budgetary Information
Dr. Ana VF Blanco
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v" Financial Reporting FFR (Institutional Requirement): anualmente a través de eRA Commons

FEDERAL FINANCIAL REPORT
{Foliow farn Instructions)
1. Fedaral Agency and Organizafional Elemant 2. Fadaral Grant or Other idantifying Mumber Assigned by Faderal Agancy Page af
o Which Report i Submitted {To report muliple grants, use FFA Attachment) 1

3. Recklent Organization (Name and complete acdress incuding Jp aodel

4a. DUNE Number 40, EIN 5. Reciplant Acoount Number ar ldemifying Numibar &. Raport Type 7. Basis of Acoourting
T Eipls grants, FFA Amach

(Ta repont mukiphs gr [ achmant) P Quaterly

& Sami-Annual
© Anmual
 Final r Cash ¢ Accrual

8. ProjectiGant Period & Aeporting Period End Dale
From: {Manth, Day, Year) To: (Mangh, Day, Year) {Month, Day, Year)

10 Transactions Cumuiative

(Use Ines 3-c for singie or mumiple grant fEporng)
Faderal Cash (To report grants, also use FFR Aachment):
a Cash Recaipts
b_Cash Disburssmants
o Cash on Hand (ine a minus b)

REPORTING

Faderal Expanditures and Unobligated Balanoce:
d. Taotal Fedaral funds authorized
& Faderal shames of expencitures
. Federal shame of unbguidaled obligations
g Total Fedaral shars (sum of lines & and 1)
h_Linobiigated balance of Federal funds (ine d minus gj

L Total recipient share required

| Recipient share of expenditures

k. Hemnlnlnqmclphrt snan o be prowided fine | minus j)
Program Incoma:

| Total Federal program income sarned

m._Program inoome expended in accordance with the deduciion allemative

n. Program ircome axpended in acoordance with S addition altemative
0. Unexpended program income (line | minus bne m or line nj
o Typa . Rale c. Perfcd From |Parcd To. |d. Base 2. Amcunt Chasged L. Faderal Ehara

11, indinsct
Expersa

g. Tosals:
12, Remarks: AS3ch any SxpEnations 0eamed Necassaly of ITOMSNon reaulied by Fecersl Soonsarng a0sncy N COMOUance Wt Qoveiming EmsEoen.

13. Certification: By signing this report, | certify to the best of my knowledge and bellef that the report is true, complete, and accurate, and the expenditunes,
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v" Financial Reporting (Institutional Requirement): anualmente a través de eRA Commons

Federal Expenditures and Unobligated Balance:
d. Total Federal funds authorized
Federal share of expenditures
Federal share of unliquidated obligations
Total Federal share (sum of lines e and f)
Unobligated balance of Federal funds (line d minus g)

=@ [ |o

10d. Enter the total (cumulative) authorized award amount for the budget period covered by this report.

(ex. Year 1 authorized amount- $200,000, Year 2 authorized amount- $200,000 =Total Federal funds authorized- $400,000)

10e. Enter the amount (cumulative) of expended funds.

(Ex. Year 1 expenditures- $150,000 Year 2 expenditures- $150,000 = Federal share of expenditures- $300,000)

10f. Enter the amount (cumulative) of unexpended obligation as of the reporting period (FFR) end date. Unliquidated obligations are
expenses that have been incurred but have not been paid out as of the end of the reporting period.

10g. Enter the (cumulative) sum of lines (10e + 10f). This will equal the total federal funds spent and obligated as of the reporting period
date.

(Ex. 10e- $300,000 + 10f- $50,000 = Totals Federal Share- $350,000)
10h. Subtract line (10d - 10g) and enter the difference. This will equal the total unobligated federal funds, and would be the amount
available to carryover in the following year. (ex. 10d- $400,000 - 10g- $350,000 = Unobligated balance- $50,000)
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v' EJEMPLO Financial Reporting:

v'3-year grant
v'Beneficiario recibe $200.000/year
v El beneficiario reporta de unliquidated expenses:
= Year 1: $35.000
= Year 2: $5.000
v El beneficiario reporta Expenditures:
= Year 1: $150.000
= Year 2: $180.000
= Year 3: $205.000
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v' EJEMPLO Financial Reporting:

Federal Expenditures and Unobligated Balance; YEAR 1 Federal Expenditures and Unobligated Balance:
d. Total Federal funds authorized = 200.000S d. Total Federal funds authorized
e. Federal share of expenditures e. Federal share of expenditures
f. Federal share of unliquidated obligations f. Federal share of unliquidated obligations
g. Total Federal share (sum of lines e and f) g. Total Federal share (sum of lines e and f) .
h. Unobligated balance of Federal funds (ined minusg) = 15.0008 h. Unobligated balance of Federal funds (Ined minusg) = 30.000$

Federal Expenditures and Unobligated Balance; YEAR 3
d. Total Federal funds authorized = 600.000S
e. Federal share of expenditures = 575.000S
f. Federal share of unliquidated obligations = 0$
0. Total Federal share (sum of lines e and f) = 575.0005
h. Unobligated balance of Federal funds (Ined minusg) = 25.000$
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Formm Approved Through 10/31/2018
OMB Mo. 0825-0002
DHHS Grant or Award Mo,
Department of Health and Human Services
Final Invention Statement and Certification
{For Grant or Award)

v’ Cierre del proyecto.

A. We hereby cerify that, to the best of our knowledge and belief, all inventions are listed below which were

conceived and/or first actually reduced to practice during the course of work under the above-referenced
DHHS grant or award for the period

Required closeout reports include:

through
onginal effective dafe date of terminafion
F | na I F F R EXpe n d itU re d ata B. Inventions (Mote: If no inventions have been made under the grant or award, insert the word “WONE™
. under
FI nal progress report MAME OF INVEMTOR TITLE OF INVENTION DATE REPORTED TO DHHS
Final Invention Statement and Certification

Final population tracking data when applicable

(Uge continuation sheet if necezsary)

C. Signature — This block must be signed by an official authorized to sign on behalf of the institution.
Title

MName and Mailing Address of Institution
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Sistema de gestion de pagos of Health
Payment Management System (PMS) PMS Webinar: PMS_Training@psc.hhs.gov

v Registro:
= Formulario de registro normalizado (SF-1199A):
= Carta bancaria internacional
= Formulario de acceso al PMS

Standard Form 11594 (EG) -
(Rev. June 1987) ) OME Mo. 1510-0007

Prescried by Tres:
e DIRECT DEPOSIT SIGN-UP FORM i
Treasue Dest O 1078 SAMPLE International Bank Letter
DIRECTIONS - P
{International Organizations Only)
= To sign up for Direct Deposit, the payee is to read the back of this form and fll in the information requested in Sections 1 and 2. Then take or mail this lon must be on the International Bank Letterhead with an 1zed sigmature
form to the financial nstitution. The financial institution will verify the information in Sections 1 and 2, and will complete Section 3. The completed
form will be retumed to the Govemnment agency identified below. )
§ i TO:  HHSPayment Management Services .
= A separate form must be completed for each type of payment to be sent by Direct Deposit. Please pnnt or (ype
* The claim number and type of payment are printed on Government checks. (See the sample check on the back of this form ) This infarmation is alsa DATE:
stated on beneficiary/annuitant award letters and other documents from the Government agency. FROM:
* Payees must keep the Government agency informed of any address changes in order to receive important information about benefits and to remain o D Establish New User Access D Update Existing User Contact Information: Current PMS Usemame
qualiied for payments. EE:  Cumency Account Instractions - United States Dollars (USD)

SECTION 1 (TO BE COMPLETED BY PAYEE)

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Program Suppart Canter

Payment Management System Access Request
***Must be competed comectly and in its entirety in order to be processed™

Action(s) Requested {Select only ane)

[] Change Existing User Agcess: Current PMS Username

A NAME OF PAYEE (last, firsf, middle initi - Remittances can be gffected to the following account as follows:
flast, first, mi initia) D TYPE OF DEPOSITOR ACCOUNT [[] CHECKING [[] SAVINGS [[] Deactivate User Access: Current PMS Usemame if not known. print or type first and last name of person ta be deactivated and
lete sections 1, 2 and 5 bek
E DEPOSITOR ACCOUNT NUMBER Bemeficiary Bank Information ComplEie sections 1, 2 and S below
I (T T I ITIIT1T] Bman o
Bensficiary Customer A'C No
Ty STATE ZIF CODE F_TYPE OF PAYMENT (Check only one) Account with nsdnution — -
=i [sscia Seeutty []Fea Satarynan Cotian Pay ﬂm“ﬁ e e 1. Name of Institution/Organization
] Securty Income I, Actve BAN
TELEES?:ESJ[L}I;‘EIER [ ]Rairoad Retrement [, Retire.
] st sesvice Ratirament (OPM) [CJwsubor 2. Payee |dentification Number(s) (PIN) if not known, list EIN:
B NAME OF PERSON(S) ENTITLED TO PAYMENT ["]vA Compansation or Pension [Joter Comespondmg US Bank Information
ispecty) Intermediary Instirdon in US
C CLAIM OR PAYROLL ID NUMEER G THIS BOX FOR ALLOTMENT OF PAYMENT OMNLY (if i Address . Is the action requested for all accounts associated with this PIN(s) or EIN?
ABA.RDWD;"
— — TYPE AMOUNT Account ¥umber USD, if applicable [[] yes [[]Ne
" * 3. Reqguest to Establish/Change Access or Update Contact Information for:
PAYEELJOINT PAYEE CERTIFICATION JOINT ACCOUNT HOLDERS' CERTIFICATION {opfional) Other ertment o )
eI pertinent information or instructions i i
I certiy that | am entifed o the payment identified above. and that | have | | centify that | have read and understood the back of this form, ? Name (Please Print) Title Telephone #
read and understood the back of this farm. In signing this form, | autharize | including the SPECIAL NOTICE TO JOINT ACCOUNT HOLDERS. If you have any questions or need additional information. please foel free to contact me.
my payment to be sent to the financial institution named below to be
depasited to the designated acoount. E-Mail Address Mailing Address
SIGNATURE DATE SIGNATURE DATE Sincerely.
[
SIGNATURE DATE SIGNATURE DATE Bk Fapurentatin Dignatin 4. Type of access requested for user (Flease complete either Section A OR Section B):
A Please check 31l that apply (plegse note inquiry is included).
SECTION 2 (TO BE COMPLETED BY PAYEE OR FINANCIAL INSTITUTION) Back Representarive [ Payment Requests
GOVERNMENT AGENCY NAME GOVERNMENT AGENCY ADDRESS gdéphﬂw' [[] Federal Financial Report (FFR): Federal Cash Transaction Report (FCTR) Access
axF
E-Mail [7] Federal Financial Repart (FFR}: Financial Status Report (FSR) - Preparer Access
[[] Federal Financial Report (FFR): Financial Status Report (FSR) - Certifier Access
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https://www.niaid.nih
.gov/grants-

contracts/ preparing-'<
foreign-organization-
system-review

Financiacion USA: NIH.

FOS vs. Auditorias

FOS (no es AUDIT)
The Mitchell Group, Inc.

2o

Review of Administrative
and Financial systems
using the Foreign
Organization System (FOS)
review document.

s

F

NIy

National Institutes
of Health

OMB A133 Audit.

2o

45CFR  75.501 (h)-(k):
Foreign institutions

Igual o mas de
$750.000/fiscal year.

2o

v" Terms & Conditions. v Yellow Book Audit:
v’ Internal procedures. http://www.gao.gov/govaud/ybk01.htm
v" Understanding Pl and v' OMB A133 Audit:

NIH. https://www.whitehouse.gov/OMB/inform
v Recommendations in ation-for-agencies/circulars#tnumerical

__ COMPLIANCE.


http://www.gao.gov/govaud/ybk01.htm
https://www.whitehouse.gov/OMB/information-for-agencies/circulars#numerical
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L
LT
b i. Q Requerimientos a las instituciones beneficiarias

Written policies&procedures

Banking Arrangements Standarized Consortium Agreements

Indirect costs
Records management
FCOI Accounting systems

At least 2 SO . Internal control & audits
Public access

Payment Management System Travel
Personnel
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Ayuda para Monitoring and Compliance

s Sito

Grants & Funding

WMz Cardead Recouce for Grants and Fanding information

m Mational Institutes of Health
Cifficn & Extramus’ Rasmaoh

HOME ABOUT GRANTS FUNDING POLICY & COMPLIANCE NEWS & EVENTS ABOUT OER

Gloz=ary & Scronyma

Home = Pokoy & Complance » Grants Complence & Cremnight

— Grants Compliance & Oversight

1L s Palicy

On This Page: » About Grants Comaliance and Owersight HHE OIG Hodllee:
s Caomplance Roqurements & A& Glance:

hatices of P

= MNIH Compliance Act

https://grants.nih.gov/policy/compliance.htm - &FRAUD

» Reparting Complance Cancerns

Select Policy Topics * -
Sedect Policy Topics s  Camplance Resaurces

tanding the recipient’s respansibii
terms and conditions of award ard infarming MIH af

site prow
cxtahlishing
any prablems or ool

5 regardng oo
Division of Grants Compliance and Oversight (DGCO) at MIK
The Dieesaan af Grant cmgliance ard Cwarsight IDGCO) is the focal point to advance external comipliance with pelicy and kegislative mandates and crhance compliance oversight by recipicnt institutions. The DGCO alsa ensures and evaluates the officient and effective

management of extram,

FESOUICES.
Director: Dianc W. Dean
Staff:

s Kathy Hancock, A==istart Grants Compliance Officer

= Sahar Aais, Assistant Grarts Compliarcs Officar

w Jacl & Campiance OF
= Sama

Compliance Requirements At A Glance

with 2l appicabie Fed

: [such as ncluded in appropriations acts) regulations, and palcics. Addtionally, they must alza comaly with their instittional requirerments. The tabie below summarzes the Fedon

Recipicnts of ik

admir: and audit requircrme NIH grants and coop WE 3T I
Summary of Federal Requirement References
Recipient Type Administrative Requirements Cost Principles Audit Requirements
State & Local Governments 4B CFR Part 75, Subpart C @~ Pre-Federal Award Reguiroments and Contents of Federal Awards 576 200 45 CFR Part 75, Subpart E & 45 CFR Part 75, Subpart F @ at §76.501
R Sew also §76.416 ard §75.417 Al=o applicable to nonprofit Hospitals
Ay 45 CFR Part 75, Subpart E &

Institutions of Higher
Education Sen also 575,418 ard §75.419

45 CFR Part 75, Subpart D @ - Post Federal Award Reguirernents §75.300-575.391
Mon-Profits 45 CFA Part 75, Subpart E&@
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CONSULTA PROYECTOS NIH CONCEDIDOS
http://report.nih.gov/nih_funding.aspx

Research Portfolio Online Reporting Tools
(RePORT)

search Q

HOME | ABOUT RePORT | FAQs | CLOSSARY | CONTACT US

QUICK LINKS RESEARCH ORGANIZATIONS WORKFORCE FUNDING REPORTS LINKS & DATA

NIH FUNDING

Home = Funding

QUICK LINKS

. NIH Data Book Awards by Location
@ RePORTER
The NIH Data Book (NDB) provides I

Consolidates all information about NIH-

basic summary statistics on extramural supported extramural organizations in ’@ AWARDS BY LOCATION
grants and contract awards, grant asingle tool.
applications, the organizations that NIH e MIH DATA BOOK

supports, the trainees and fellows
supported through NIH programs, and

|I| FUNDING FACTS
the national biomedical workforce.

More Details More Details |@- RECOVERY ACT ON RePORT
— - Success Rates Funding Facts % MIH FACT SHEETS
— g _ _ L ¢
mmmm |=p Computed on a FY basis, success rates III Quick access to statistics from the MIH ee MIH CATEGORICAL SPENDIN!
are defined by the percentage of Data Book and annual reports
applications funded and the total produced by the NIH OER's Division of @ BIENMIAL REPORT
number of applications reviewed in Information Services. Ability to search
various budget and grant activity statistics by topic, NIH IC's, funding @ REPORT CATALOG
categories. mechanism, activity code, type of

award, or fiscal year.
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Financiacion USA: FOGARTY INTERNATIONAL CENTER.

Fogarty International Center
Advancing Science “~- "lobal Health

Global health research benefits people
everywhere

To protect the health and safety of Americans, Fogarty programs
build scientific expertise in developing countries, ensuring there is
local capacity to detect and address pandemics at their point of
origin; accelerate scientific discovery; and provide national and

international health leadership.

As we mark our 50th year, our community shares how our
programs have aided careers and advanced research.

» Fogarty protects
Americans by building
pandemic response
capacity in Ebola-hit

West Africa Fogarty understands that global

change starts within individual
countries, and during its 50 years of
existence, its unigue, sustained focus
on supporting people in their own
countries to solve their own problems
has been a critical piece of the

» Fogarty trainee heads
Peru site of an NIH trial

tr avaliiata o Filka

https://www.fic.nih.gov

Latest News

Connect with Fogarty
B fvyeoein N

» March / April 2017

Global Health Matters
newsletter

» Fogarty fact sheets

Funding News

» International Bioethics

Training

Due May 18

Global Infectious
Disease Research
Training

Due Jul 27

HIV Research Training
Due Aug 23

Funding concepts:

= Partnership Initiative
for Health Professional
Education and
Research in Selected
PEPFAR countries

= African Association
for Health Professions
Education and
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Financiacion USA: FOGARTY INTERNATIONAL CENTER.

Application Due Date
July 27, 2017

July 27, 2017

August 23, 2017

August 23, 2017

August 23, 2017

August 31, 2017

December 14, 2017

December 14, 2017

March 7, 2018

March 14, 2018

May 17,2018

May 17,2018

July 28, 2018

Fogarty Funding Opportunity (Announcement)

Global Infectious Disease Research Training Program

(D43) (PAR-17-057)

Planning Grant for Global Infactious Disease
Research Training Program (D71) (PAR-17-058)

Infrastructure Development Training Programs for
Critical HIV Research at Low- and Middle-Income
Country Institutions (G11) (PAR-16-280)

Planning Grant for Fogarty HIV Research Training
Program for Low- and Middle-Income Country
Institutions (D71) (PAR-16-281)

Fogarty HIV Research Training Program for Low- and
Middle-Income Country Institutions (D43) (PAR-16-

279)

Mobile Health: Technology and Outcomes in Low and
Middle Income Countries (R21) (PAR-15-292)

Emerging Global Leader Award (K43) (PAR-17-001)

Global Moncommunicable Diseases and Injury Across
the Lifespan: Exploratory Research (R21) (PAR-16-

052)

International Research Scientist Development Award
(IRSDA) (K01) (PAR-17-002)

Planning for Mon-Communicable Diseases and
Disorders Research Training Programs in Low and
Middle Income Countries (D71) (PAR-17-097)

International Research Ethics Education and
Curriculum Development Award (R25) (PAR-16-081)

International Bioethics Research Training Program

(D43) (PAR-16-454)

Global Infectious Disease Research Training Program

(D43) (PAR-17-057)

Affiliated Fogarty Programs (Overview) Type of Opportunity

Global Infectious Diseases (GID)

Global Infectious Diseases (GID)

Fogarty HIV Research Training

Fogarty HIV Research Training

Fogarty HIV Research Training

Mobile Health (mHealth)

Emerging Global Leader

Global Noncommunicable Diseases
and Injury Research

International Research Scientist
Development Award (IRSDA)

Chronic, Noncommunicable Diseases
and Disorders Research Training
Bioethics

Bioethics

Global Infectious Diseases (GID)

International Research Training
Grants

International Research Training
Planning Grant

Extramural Associate Research
Development Award

International Research Training
Planning Grant

International Research Training
Grants

Exploratory/Developmental Research
Grant

Career Development Grant

Exploratory/Developmental Research
Grant

Career Development Grant

International Research Training
Planning Grant

Education Project

International Research Training
Grants

International Research Training
Grants
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Department of Defense

Currently Funded Research Programs

« Alcohol and Substance Abuse

« Amvotrophic Lateral Sclerosis

« Autism
« Bone Marrow Failure

= News & Highlights

« Breast Cancer

Funding Opportunities

« Defense Medical Research and Development FY17 NFRP Funding

Duchenne Muscular Dystraphy
GulfWar lllness

Opportunities Now
Available!

Funding Opportunities now available:

@

Amyotrophic Lateral Sclerosis
Autism

The Fiscal Year 2017 @ )
« JointWarfighter Medical (Coming Soon) Appropriations Acts includes o Bone Marrow Failure
funding for programs o Breast Cancer
« Lung Cancer managed by the DoD o Defense Medical Research and Development Program
. Mili . CDMRP o Duchenne Muscular Dystrophy
Military Burn (Coming Soon) o Gulf War lliness
« Multiple Sclerosis FY17/18 DMRDP Funding o k;lrjtg Cegcer LUNG CANCER
' Opportunities Now + Nilitary Burm
+ Neurofibromatosis A\?i:]ilable! o Multiple Sclerosis
« Meurotoxin Exposure Treatment Parkinson's (Coming Soon) o Neurofibromatosis
. ) o Ovarian Cancer
« Drthotics and Prosthetics Cutcomes o Peer Reviewed Cancer
« Ovarian Cancer o Peer Reviewed Medical v Opp
) ) o Peer Reviewed Orthopaedic
« Peer Reviewed Alzheimer’s « Prostate Cancer
« Peer Reviewed Cancer o Psychological Health/Traumatic Brain Injury
i ] o Spinal Cord Injury
« Peer Beviewed Medical o Tick-Bome Disease
« Peer Reviewed Qrthopaedic o Tuberous Sclerosis Complex
o \ision

Frostate Cancer
Fsychological Health/Traumatic Brain [njury

Spinal Cord Injury

Trauma Clinical Research Repository (Coming Soon)

Tuberous Sclerosis Complex

Vision

http://cdmrp.army.mil/

Dr. Ana VP Blanco
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Congressionally Directed Medical Research Programs

Program Announcements

FY17 Lung Cancer Research Program (LCRP)

Synopsis of FY17 LCRP Award Mechanisms (M - (Adobe PDF) - provides a brief description and key elements of the award mechanism.

Mechanism

Concept Award

Career Development Award

Idea Development Award

Investigator Initiated Translational Research
Award

Release
Date

May 15,
2017

May 15,
2017

May 15,
2017

May 15,
2017

Program
Announcement/Instructions

Program Announcement (8
Application Instructions (8

Program Announcement (8
Application Instructions (8

Program Announcement (8
Application Instructions 8

Program Announcement (X
Application Instructions (8

Submission Deadline

Pre-Application (Letter of Intent): July 27, 2017

Letter of Intent is required.

Application: August 10, 2017

Pre-Application (Letter of Intent): September 13, 2017
Letter of Intent is required.

Application: September 27, 2017

Pre-Application (Preproposal): June 28, 2017

Preproposal is required; application submission is by
invitation only.

Application: September 27, 2017
Pre-Application (Preproposal): June 28, 2017

Preproposal is required; application submission is by
invitation only.

Application: September 27, 2017

Submit Pre-
Application

Submit Pre-
Application

Submit Pre-
Application

Submit Pre-
Applic ation

Dr. Ana VP Blanco
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http://www.pcori.org/

pcori\ | Patient-Centered Outcomes Research Institute

About Us Research We Support Funding Opportunities Meetings & Events Get Involved News Room Blog

Become a Reviewer

Learn how you can help evaluate
funding applications

Research We Support (fYw)in]=)+ 15

Read More —

The Patient-Centered Outcomes Research Institute (PCORI) was created to fund research that will provide patients E-mail Updates
and those who care for them with the evidence-based information needed to make better-informed health and

healthcare decisions. We do this by supporting studies that seek to answer questions important to patients and
meaningfully involve patients and others across the healthcare community at all stages of the research process

What is Patient-Centered Outcomes What Guides Our Research?

Research? Our National Priorities for Research and Research _
With public input and approval from our Board of Agenda are the road map for the work we do. Explore Sign up f°f PCORI news, events,
Governors, we created a definition of patient-centered our quide for funding comparative clinical effectiveness and funding announcements

Dr. Ana VP Blanco
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PCORI financia investigaciones encaminadas a que los pacientes y sus cuidadores
obtengan la informacion necesaria para tomar decisiones de salud. En concreto, se
financia investigacion comparativa de eficacia clinica, asi como el trabajo de apoyo que
puede mejorar los métodos utilizados para llevar a cabo este tipo de estudios. Esta
financiacion se divide en cinco programas que reflejan las prioridades de investigacion.

Evaluacion de las Opciones de Prevencion, Diagnostico y
Tratamiento.

Mejora de los Sistemas Sanitarios.
Comunicacion y Difusion de la Investigacion.
Abordar las disparidades.

Acelerar la investigacion metodologica y productiva centrada en el
paciente.

Dr. Ana VP Blanco
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Assessment of Prevention Diagnosis and Treatment Options - Cycle 3 2017

Key Deadlines Type Funds Available Total Costs

LOI: October 31, 2017 Research Award

Application: February &, . i i

2018 Foreign organizations and
Merit Review: April 2018 nondomestlc Components

of organizations based in
the United States may
apply, as long as there is
demonstrable benefit to
the US healthcare system,

Communication and Dissemination Research - Cycle 3 2017

Key Deadlines Type Funds Available Total Costs

LOl: October 31, 2007 Research Award

Application: February &,

2018 and US efforts in the area
e ey A2 of patient-centered
research can be clearly
Improving Healthcare Systems - Cycle 3 2017 shown.
Key Deadlines Type Funds Available Total Costs
LOI: October 31, 2017 Research Award

Application: February &,

e http://www.pcori.org/funding-opportunities

Merit Review: April 2018
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http://www.gatesfoundation.org/

GatesFoundation.org Impatient Optimists

WHAT WE DO HOW WE WORK Sear Q Languages v

BILL ‘I\“ LINDA
GATES foundation

WHATEVER THE CONDITIONS OF

PEOPLE’S LIVES, WHEREVER THEY LIVE,
HOWEVER THEY LIVE, WE ALL SHARE
THE SAME DREAMS.

MELINDA GATES
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Esta fundacidon subvenciona proyectos de I+D en beneficio del Tercer Mundo, sobretodo apoyando
la lucha contra las enfermedades infecciosas, mejoras en la agricultura y Salud-Tecnologia

GRANT OPPORTUNITIES

The foundation awards the majority of its grants to 17.5. 501(c)(3) organizations and other tax-exempt
organizations identified by our staff. (Tax status definitions) (Glossary of terms)

Request for Proposals (RFP)

» Grand Challenges Grant Opportunities
. erations RBesearch on Improving Paper-based Information Svstems for Child Health

« School Networks for Evaluating and Improving the Efficacy of Digital Courseware
» Achieving Health Product Access through Market-Based Approaches

+ Market Manager for HIV Prevention and HIV Treatment and Diagnostics

+ DMarket Manager for Tuberculosis Treatment and Diagnosties

+ Teacher Preparation Transformation Centers RFI

« Amplifving the Nutrition Impact of Agriculture in India RFP

» Data Innovation in 'S Education

+ Accelerated Vaccine Introduction Rotavirus Vaccine Focus RFP
» Acricenlture-Nutrition Impact Studies

Open Concept Memos

Qualified organizations may submit a Concept Memo for the funding area listed below:

Global Health Grants

« Global Health Grants
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— How We Work ——

OPEN CONCEPT MEMO GLOBAL HEALTH GRANTS

Ve accept concept memos for graNs in our Global Health initiatives. These include:

« Enteric & Diarrheal Diseases
« Malaria

+ Pneumonia

Step 1: Download and Complete the Concept Memo

The Concept Memo includes questions regarding the scope, outcomes, and risks of your project as well as your CONCEPT MEMO
organization’s experience regarding the proposed work.

» Coneept Memo

Step 2: Submit vour Concept Memo online

You must complete the online Concept Memo submuission form and attach yvour completed Concept Memo in
order for the foundation to process your request. Please do not mail a duplicate hard copy after submitting your
Conecept Memo online or send any additional attachments or information (videos, books, program materials, etc.)
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GATES foundation

CONCEPT MEMO: MAX. 4 PAGES

IConcept Details
PROJECT sCOPE MEEsESaa

Deszcribe the concept and the overall approach you will take to achieve the intended results of this project. A detailed implementation plan
is not needed at this stage.

INVESTMENT  iSsSSssss i

Explain what difference(s) thiz project will make by anzswering the following questions: What is the primary outcome(s) or result{s) this
OUTCOMES investment will achieve or significantly contribute to? How will you know when that result{s) has been achieved (how will the result be
measured)? What are the critical outputs or imtermediate cutcomes that will lead to these results?

3 OmmimdendlF
ORGANIZATIONAL

FlT ‘What experience does your organization have to implement the proposed work?

RISKS/ 4 RelChallees

CHALLENGES Describe your initial view of challenges to the success of this project and any early thoughts on mitigation.

Dr. Ana VP Blanco
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Financiacion internacional: Saving Lives at Birth. IR
http://savinglivesatbirth.net/
SAVING

LIVES
ATBIRTH:

A GRAND CHALLENGE FOR DEVELOPMENT

(Z)USAID

BILL& MELINDA
FROM THE AMERICAN PEOPLE NORWEGIAN MINISTRY §

NN I/A

’ L )

GATES foundation Grand Challenges Canada- N

OF FOREIGN AFFAIRS - Grands Défis nada- UKaId
PROBLEM CHALLENGE HOW TO APPLY

INNOVATORS NEWS/MEDIA PARTNERS

is when mothers and babies are
most vulnerable ...

«<mn»

T—e—.

Saving Lives at Birth: A Grand Challenge for Development calls on the brightest minds across the globe to identify and scale up
transformative prevention and treatment approaches for pregnant women and newbomns around the time of birth...

EC
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MEJORA DE
CUIDADOS

MEJORA

METODOS
COMPROMISO Y
PARTICIPACION

POBLACION

CIENCIA Y
TECNOLOGIAS
<
0|.. ‘
U

SAVING
LIVES

Financiacion internacional: Saving Lives at Birth. EEE:IRya=¢

A GRAND CHALLENGE
FOR DEVELOPMENT

Estas convocatorias se abren para proyectos innovadores encaminados a la prevencion y el
tratamiento de las mujeres embarazadas y los recién nacidos en los paises del Tercer
Mundo o subdesarrollados alrededor del momento del parto.

MODALIDADES DE FINANCIACION:

Seed Funds/Validation Funds: $250,000 ddlares/2 afos, para apoyar el desarrollo y la
validacion de ideas.

Transition Funds: S2 millones ddlares/4 afos, para desarrollar, refinar y testar
rigurosamente el impacto de soluciones integradas que evidencien una mejora en la salud
muy significativa y una reduccién de barreras.

ROUND 8 : 2017 ‘ Futura convocatoria

Dr. Ana VP Blanco
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. Bold Ideas with Big Impact®

Crands Défis oraca
Grands Défis Canada Browse our Innovations and Resulis i3

“ATMIYATA”: Reducing distress and
improving access to mental
healthcare through community-

05/42/2017

The Friendship Bench has the
potential to make mental health

care accessible to an entire African Meet Grand Challenges Canada’s
nation 2017 Summer Students )

06/07/2017 @gchallenges 1 hris) ago

Stars in Reproductive, Maternal, RT @EvelynGitau Don's miss outon this R e e S

v great opportunity! @KEMRI_Wellcome Access World is reducing the cost of
Newborn and Child Health Request for BAAS_AESA @kevinmarsh8 hearing aids by up to 90% Slicat
Proposals: Apply Now https:/tco/6TdfgVedxg < ¥4 & 32017 P/ en/E0NMPOTOR s &

Rou plication deadline August

2AgnesNyabigambo

Making a Big Impact in Global Health

http://www.grandchallenges.ca/ Dr. Ana MNP Blanco
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Otras fuentes de financiacion internacional: Canada.

Grand Challenges Canada”
Grands Défis Canada

BOLD IDEAS FOR HUMANITY."

@ ® :
O
Ofld :
0 o O P35 e AbO o ®
s
a0 ot
- - - - - - -
" a U Dia DO L d U DIO % U U U Sllejerc
%
% c DO DO U - E alta J - Leveiop - Cd O - = c U
:r;i DIOLE U a < U DUuc B - c U ) U - J DOLE C
l".
3+ 3
S o ol
33231

Maternal and Newborn
Health, and Early Childhood
Development in Rural

AL _s_

..«VD!"VARD

ISLANDS

RESEARCH

. & EDUCATION

/{ « FOUNDATION
/]

e

bl UNivERSITY
Sk o ManiTORA | Centre for Global Public Health

Improving brain development
in newborns by
implementing a toolkit and
parenting program

IS

Home visiting programs to
improve early childhood
development and maternal

Dr. Ana IVFP Blanco
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Information for funding applications to the National Institutes of Health
(NIH): Calls eligible to non-US entities.

The NIH is the largest financing organisation and is composed of a number of

institutes and centres specialised in each discipline and disease. There are

: : worldwide calls from all of these centres either with open themes (general), or
National Institutes

of Health with more specific themes related to a particular illness or discipline, which are
convened by the NIH on behalf of its centres.

To differentiate the wide variety of programs related to the research it funds, the NIH uses activity
codes (e.g., R01, R43, etc.), although the NIH Institutes and Centres may vary the way they use
these codes. Not all centres accept applications for all types of financing programs, and they
sometimes use special eligibility criteria. Additionally, non-US residents may not apply for all
activity codes. Below is a list of the most relevant codes for foreign applicants within the Research
Grants:

RO1: NIH Research Project Grant Program (R01)

V Used to support a discrete, specified, circumscribed research project.

V No specific dollar limit.

V Advance permission required for $500K or more (direct costs) in any year.
V Generally awarded for 3 -5 years.

V Strong preliminary results are required.

R0O3: NIH Small Grant Program (R03)

V Provides limited funding for a short period of time to support a variety of types of projects,
including: pilot or feasibility studies, collection of preliminary data, secondary analysis of existing
data, small, self-contained research projects, development of new research technologies, etc.

V Limited to two years of funding.

V Direct costs generally up to $50,000 per year (max. $100,000).

V Not renewable.

V Preliminary results are not required.

R21: NIH Exploratory/Developmental Research Grant Award (R21)

V The R21 mechanism is intended to encourage exploratory and developmental research projects
by providing support for the early and conceptual stages of these projects. These studies may
involve considerable risk but may lead to a breakthrough in a particular area, or to the
development of novel techniques, agents, methodologies, models, or applications that could have
a major impact on a field of biomedical, behavioural, or clinical research.

V Limited to up to two years of funding.

Page 1 of 82
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V Combined budget for direct costs for the two year project period cannot usually exceed
$275,000.

V No preliminary data is generally required. Appropriate justification for the proposed work can
be provided through literature citations, data from other sources, or when available, from
investigator-generated data. Preliminary data are not required for R21 applications, however,
they may be included if available.

Open NIH calls: Parent Grants (All Modalities)

RO1: Research Project Grant (Parent RO1)

http://grants.nih.gov/grants/guide/pa-files/PA-13-302.html

Purpose: The Research Project Grant (RO1) supports a discrete, specified, circumscribed
project to be performed by the named investigator(s) in areas representing the specific
interests and competencies of the investigator(s). The proposed project must be related
to the programmatic interests of one or more of the participating NIH Institutes and
Centers (ICs) based on descriptions of their programs.

R21: NIH Exploratory/Developmental Research Grant Program (Parent R21)

http://grants.nih.gov/grants/guide/pa-files/PA-13-303.html

Purpose: The National Institutes of Health (NIH) Exploratory/Developmental Grant (R21)
funding opportunity supports the development of new research activities in categorical
program areas. The R21 activity code is intended to encourage exploratory and
developmental research projects by providing support for the early and conceptual stages
of these projects. These studies may involve considerable risk but may lead to a
breakthrough in a particular area, or to the development of novel techniques, agents,
methodologies, models, or applications that could have a major impact on a field of
biomedical, behavioral, or clinical research.

R0O3: NIH Small Research Grant Program (Parent R03)

http://grants.nih.gov/grants/guide/pa-files/PA-13-304.html

Purpose: The National Institutes of Health (NIH) Investigator-Initiated Small Research
Grant (R03) funding opportunity supports small research projects that can be carried out
in a short period of time with limited resources. The R03 activity code supports different
types of projects including pilot and feasibility studies; secondary analysis of existing data;
small, self-contained research projects; development of research methodology; and
development of new research technology.

Page 2 of 82
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Application Due Dates:

RO1: June 5, 2015; October 5, 2015; February 5, 2016; June 5, 2016.
R21 and R03: June 16, 2015; October 16, 2015; February 16, 2016; June 16, 2016.

m) Considerations:

National Institutes
of Health

e The Institution or Entity must be registered in SAM.gov, grants.gov, and eRA Commons at

least 8 weeks before the deadline.

to be used, or if the project is a clinical trial.
e |tis possible to resubmit a project by addressing the reviewer’s criticisms.

IMPORTANT: you must demonstrate that the project is unique and that the talent and the
ability to do the research itself are uniquely available outside the U.S. Specifically, the NIH
describes it this way: "whether the project presents Special Opportunities for furthering
research programs through the use of unusual talent,
environmental conditions in other Countries that exist and are not readily available either in

the United States or augment existing U.S. resources "

o

Submitting
through
Grants.gov

Receipt and Referral:
Application assigment to

an NIH Center/Institute.

Peer review:
Two levels of review,

TIMELINE:
Writing the proposal
3-5 MONTHS
=N
Planning Writing
Months 1-3 | 2
Y.
Months 4-8 | 1/

Months 9-10 j@

Impact score assigment (10-90),
Summary Statement.

Award:
Pre-award process, NoA, Project
initiation.

Page 3 of 82

These calls allow applications from multiple Principal Investigators (Pls).
The applications permit budget requests for salaries, materials, equipment, travel, etc.
The only restriction for non U.S. residents is that the indirect costs applied for may not
exceed 8% of the direct costs.

e Additional documentation must be supplied if human samples or vertebrate animals are

resources, populations,

ﬂ Months 9-12 | \))

Resubmission process:

NIH contact to negotiate
resubmission conditions,
Re-writing the project correcting
reviewers comments.

IIS La Fe | Avenida Fernando Abril Martorell, n° 106, Torre A, 72. 46026 Valencia
Tel.: (+34) 96 124 66 01 | Fax. (+34) 96 124 66 20 | fundacion_lafe@gva.es | www.iislafe.es
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REGISTROS
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Data Universal Number System (DUNS)

Purpose
A DUNS number is a unique nine-character number that identifies an organization and is

required by the federal government to track how federal grant money is distributed. It is
provided free of charge by the commercial company Dun & Bradstreet.

Form and Instructions
1. Click on the link below to request your DUNS number:
http://fedgov.dnb.com/webform/pages/CCRSearch.isp
o The website will first determine whether your organization already have a DUNS

number. The screen will first prompt you to select the country where your company is
physically located. Once you select the country, you will be prompted to enter the
name of your company.

o If you do not see your company listed, click on Request a New DUNS number.

o Fill out the form to request the DUNS number and click on the Submit Your Request
Button at the bottom of the page.

2. You can also request the DUNS number over the phone.

Help

Call D&B at 1-866-705-5711 (this number may not work from abroad)
Email: govt@dnb.com

Related links

o DUNS home page
http://fedgov.dnb.com/webform

1) Seleccionar pais
2) Poner Business name, street, city, phone y verification code:

Page 5 of 82
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Enter the following information for companies located in SPAIN and click the submit
button to execute your search.

Business Mame
Street
City

Phone

Click here for a new image
W Click here to listen to audio
Click here to download wav file
Enter the verification code shown:  |m3d5EF

This is to pravent automated registrations

Decide with Confidence

Search:r Results >
Search Results

Your search returned the following results...*

I Request Your Existing D-U-H-5 Humber

I View/Modify Your Information
BEMLLOCH 9

PATERMA, ES

If you do not see your company listed abave...

LLn e W-TiETH I (try & formier business address) OR
Request a New D-U-N-5 Number

** If you are not able to distinguish your location from the search results please contact D&E at govi@dnb.com

3) Solicitar REQUEST YOUR EXISTING DUNS NUMBER.
Poner informacion de contacto:

Page 6 of 82
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Search *Results > Your Information >
Contact Information

Please Complete the following information so we may process your request.

Note: All fields are required.

Your Information

First Name |
LastMame I
Title

Phaone |
E-mail |
Re-Enter E-mail |

Please indicate only one category that describes the relationship you have or plan on
seeking for providing goods and services under the legal business name you indicated:

Federal Government Contractor or Vendor
*' Federal Government Grantee or Applicant
Both, Federal Government Contractor and a Federal Government Grantee

U.5 State Contractor or Grantee, please indicate which U.5 State | —- v

Do you understand that issuance of a D-U-N-5 Number may lead to D&B contacting you
periodically to maintain the accuracy of your entity's information on file?

¥ Yes

Click here for a new image
5 Click here to listen to audio
Click here to download wav file

| Enter the verification code shown: IgNnMdS

This is to prevent sutomated registrations

SUBMIT

Decide with Confidence

D-U-N-S Number Retrieval Submitted

Thank you for your request for your company's existing D-U-N-S Number.

Your D-U-N-S Number will be sent to the e-mail address you provided.

If you have any questions about your D-U-N-S Number, please contact us at govt@dnb.com

Please click here to go to the search page
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—————————— Forwarded message ----------
From: <XXXXXXXX>

Date: 2014-04-14 11:42 GMT+02:00
Subject: Requested DUNS Number
To: XXXXXXX

THIS IS AN AUTOMATED MESSAGE GENERATED BY THE D&B CCR REGISTRATION PORTAL. PLEASE
DO NOT REPLY TO THIS MESSAGE.
Thank you for your request for your company's existing DUNS Number.

Your D-U-N-S Number is 467173675

for
XXXXX

CALLE XXXXXXX

PATERNA,46980
SPAIN
If you have any questions about your DUNS Number, please contact us at govt@dnb.com.

International registrants can confirm DUNS by sending an e-mail
to ccrhelp@dnb.com , including Company Name, D-U-N-S Number,
and Physical Address, and Country.

EXAMPLE:
Dear Sir/Madam,

My name is XXXXX from XXXXX and we need that you confirm our DUNS number because we are
interested in applying for FOA PAR-13-146.

D-U-N-S Number is 464693479
for

XXXXXXXXX.

CALLE XXXXXXXXXX 9
PATERNA,46980

SPAIN

Thank you very much.
Best regards,

ANSWER:
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De: Govt CCR Help [mailto:govtccrhelp@dnb.com]

Enviado el: martes, 22 de abril de 2014 16:50

Para: XXXXXXXXXX

Asunto: RE: Confirmation of DUNS number-international registrant [
ref:_00D306len._500a0hu6bs:ref ]

Hi Ana,
The information in the DUNS you've given follows:

CACHE_IND
N

ADR_LINE
CALLE XXXXXXX 9

BR_IND
No

BUS_REGN_NBR
B98455603

BUS_REGN_NBR_TYPE_CD
Value Added Tax Registration Number (Europe)

CTRY_CD
Spain

DUNS_NBR
464693479

Page 9 of 82
IIS La Fe | Avenida Fernando Abril Martorell, n° 106, Torre A, 72. 46026 Valencia
Tel.: (+34) 96 124 66 01 | Fax. (+34) 96 124 66 20 | fundacion_lafe@gva.es | www.iislafe.es



i N Instituto de

N T
=S SN\ Investigacion
——: == Sanitarialae

OBTENCION DEL NCAGE code:

http://www.dlis.dla.mil/Forms/Form AC135.asp

Companies located outside the U.S.:

1. Register with NATO Support Agency (NSPA)

2. Follow the step by step instructions for CAGE/NCAGE/SAM Registration-Instructions
for NSPA NCAGE v9 (paso 4)

3. Received e-mail:

De: postmaster@natolog.com

Asunto: Your NCAGE request Ref ES14056349455 Dated 25 Feb 2014
Fecha: 25 de febrero de 2014 11:20:08 GMT+1

Para: XXXXXX

Responder a: ncage@nspa.nato.int

Dear XXXXXXX,
Thank you very much for your interest in the NCAGE database.
Your NCAGE registration request is pre-recorded in our system with the following data:

click here to see your request

Your request will be activated once we have received your confirmation by clicking on the
following validation link
https://eportal.nspa.nato.int/ac135public/scage/requestvalidation.aspx?requestid=04262bf7-
3ea4-45e2-b50e-f4ebb58feb76

If needed you may contact the NCAGE team(ncage@nspa.nato.int) and refer to the following
request Number ES14056349455.

4. Posteriormente, llamaran por teléfono del Ministerio de Defensa para que expliques por

qué quieres solicitar el NCAGE code. Te llamara D. Rogerio Sanchez, y hay que explicarle
que: SE NECESITA EL CODIGO NCAGE PARA PODER SOLICITAR FINANCIACION PARA UN
PROYECTO DE INVESTIGACION A LOS NATIONAL INSTITUTES OF HEALTH.

5. Después te enviara un mensaje como éste (solicitando por supuesto un importe de 20
euros + IVA):

De: NATO Comercial and Goverment Entity Code <ncbspncage @oc.mde.es>
Asunto: New CAGE Request - Reference:ES14056349455

Fecha: 25 de febrero de 2014 13:04:07 GMT+1

Para: "XXXXXXXX>
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Estimado Sr. XXXXXX,

En relacion con su solicitud de Ref. martes, 25 de febrero de 2014 11:35, le comunico que para la
obtencion del cédigo NCAGE ha de realizar un desembolso de 20€ + IVA al amparo de la Orden
DEF/182/2012 de 13 de enero, por la que se establecen los precios publicos de los servicios
prestados por la Subdireccion General de Inspeccidn y Servicios Técnicos y por el Instituto
Tecnoldgico “La Marafiosa” (BOE Num. 31 de lunes 6 de febrero de

2012). http://www.boe.es/diario_boe/txt.php?id=BOE-A-2012-1757

En cuanto recibamos su conformidad con el pago de la cantidad, procederemos a la asignacion
del cédigo solicitado y posteriormente recibird un oficio donde se le indicard el numero de cuenta
restringido donde ha de realizar el pago de la tasa correspondiente. Para poder asignar el citado
codigo es imprescindible que nos haga llegar el CIF de la Fundacion junto con un pantallazo de su
registro DUNS al objeto de que figuren exactamente los mismos datos en ambos registros.

A la espera de sus noticias, le saluda atentamente

J. Rogerio Sdnchez

MINISTERIO DE DEFENSA
DGAM-SDGINSERT-ARI
SPANISH NCB NCAGE

Tel. 91 2704705

Fax 91 2704653

E-Mail ncbspncage@oc.mde.es

6. Le envias la confirmacion junto con DUNS y CIF, y te enviardn las instrucciones de como
pagar esos 20 euros y en unos dias recibes un documento en PDF con el NCAGE code
“NATO Form B .....pdf".

7. Unavez recibas el NCAGE code, continuaremos con el registro en SAM.gov.
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Registro en SAM.gov:

1) Individual registration.

Personal Information
Create Account:

Individual

» Personal Information Page Description

Please provide your personal information requested below.
Fields marked with an asterisk (*) are mandatory.

» Title :
First Name* :
Middle Initial :
Last Name* :
Suffix :

Email Address*:

Ms v

Confirm Email Address* :

Phone* :

Phone Extension :
Fax:

Address Line 1:
Address Line2:
City :
State/Province:
Country*:

ZIP/Postal Code:

CANCEL

AXXXXXXXXXXX

AXXXXXXXXXX

|;6980
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2) Account information:

Account Information
Create Acconnt: e

Individual

L]

Page Description
Flease enter the following information for your SAM account.

» Account Information

4 Username* : FUNDACION

Warning: Once created, username cannot be changed in SAM

Password* : [oeeneeane

Confirm Password* : |---------

Security Question 1*: | What did you name your first stuffed animal? v
Security Answer 1% : marieta

Security Question 2* ;| In what city did your nearest relative live in 20107 v
Security Answer 2* : Mew York

Security Question 3*: | What is the name of a college you applied to but didn't attend? ¥

Security Answer g% : IYo cris

CANCEL BACK

3) Summary to check and submit.
4) Confirmation:
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USER NAME PASSWORD

) J ocn ]

Forgot Username? Forgot Password?

™

SYSTEM FOR AWARD MANAGEMENT

Create an Account

HOME SEARCH RECORDS DATA ACCESS GENERAL INFO HELP

Create Account: Personal
Create Account: Content Glossary

Individual Account Created- Confirmation

Confirmation

Wed Apr 09 08:06:43 EDT 2014

Congratulations - Your SAM account has been created! But, you are not done. We just sent you an
email to the email address you gave us so you can confirm your account creation. In the
email, there is a link that you must click within next 48 hours to activate your account. For now,
click on DONE to go back to the SAM Home page.

PRINT SAVE DONE

SAM | System for Award Management 1.0 IBM v1.1624.20140326-1657

WWWé6 Iy
- =
Note to all Users: This is a Federal Government computer system. GSA USA gov.

Use of this system constitutes consent to monitoring at all times.

e-mail for confirmation:

From: <notification@sam.qgov>

Date: 2014-04-09 14:06 GMT+02:00

Subject: ACTION REQUIRED: Activate Your New User Account in the U.S. Federal Government's
System for Award Management (SAM)

To: xxxxx

This email was sent by an automated administrator. Please do not reply to this message.

Dear xxxxxxx,

Thank you for registering in the U.S. federal government's System for Award Management
(SAM).

Your Username is: xxxxxx

Please note that this is only a confirmation of your Username. You must click on the link below,
within 48 hours of receipt of this message, to verify your email address and complete the
registration process. You may also copy and paste the URL into your browser address line to go
directly to the web page.

CLICK THIS LINK to activate your account:
https.//www.sam.qov/portal/public/SAM?activationCode=13CgmZ2kacVaOxf

Please note that if this is your first login attempt, the system will default to the Migrate Legacy

Account page where you will be prompted to indicate whether or not you wish to transfer your
role(s) held in the legacy federal government systems (CCR.gov, FedReg.gov, ORCA.gov, and
EPLS.gov) to your new SAM account.

IMPORTANT: If you do not have roles to migrate from a legacy system and/or you would like a
new role assigned to your account, you will need to request that a role be assigned by your
Administrator in order to have access to desired system functionality.
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For assistance, please contact the Federal Service Desk at www.fsd.gov or by telephone at 866-
606-8220 (toll free) or at 334-206-7828 (internationally).

Thank you,

The System for Award Management (SAM) Administrator
https://www.sam.gov/portal/public/SAM

In the link:

. USER NAME PASSWORD
il il Locm

Forgot Username? Forgot Password?

SYSTEM FOR AWARD MANAGEMENT
Create an Account

HOME SEARCH RECORDS DATA ACCESS GENERAL INFO HELP

Enter Username and Password

Login
Please Enter your Username and Password to login to SAM. If you do not remember your Username or Password, please use the respective Forgof Username?
and Forgot Password? links provided below.

Username: FISODIN

FDI‘EDI Username?

Password: |sssssssss

Forgot Password?

SAM | System for Award Management 1.0 IBM v1.1624.20140326-1657
wWwwe
Note to all Users: Thiz iz a Federal Gevernment computer system. GSA

Use of this system constitutes consent to monitoring at all times.
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14

USER NAME PASSWORD
il il Loc

&M

USA

SYSTEM FOR AWARD MANAGEMENT

<

Forgot Username? Forgot Password?

Create an Account

HOME SEARCH RECORDS DATA ACCESS GENERAL INFO HELP

Name: Ms.Mayra Rubio

Account Activated - Confirmation

Confirmation
Wed Apr oo 08:12:31 EDT 2014

Thank vou for activating vour SAM account! You will be taken to the User Dashboard page. Once on the User Dashbeard, vou will have the option to
migrate an account from a legacy system. Use the Done button to continue.

PRINT SAVE DONE

SAM | System for Award Management 1.0 IBM v1.1624.20140326-1657
WWwée

Note to all Users: This iz a Federal Gevernment computer system. GSA

s
&{._ OOV,

Use of this system constitutes conzent to monitoring at all times.

Register new entity:

tL Mayra Rubio
LOGOUT

SYSTEM FOR AWARD MANAGEMENT

MY SAM SEARCH RECORDS DATA ACCESS GENERAL INFO HELP

Determine » of Regi i

Registration Overview __ statr
Page Description
Purpose of Registration Regi:
The system will guide you through the entity registration process based on the answers you provide below.
* Entit
>
‘What type of entity are you? * Business ar Organization v
Core Data : . :

Representations and

Certifications Do you wish to bid on contracts? * Mo v
Points of Contact
. o Do you want to be eligible for grants and other federal assi Yes v
Submit Certification
BACK TO USER DASHEOARD Do you want to perform Intragovernmental Transactions (IGT)? Mot Applicable M
CANCEL PREVIOUS [Rey
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:rvices Administration [US] | https://www.sam.gov/portal/public/SAM?portal:componer 1td 66fdb602-77f6-4ba0-914a-0be8f0d831el &portal:typ

e Mayra Rubio
LOGOUT

SYSTEM FOR AWARD MANAGEMENT

MY SAM SEARCH RECORDS DATA ACCESS GENERAL INFO HELP

Register Entity K Cor

Registration Overview Page Description Stat

Purpose of Registration Based on the answers provided on the previous page, SAM has determined your purpose for registering. If you need to

make changes, please go back to the previous page. Use the Next button to continue with the Entity Registration process.

-
Core Data Purpose of Registration: Federal Assistance Awards Only
Peints of Contact
You are required to complete the following sections: L. CoreDatz
Submit Certification 2. Points of Contact
CANCEL PREVIOUS NEXT
BACK TO USER DASHBOARD
SAM | System for Award Management 1.0 IBM v1.1624.20140326-1657
WWwe
Note to all Users: This is a Federal Government computer system. GSA

Use of thiz system constitutes conzent to monitoring at all times.

RELLENAR LA INFORMACION SOLICITADA PARA EL REGISTRO EN SAM.GOV:

1.- Business Information:

Business Start Date (MM/DD/YYYY):

Fiscal Year End Close Date (MM/DD):

Corporate URL: ‘

2.-Does your entity qualify as one of the following (if none are applicable, select Not Applicable from

the drop-down menu)? :

a) Not applicable.

b) Community Development Corporation
c) Domestic Shelter

d) Educational Institution

e) Foundation

f)  Hospital

g) Veterinary hospital.

3.-Indicate the form of your business or organization? :
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a) Corporate entity, not tax exempt

O
-

Corporate entity, tax exempt

O

) Partnership or Limited Liability Partnership

o
-

Sole Propietorship

)

) International organization
Other

=)
=

4.-What is your organization’s profit structure? :

a) For-profit organization
b) Nonprofit organization
c) Other not for profit organization

5.-Do you accept credit cards as a method of payment? :

a) vyes
b) no

6.-Financial information: CONTACTO DE LA PERSONA EN EL BANCO DE LA ENTIDAD QUE ES LA
RESPONSABLE DE GESTIONAR LAS CUENTAS INTERNACIONALES.

Remittance Address:

Name:

Address Line 2:

|
Address Line 1: ‘
|
|

City:
State/ Province:

Country:

‘ SPAIN j
ZIP/Postal Code:

7.-Mandatory Point of Contacts:

Accounts Receivable POC

Title:

First Name:
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Middle Initial:
Last Name:
Email:

Non US Phone:

Electronic Business POC (alguien en la entidad completamente accesible, puede ser el mismo que el Accounts)

CopyFrom: I j

Title: I

FirstName:

Middle

LastName:

AddressLine

|
|
|
Email |
|
|

City:

Province: I
ZIP/PostalCode I I

Country:

| SPAIN j|

Government Business POC

CopyFrom: I j

Title: I

FirstName:

Middle

LastName:

|
|
|
email: |
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/4

1/

I

;

—
—_—
-—

I 0034-
Non US XXXX-XXXXXXXXXXX

Phone:

AddressLineI

|
City: I

Province: I
ZIP/Postal I I

Code:

Country:
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REGISTRO EN eRA Commons:

1.- Entrais en esta pagina:

https://public.era.nih.gov/commons

2.- En la parte superior derecha aparece este link Register Grantee Organization. Acceder.

3.- Debajo aparece el link Register Now. Acceder.

4.- Rellenar los datos de la Institucion (con la informaciéon del DUNS Number). Aqui tenemos que
poner el nombre en inglés de la institucion. Debajo tenéis que poner los datos de la persona en la
institucion que tiene poderes para firmar, como puede ser el CEO, Director, etc... como Principal
Signing Official. En Title, poner el titulo que ostenta en la empresa (NIH requires that the signing
official listed on the registration request be a high ranking administrative official such as the
President, CEO, Executive Director, Owner , Founder/Co-Founder), y en Username elegir uno. Para
la seccion de al lado tenéis que poner los datos de la persona que va a ser Accounts Administrator,
gue es conveniente poner a alguien que vaya a gestionar la solicitud. Y lo mismo como Title, hay
que poner el puesto que ostenta en la empresa, y en Username, elegir uno.

Una vez rellenéis todos estos datos, cliquear Submit.
5.- A partir de aqui van a ocurrir 2 cosas:

a) La pagina que aparece con los datos que habéis introducido tendréis que imprimirla y
firmarla por las personas correspondientes a los datos que hayais introducido. Una vez firmada
por el Signing Official y el Accounts Administrator, debéis mandarla por fax al nimero 001-301-
451-5675 (afiadirle otro cero delante si utilizais el O previo para llamadas al exterior). Si veis que
no funciona, enviad la solicitud firmada y escaneada a la direccion e-mail commons@od.nih.gov,

y la envidis con este mensaje:
Dear Sir/Madam,

My name is XXX and | work in XXXX, with DUNS number XXXX in Spain. We are interested in
applying for NIH funding for the development of research projects and we are in the process of
registration of our organization. We followed the instructions thoroughly to register us into eRA
Commons, and tried to send the fax to the register, but after numerous attempts, our request
always fails.

So, we send the request to the eRA Commons registration of our organization through this
message. If you are so kind, could you confirm that you can register us in this way?

Thank you very much.
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Best regards,

b) El Signing Official recibira un mail de verificacién Y TENDRA QUE CLIQUEAR AL LINK QUE
LE PROPORCIONAN PARA VERIFICAR QUE REALMENTE ES SU CORREO ELECTRONICO.

En este paso tendréis que estar pendientes de que la persona que designéis como Signing Official
esté mas o menos accesible y avisarle que si ve algunos mails de eRA notify, eRA Commons, ... que
por favor siga las instrucciones, sélo tendra que cliquear al link que le proporcionan y verificar la
informacidn que le mostraran como correcta. O que nos re-envie estos mails a nosotros

Ademas recibira un e-mail como éste al que deberéis contestar:

De: eRA Commons Help Desk <erafpcommons@mail.nih.gov>
Data: 20 de novembre de 2013 20.57.00 GMT+1

Per a: <XXXXX>

Tema: XXXXXXX

Respondre a: <erafpcommons@mail.nih.gov>

When replying, type your text above this line.
Email Notification From eRA Help Desk — Ticket Closed

Ticket Number: 80230
Contact Name: XXXXXXX
CC’s: (this edit only) XXXXXXX
Resolution:

Dr.XXXX and Mr. XXXX,

We are processing your registration request for XXXXXXX and the group that reviews and
approves commons registrations on behalf of NIH has inquiries regarding your organization.

In order to continue processing your registration request it is necessary for the NIH to ask the
following questions. Please respond to the following questions with the appropriate response,

1. Please describe the nature of the research and business that your organization performs?

2. Are the researchers employed by this organization?

3. Is this organization professionally responsible for the research?

4. What Funding Opportunity Announcement are you applying for? Please provide Announcement
number.

5. How many people are in your organization?

6. Where physically is the proposed research to be conducted?

Additionally, If your organization has a website please provide that website link or URL address in
your response.

Please be aware that any prospective applicant organization to NIH must be able to assure they
can be responsible for the administrative and scientific oversight of the work proposed in any
application should an award be issued. An analysis for appropriate grantee is conducted prior to
any award being issued; particularly when an organization is considered a new potential grantee.
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Therefore registering in the eRA Commons does not automatically assume an organization is an
appropriate grantee for NIH funding. Please see the NIH Grants Policy Statement, Section 2.3.6
Legal Implications of Applications for additional information.

Failure to respond to this e-mail may result in your registration request being delayed or denied.

Please respond as a reply to this email.

Thank you

6.- Una vez el Signing Official haga los pasos de verificacidon de los mails recibidos, recibird uno
ultimo con su Username y Pasword, que os permitira registrar a todos los demds investigadores.
Este Username y Password habra que guardarlo como dato esencial para los registros (y ya no
necesitaremos mas la actuacion del Signing Official).

After confirmation of the registration by the signing official via a link within the approval
email, the user name emails and temporary passwords are emailed to SO and AA upon the
completion of the registration.

El Unico problema de estos registros es la persona que va a ser Signing Official, tiene que estar un
poco pendiente de los mails que recibe, y que os los reenvie.

Una vez hayamos registrado y completado en eRA Commons al Signing Official, seguiremos con
los registros en eRA Commons de todo el personal investigador que va a participar en el
proyecto.

DATOS NECESARIOS PARA EL REGISTRO EN eRA Commons DE TODO EL PERSONAL QUEVA A
PARTICIPAR EN EL PROYECTO:

a) Nombrey apellidos
b) Posicidon en la entidad
c¢) E-mail
d) Fecha de nacimiento:
e) Employments (de cada uno de vuestros empleos, tenéis que indicar lo siguiente):
1) Start date/End Date (dia/mes/afio).
2) Title
3) Employment Status (Full-time/Part-time).
4) Academic Rank (Assistant professor/Associate professor, instructor, professor,
other).
5) Position (Assistant or Associate Dean, Chairperson of department, Director, Dean,
President, Vicepresident, other).
6) Primary employment? Yes/no
7) Employment address: Street, phone, e-mail, city, zip code, country.
f) Degrees/Residency (de cada uno de vuestros titulos académicos, tenéis que indicar los
siguiente):
1) Degree name (Bachelor/Doctor/Master in....)
2) Degree completed? Yes/no
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4) City and country
5) Date (or expected date) of degree: month/year
6) Length (number of years)

7) s this your terminal research degree? Yes/No

Registro de cada participante en eRA Commons de la entidad:

e Seingresa con Usuario y Contrasefia del Signing Official de la entidad en
https://commons.era.nih.gov/. LOGIN.

( ()RA Commons

Sponsored by Natlonal Institutes of Health

Commons Login 9

*Required field(s

*Username
JAITEXSIGNAL

*Password

Reset

Login

Federated Institutions/Organizations e

N/A v

Federal User Login Here
eRA Commons Help Desk

Hours: Mon-Fri, 7AM-8PM EDT/EST

Web: hitp-/era.nih.govhelp:

Toll-free: 8

e Ir a Admin: Accounts: Manage Accounts-Podemos consultar el personal asociado a la

)

Welcome to the Commons

@ system

All systems are currently available.

Guidance for resumption of grant-related activities post shutdown

Scheduled Commons Maintenance: For maintenance

information, see the eRA Scheduled Maintenance Calendar

Support Related Resources

.

Electronic Submission: Learn about the most frequent application errors at n
Electronic Application Submission: To learn about completing and sub 'mnm\, an -—r-—ctr nic grant application and access
helpful resources, visit the Applving Electronically website

* eRA Home Page: To find Commons FAQs, User Guides. training materials, and step-by-step instructions for performing

tasks in Commons, visit the eRA website

Commons Related Resources

* Reference Letters: To submit a reference letter when requested by an applicant, please follow this link

« Demo Facility: Demo Facility allows you to try most of the capabilities of the NIH eRA C

Thie

entidad con Search.

e Una vez hagamos una busqueda, aparecera un link CREATE ACCOUNT: tendremos que
seleccionar un UserlD (el username) y pondremos nombre, apellido y e-mail. En Role,

I»Warnmg Notice

Submit
Reference Lefter

ommons in a sample environment

ieall R Rausrnment ramniter evatem whirh mav ha arracesd and tead anlv far aitharized Ravarnmant hiicinecs by

seleccionaremos en la lupa qué papel va a tener el investigador y SELECT.

e SAVE.

IMPORTANTE: Una vez se vayan registrando, les iran llegando e-mails del eRA-notify

y eRA Commons con contrasenas.

Mails que se reciben:

1.- eRA Commons Notification of Authentication Credentials and New eRA Account.
2.- eRA Commons: Notification of Password for New Account.

Una vez vayan recibiendo estos e-mails hay que cambiar las contraseiias, ya que las contrasefias
que se reciben son temporales. Todos los datos de usuarios y contrasefias hay que tenerlos

organizados.
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Una vez registrados accederan a su perfil para rellenarlo en https://commons.era.nih.gov/.
LOGIN.

e Ir a Personal Profile: rellenar datos.

Pi - Principal Investigator

SCIENTIST - Scientist IMPORTANT
Changes to your Personal Profile will NOT save if there is any missing data in the required fields. Before navigating away from or closing the Personal

Person ID: 11971589 Profile, review and enter missing information

& PERSONAL PROFILE
U RY + View All

@ NAME AND ID

& DEMOGRAPHICS

& EMPLOYMENT

@ REVIEWER INFORMATION
& EDUCATION

@ REFERENCE LETTERS

& PUBLICATIONS

NAME AND ID @
K4
DEMOGRAPHICS @ &

EMPLOYMENT @
Profile updated:
02/11/2014

Change vour password by: REVIEWER INFORMATION @

07/13/2014

eRA Commons Help Desk EDUCATION e v‘
Hours: Mon-Fri, 7AM-8PM EDIT/EST
Web: http://era.nih.gov/help/
Toll-free: 866-504-9552

Phone: 301-402-7469

TTY: 301-451-593%

REFERENCE LETTERS @

@®®eE® OO

PUBLICATIONS (7]
Contact initiated outside of business
hours via Web or voice mail will be
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REGISTRO EN Grants.gov:

When registering with SAM establishes an E-Business Point of Contact (E-Business POC), who can
authorize individuals within the organization to submit federal grant applications. The POC selects
a special password called Marketing Partner Identification Number (M-PIN) that he or she uses to
designate at Grants.gov at least one individual to submit grant applications for the organization.
That individual is called an Authorized Organizational Representative (AOR).

The Authorized Organizational Representative (AOR):

1. Registers with Operational Research Consultants (ORC), the Grants.gov credential
provider (https://apply07.grants.gov/apply/OrcRegister).

CONTACT US | MANAGE SUBSCRIPTIONS | REGISTER | LOGN

B\ M Grant Opportunities ¥ Enter Keyword GO

GRANTS.GOV™

ABOUT SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-SYSTEM FORMS OUTREACH SUPPORT

GRANTS.GOV Register Register With Grants.gov
REGISTER WITH GRANTS.GOV

In order to safeguard the security of your electronic information, Grants.gov maintains the Authorized Organization Representative (AOR) username and password. The process is used to determine, with certainty
that someone really is who they claim to be.

When you register with Grants.gov, you will receive a username and password. You will need to login to Grants.gov once you receive that username and password to begin the activation process to become an AOR
Being an AOR enables you to submit applications on behalf of your organization. When you log into Grants.gov for the first time with your username and password an e-mail will be generated to your organization's E-
Business Point of Contact When the E-Business Point of Contact assigned rights, you will be authorized to submit grant applications through Grants.gov on behalf of your organization.

To register for a username and password, enter the organization 's DUNS OR DUNS+4 Number and then click the "Register” button below.

Step 1: Complete the DUNS OR DUNS+4 Number field.
Step 2: Click the Register button

DUNS or DUNS+4 Number
l164693479

Register

Tips for registering:

* Askthe grant administrator, chief financial officer, or authorizing official of your organization to identify your DUNS number and to determine if your organization is registered with the SAM. If your organization
does not know its DUNS Number, call Dun & Bradstreet at 1-866-705-5711 and follow the automated prompts to find this information. If your organization is not registered with the SAM, the organization can
annlv hv nhans (1.2RR-ANR-29N) ar ranicter Anlina at hitn' M s
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HOME ABOUT SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-SYSTEM FORMS OUTREACH SUPPORT

GRANTS.GOV Register Register With Grants.Gov Applicant Registration

APPLICANT REGISTRATION

Please enter your information below.
+ Required fields are denoted with an asterisk (*)
« The following special characters are allowed: question marks, periods, dashes, underscores, and @ symbol (Password and username are not subjectto these restrictions.)

* First Name: ﬁ Mi * Last Name: \Rubio

* Job Title [Projecl manager DUNS EGJG%J?BDOUO
* Telephone * Email ‘rr

* Secret Question rYour dog?

* Secret Answer. |||sa

* UserName: ‘MAyla2014

* Password ‘ ---------- * Confirm Password: jsssesssaes

Your password must contain at least eight (8) characters including: at least one (1) uppercase letter (A-Z); at least one (1)
lowercase letter (a-z); at least one (1) number (0-9); and at least one (1) special character (e.0. ! @#$% * &*).

Continue

Revisar informacién y SUBMIT.

CONTACTUS = MANAGE SUBSCRPTIONS = REGISTER | LOGN

SISO Grant Opportunities ¥ Enter Keyword. GO
GRANTS.GOV™

HOME ABOUT SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-SYSTEM FORMS OUTREACH SUPPORT

GRANTS.GOV Register Register With Grants Gov Applicant Registration
APPLICANT REGISTRATION

Please review the information entered below. If you would like to make changes, click the Edit button on the bottom of the page. If the data entered is correct, please click the Submit button on the bottom of the page

You are successfully registered.

FirstName. |
MI;

LastName: |
Job Title: |
DUNS:
Telephone: |
Email 1
Secret Question: *
Secret Answer. |
UserName:

Continue

Warning Notice

This is a U.S. Government computer system, which may be accessed and used only for authorized Government business by authorized personnel. Unauthorized access or use of this computer system may subject
violators to criminal, civil, and/or administrative action.

De: DoNotReply@grants.qgov [mailto:DoNotReply@grants.qov] Enviado el: lunes, 14 de abril de 2014 13:04
Para: xxxxxxxx

CC: XXXXXXXXX
Asunto: Applicant xxxxxxxxx Requesting Grants.gov AOR Status - Action Required

Attention E-Business Point of Contact,

The following individual from your organization has registered with Grants.gov and requested to be
designated as an Authorized Organization Representative (AOR) for your organization. Designating this
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person as an AOR will allow them to submit grant applications to federal agencies via Grants.gov on behalf
of your organization.

Name: xxxxxxxx

Job Title: Project manager
Email: xxxxxxxxxx

Phone: XXXXXXXXXXXX
DUNS: 4646934790000

This user will not be able to submit an application on behalf of your organization until this designation
process has been completed. As the SAM E-Biz POC, you are authorized to approve this individual as an AOR
for your organization.

To authorize this AOR, login to the E-Business Point of Contact (E-Biz POC) section of Grants.gov at
(https://apply07.grants.gov/apply/login.faces?cleanSession=1&userType=ebiz)
then enter your organization's DUNS number and password.

Select Account Type:

APPLICANT | cranToR [ErAges

E-Business Point of Contact Login

This section of the site is designed to provide the designated E-Business Point of Contact (POC) from an
applicant organization the capability of designating, or revoking, the privileges of the Authorized Organization
Representative (AOR). The ACR is the organization's authorized submitter of a Federal grant application. Please
visitthe System for Award Management (SAM) for information about your DUNS or DUNS+4 number and MPIN

For New EBIZ POC Login

« Atleast one individual must register as an AOR with Grants.gov prior to your initial login
+ Atthe EBIZ POC login screen:
o Enter DUNS.
o Enterthe password emailed to you from Grants.gov following organization AOR registration.
o EBIZ will be prompted to enter MPIN following successful login (first time login only)
< EBIZ will then establish a password different from MPIN.

All Other EBIZ POC Login (EBIZ POCs that have successfully logged in on or after 10/11/10)

+ Enter DUNS.
+ Enter Password.

DUNS or DUNS+4: 464693479
LOGIN

PASSWORD: | ........

(Case Sensitive)

Siempre hay que cambiar la contrasefia del E-Bussiness Point of Contact:
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APPLICANT GRANTOR EBIZ POC I

E-Business Point of Contact Login

This section of the site is designed to provide the designated E-Business Point of Contact (POC) from an
applicant organization the capability of designating, or revoking, the privileges of the Authorized Organization
Representative (AOR). The AOR is the organization’s authorized submitter of a Federal grant application. Please
visit the System for Award Management (SAM) for information about your DUNS or DUNS+4 number and MPIN.

For New EBIZ POC Login

* Atleast one individual must register as an AOR with Grants.gov prior to your initial login.
* Atthe EBIZ POC login screen:
o Enter DUNS.
o Enterthe password emailed to you from Grants.gov following organization AOR registration.
o EBIZ will be prompted to enter MPIN following successful login (firsttime login only)
o EBIZ will then establish a password different from MPIN.

All Other EBIZ POC Login (EBIZ POCs that have successfully logged in on or after 10/11/10)

* Enter DUNS.
* Enter Password.

Your account is currently inactive.
To reactivate you MUST change your password.

DUNS or DUNS+4: [464693479
LOGIN
PASSWORD: | | |

(Case Sensitive)

| CHANGE MY PASSWORD

| Forgot My Password/Unlock My Account

Aparece la pagina en grants.gov del E-bussiness PoC:

CONTACTUS | MANAGE SUBSCRIFTIONS | CHANGE PASSWORD | VIEW PROFILE | LOGOUT

.. serv: TR -
GRANTS.GOV™

ABOUT SEARCH GRANTS APPLICANTS ~ GRANTORS SYSTEM-TO-SYSTEM FORMS OUTREACH SUPPORT

GRANTE GOV )

GRANT APPLICANT CENTER
WELCOME:

Applicants

'ORGANIZATION GENERA BIOTECH SOCIEDAD LIMITADA. RECENTLY SUBMITTED APPLICATIONS (TOP 0):

Funding Opportunity
CFDA Number Comp.ID Grantsgov# Date/Time Received Status Status Daie Agency Tracking# Su

EBIZ POC ACTIONS

» Manage Applicants

» Check Application Status for
Organization

APPLICANT RESOURCES

» Grant Eligibility

» Grant Application Process

» Applicant FAQs

» Applicant Resources

» Applicant Tips

Accedo a MANAGE APPLICANTS e inserto el M-PIN: SUBMIT y luego apretd en SEARCH para que me busque
todos los applicants de mi organizacion:

Page 29 of 82
IIS La Fe | Avenida Fernando Abril Martorell, n° 106, Torre A, 72. 46026 Valencia
Tel.: (+34) 96 124 66 01 | Fax. (+34) 96 124 66 20 | fundacion_lafe@gva.es | www.iislafe.es



Instituto de
Investigacion
== Sanitaria Lage

— GRANTS.GOV™

HOME ABOUT SEARCH GRANTS APPLICANTS = GRANTORS SYSTEM-TO-SY:
GRANTS.GOV  Applicants Manage Applicants
MANAGE APPLICANTS
Export Data
P Search By
\ “
L All T

Search

| Reassign Roles | | Deactivate Applicant | | Revoke E-Biz POC Role |

Search returned 3 results

User ID Last Name First Name Ebiz POC Account Status
! ! NO ACTIVE
I YES ACTIVE
i . R HO ACTIVE

Selecciono a la persona que quiero que sea AOR y apreto REASSIGN ROLES. Selecciono Authorized Applicant
y lo muevo de Remaining roles a Current roles (con la flecha a la derecha):

GRANTS.GOV™

HOME ABOUT SEARCH GRANTS APPLICANTS ~ ITORS SYSTEM-TO-S

GRANTS.GOV Applicants ) Manage Applicants

REASSIGN USER ROLES

User Name: "Rubio, Mayra’
User ID: ORC-MAra2014

Remaining Roles: Current Roles.

Authorized Applicant

ANEE

Continue | | Cancel Reassign
I S————§—§—§—§—§—§—§—§—§—§—§—;—mm—.,

Y CONTINUE.

Ahora el AOR ya estd aprobado y puede enviar solicitudes a los NIH, pero antes tiene que verificar que su
Status es APPROVED. Iremos a la segunda parte del e-mail con las contrasefias generadas previamente:

OR

Login as an AOR at:
(https://apply07.qrants.qov/apply/login.faces?cleanSession=1&userType=applic
ant) and select manage applicants and enter your MPIN.
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LOGOUT REQUEST SUCCESSFUL: You have successfully logged out of Grants.gov. Thank you

Select Account Type:
Applicant Login

Login below to check your AOR status and manage your applicant profile. To track your application, visit the Track
My Application page. You need to be registered in order to access the applicant system, to begin the registration
process visitthe Get Registered page.

USERNAME: [MAyra2014
LOGIN

PASSWORD:

(Case Sensitive)

Change My Password
| Forgot My Username
| Forgot My Password/Unlock My Account

CONTACT US | MANAGE SUBSCRPTIONS | CHANGE PASSWORD | MANAGE PROFILE | LOGOUT

seancr: RN -
— GRANTS.GOV™

HOME ABOUT SEARCH GRANTS APPLICANTS ~  GRANTORS SYSTEM-TO-SYSTEM FORMS OUTREACH SUPPORT

GRANTS.GOV ) Applicants

GRANT APPLICANT CENTER

WELCOME:

Mayra Rubio MY RECENTLY SUBMITTED APPLICATIONS (TOP 0):

DUNS: 4546934790000

SAN Expiration Date: 101112014 Funding Opportunity

AOR STATUS: CFDA Number Comp.ID  Grants.gov# Date/Time Received Stalus  Status Date  Agency Tracking#  Su

Approved L
——————————

APPLICANT ACTIONS

» Apply for Grants

* Check My Application Status

EBIZ POC ACTIONS

» Wanage Applicants

»View EBIZ POC Profile

» Check Application Status for

Organization

APPLICANT RESOURCES

» Grant Eligivility

» Grant Application Process

» Applicant FAQs

» Applicant Resources

» Annlicant Tins

If you determine this individual should not be assigned AOR access, do not update the user roles when you
review the request in Grants.gov. You can also deactivate AORs from this section.

If you have questions regarding the E-Biz POC role assignment process, information is available on
Grants.gov:
http://www.grants.qov/applicants/organization-registration.htm|

Thank you.

Grants.gov

If you have questions please contact the Grants.gov Contact Center:
support@grants.gov

1-800-518-4726

24 hours a day, 7 days a week. Closed on federal holidays.

PLEASE NOTE: This email is for notification purposes only. Please do not reply to this email for any purpose.
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Grants.gov confirms approval by sending an email to the AOR.

From: <DoNotReply@grants.gov>
Date: 2014-04-14 13:28 GMT+02:00
Subject: Grants.gov AOR Authorization
TO: XXXXXXXXX

You requested access to submit grant applications through Grants.gov on behalf of your organization. The
e-Business Point of Contact for your organization (as indicated in the SAM, http://www.sam.qgov) approved
the request so you are now authorized to submit grant applications through Grants.gov. Your role is known

as the Authorized Organizational Representative (AOR) role, which is a person authorized to submit
applications on behalf of their organization. Click http.//www.grants.qov/applicants/apply-for-grants.html|
for instructions on how to apply for grants.

Thank you.

Grants.gov

If you have questions please contact the Grants.gov Contact Center:
support@grants.gov

1-800-518-4726

24 hours a day, 7 days a week. Closed on federal holidays.

PLEASE NOTE: This email is for notification purposes only. Please do not reply to this email for any purpose.
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DOCUMENTOS
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INSTRUCCIONES PARA LA CUMPLIMENTACION DEL RESEARCH STRATEGY:

® El documento Research Strategy tiene un limite de paginas de 6 (para modalidades R03, R21) y
12 (para modalidades R01).

e No incluir referencias bibliograficas. Sélo la numeracidn correspondiente a las referencias
bibliograficas por orden de aparicién. El listado de referencias bibliograficas correspondientes a
dicha numeracién se tiene que documentar en el documento Bibliography.

e Las imagenes y figuras se incluiran sin superar el limite de 6 o 12 paginas. El tamafio maximo de
las imagenes debe ser aprox. 1200 x 1500 pixels con 256 colores y en jpeg 6 png.

e Contenido que debe incluir el documento:
(a) Significance:

1) Explain the importance of the problem or critical barrier to progress in the field that the proposed
project addresses.

2) Explain how the proposed project will improve scientific knowledge, technical capability, and/or
clinical practice in one or more broad fields.

3) Describe how the concepts, methods, technologies, treatments, services, or preventative
interventions that drive this field will be changed if the proposed aims are achieved.

(b) Innovation:

1) Explain how the application challenges and seeks to shift current research or clinical practice
paradigms.

2) Describe any novel theoretical concepts, approaches or methodologies, instrumentation or
interventions to be developed or used, and any advantage over existing methodologies,
instrumentation, or interventions.

3) Explain any refinements, improvements, or new applications of theoretical concepts,
approaches or methodologies, instrumentation, or interventions.

(c) Approach:

1) Describe the overall strategy, methodology, and analyses to be used to accomplish the specific
aims of the project.

2) Discuss potential problems, alternative strategies, and benchmarks for success anticipated to
achieve the aims.

3) If the project is in the early stages of development, describe any strategy to establish feasibility,
and address the management of any high risk aspects of the proposed work.

4) Point out any procedures, situations, or materials that may be hazardous to personnel and
precautions to be exercised.

e Consideraciones:
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1.- Dar la misma importancia a las tres secciones que componen la Research Strategy (aunque el
Approach tiene que describir exhaustiva y concienzudamente la metodologia a utilizar y debe ser
mas extenso que las otras secciones).

2.- Incluir resultados preliminares en la seccidn mas adecuada. Discutir los estudios preliminares,
datos y experiencia pertinente del IP.

3.- Plasmar en el documento la siguiente idea principal del NIH: “The project must present special
opportunities for furthering research programs through the use of unusual talent, resources,
populations, or environmental conditions that exist in other countries and either are not readily
available in the United States or augment existing U.S. resources”.

4.- Si en el proyecto existen varios Specific aims, se podrd exponer en el documento las tres
secciones por cada objetivo (Innovation, Significance y Approach), é bien redactar las tres
secciones en general para todos los objetivos de forma colectiva.

e Criterios de evaluacién de los revisores:

Significance

Does the project address an important problem or a critical barrier to progress in the field? If the
aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical
practice be improved? How will successful completion of the aims change the concepts, methods,
technologies, treatments, services, or preventative interventions that drive this field?

Investigator(s)

Are the PD/PIs, collaborators, and other researchers well suited to the project? If Early Stage
Investigators or New Investigators, or in the early stages of independent careers, do they have
appropriate experience and training? If established, have they demonstrated an ongoing record of
accomplishments that have advanced their field(s)? If the project is collaborative or multi-PD/PI,
do the investigators have complementary and integrated expertise; are their leadership approach,
governance and organizational structure appropriate for the project?

Innovation

Does the application challenge and seek to shift current research or clinical practice paradigms by
utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or
interventions? Are the concepts, approaches or methodologies, instrumentation, or interventions
novel to one field of research or novel in a broad sense? Is a refinement, improvement, or new
application of theoretical concepts, approaches or methodologies, instrumentation, or
interventions proposed?

Approach

Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish
the specific aims of the project? Are potential problems, alternative strategies, and benchmarks
for success presented? If the project is in the early stages of development, will the strategy
establish  feasibility and will particularly risky aspects be managed?
If the project involves clinical research, are the plans for 1) protection of human subjects from
research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the
inclusion of children, justified in terms of the scientific goals and research strategy proposed?

Environment
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Will the scientific environment in which the work will be done contribute to the probability of
success? Are the institutional support, equipment and other physical resources available to the
investigators adequate for the project proposed? Will the project benefit from unique features of
the scientific environment, subject populations, or collaborative arrangements?

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL ABSTRACT:

e E|l documento Abstract tiene un limite maximo de 30 lineas.
e Contenido que debe incluir el documento:

The Project Summary must contain a summary of the proposed activity suitable for dissemination
to the public. It should be a self-contained description of the project and should contain a
statement of objectives and methods to be employed. It should be informative to other persons
working in the same or related fields and insofar as possible understandable to a scientifically or
technically literate lay reader. This Summary must not include any proprietary/confidential
information.

The Project Summary is meant to serve as a succinct and accurate description of the proposed work
when separated from the application. State the application’s broad, long-term objectives and
specific aims, making reference to the health relatedness of the project (i.e., relevance to the
mission of the agency). Describe concisely the research design and methods for achieving the
stated goals.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL PROJECT NARRATIVE:

e El documento Project Narrative tiene un limite maximo de 2-3 lineas.
e Contenido que debe incluir el documento:

This attachment will reflect the second component of the Project Summary. The second component
of the Project Summary/Abstract (i.e., “Description”) is Relevance. Using no more than two or three
sentences, describe the relevance of this research to public health. In this section, be succinct and
use plain language that can be understood by a general, lay audience

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
BIBLIOGRAPHY:

e El documento Bibliography no tiene limite maximo. Debe incluir las referencias bibliograficas
citadas en los documentos Research Strategy, Protection of Human Subjects, Inclusion of women
and minorities, Inclusion of children, Vertebrate animals, Multiple PD/P! Leadership plan y
Resource Sharing Plan.

e Contenido que debe incluir el documento:

Each reference must include the names of all authors (in the same sequence in which they appear
in the publication), the article and journal title, book title, volume number, page numbers, and year
of publication. Include only bibliographic citations.
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The references should be limited to relevant and current literature. While there is not a page
limitation, it is important to be concise and to select only those literature references pertinent to
the proposed research.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
FACILITIES AND OTHER RESOURCES:

e El documento Facilities no tiene limite maximo.
e Contenido que debe incluir el documento:

This information is used to assess the capability of the organizational resources available to
perform the effort proposed. Identify the facilities to be used (Laboratory, Animal, Computer,
Office, Clinical and Other). If appropriate, indicate their capacities, pertinent capabilities, relative
proximity and extent of availability to the project.

Describe how the scientific environment in which the research will be done contributes to the
probability of success (e.g. institutional support, physical resources, and intellectual rapport). In
describing the scientific environment in which the work will be done, discuss ways in which the
proposed studies will benefit from unique features of the scientific environment or subject
populations or will employ useful collaborative arrangements.

If there are multiple performance sites, describe the resources available at each site.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
EQUIPMENT:

e El documento Equipment no tiene limite maximo.
e Contenido que debe incluir el documento:

List major items of equipment already available for this project and, if appropriate identify location
and pertinent capabilities.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO FOREIGN
JUSTIFICATION:

e El documento Foreign justification no tiene limite maximo.
e Contenido que debe incluir el documento:

Describe special resources or characteristics of the research project (e.g., human subjects, animals,
disease, equipment, and techniques), whether similar research is being done in the United States
and whether there is a need for additional research in this area.
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EJEMPLO PARA LA CUMPLIMENTACION DEL DOCUMENTO BIOGRAPHICAL
SKETCH:

OMB No. 0925-0001/0002 (Rev. 08/12 Approved Through 8/31/2015)

BIOGRAPHICAL SKETCH

Provide the following information for the Senior/key personnel and other significant contributors.
Follow this format for each person. DO NOT EXCEED FIVE PAGES.

NAME:

eRA COMMONS USER NAME (credential, e.g., agency login):

POSITION TITLE:

EDUCATION/TRAINING (Begin with baccalaureate or other initial professional
education, such as nursing, include postdoctoral training and residency training if
applicable. Add/delete rows as necessary.)

Completi
DEGREE on Date
INSTITUTION AND LOCATION (if applicable) | MM/YYY
Y

FIELD OF STUDY

NOTE: The Biographical Sketch may not exceed five pages. Follow the formats and
instructions below.

A. Personal Statement

Briefly describe why you are well-suited for your role in the project described in this
application. The relevant factors may include aspects of your training; your previous
experimental work on this specific topic or related topics; your technical expertise; your
collaborators or scientific environment; and your past performance in this or related fields
(you may mention specific contributions to science that are not included in Section C).
Also, you may identify up to four peer reviewed publications that specifically highlight your
experience and qualifications for this project. If you wish to explain impediments to your
past productivity, you may include a description of factors such as family care
responsibilities, illness, disability, and active duty military service.

B. Positions and Honors

List in chronological order previous positions, concluding with the present position. List any
honors. Include present membership on any Federal Government public advisory

committee.
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C. Contribution to Science

Briefly describe up to five of your most significant contributions to science. For each
contribution, indicate the historical background that frames the scientific problem; the
central finding(s); the influence of the finding(s) on the progress of science or the
application of those finding(s) to health or technology; and your specific role in the
described work. For each of these contributions, reference up to four peer-reviewed
publications or other non-publication research products (can include audio or video
products; patents; data and research materials; databases; educational aids or curricula;
instruments or equipment; models; protocols; and software or netware) that are relevant
to the described contribution. The description of each contribution should be no longer
than one half page including figures and citations. Also provide a URL to a full list of your
published work as found in a publicly available digital database such as SciENcv or My
Bibliography, which are maintained by the US National Library of Medicine.

D. Research Support

List both selected ongoing and completed research projects for the past three years
(Federal or non-Federally-supported). Begin with the projects that are most relevant to the
research proposed in the application. Briefly indicate the overall goals of the projects and
responsibilities of the key person identified on the Biographical Sketch. Do not include
number of person months or direct costs.
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OMB No. 0925-0001/0002 (Rev. 08/12 Approved Through 8/31/2015)

BIOGRAPHICAL SKETCH

Provide the following information for the Senior/key personnel and other significant contributors.
Follow this format for each person. DO NOT EXCEED FIVE PAGES.

NAME: Hunt, Morgan Casey

eRA COMMONS USER NAME (credential, e.g., agency login): huntmc

POSITION TITLE: Associate Professor of Psychology

EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education,
such as nursing, include postdoctoral training and residency training if applicable.
Add/delete rows as necessary.)

Completi
DEGREE on Date
INSTITUTION AND LOCATION (if applicable) | MM/YYY FIELD OF STUDY
Y
University of California, Berkeley B.S 05/1990 | Psychology
University of Vermont Ph.D. 05/1996 | Experimental
Psychology
University of California, Berkeley Postdoctoral 08/1998 | Public Health and
Epidemiology

A. Personal Statement

| have the expertise, leadership, training, expertise and motivation necessary to
successfully carry out the proposed research project. | have a broad background in
psychology, with specific training and expertise in ethnographic and survey research and
secondary data analysis on psychological aspects of drug addiction. My research includes
neuropsychological changes associated with addiction. As PI or co-Investigator on several
university- and NIH-funded grants, | laid the groundwork for the proposed research by
developing effective measures of disability, depression, and other psychosocial factors
relevant to the aging substance abuser, and by establishing strong ties with community
providers that will make it possible to recruit and track participants over time as
documented in the following publications. In addition, | successfully administered the
projects (e.g. staffing, research protections, budget), collaborated with other researchers,
and produced several peer-reviewed publications from each project. As a result of these
previous experiences, | am aware of the importance of frequent communication among
project members and of constructing a realistic research plan, timeline, and budget. The
current application builds logically on my prior work. During 2005-2006 my career was
disrupted due to family obligations. However, upon returning to the field | immediately
resumed my research projects and collaborations and successfully competed for NIH
support.

1. Merryle, R.J. & Hunt, M.C. (2004). Independent living, physical disability and
substance abuse among the elderly. Psychology and Aging, 23(4), 10-22.
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2. Hunt, M.C., Jensen, J.L. & Crenshaw, W. (2007). Substance abuse and mental health

among community-dwelling elderly. International Journal of Geriatric Psychiatry, 24(9),
1124-1135.

Hunt, M.C., Wiechelt, S.A. & Merryle, R. (2008). Predicting the substance-abuse
treatment needs of an aging population. American Journal of Public Health, 45(2),
236-245. PMCID: PMC9162292 Hunt, M.C., Newlin, D.B. & Fishbein, D. (2009). Brain
imaging in methamphetamine abusers across the life-span. Gerontology, 46(3), 122-
145.

w

B. Positions and Honors

Positions and Employment

1998-2000 Fellow, Division of Intramural Research, National Institute of Drug
Abuse, Bethesda, MD

2000-2002 Lecturer, Department of Psychology, Middlebury College,
Middlebury, VT

2001- Consultant, Coastal Psychological Services, San Francisco, CA
2002-2005 Assistant Professor, Department of Psychology, Washington
University, St. Louis, MO

2007- Associate Professor, Department of Psychology, Washington

University, St. Louis, MO

Other Experience and Professional Memberships

1995- Member, American Psychological Association

1998- Member, Gerontological Society of America

1998- Member, American Geriatrics Society

2000- Associate Editor, Psychology and Aging

2003- Board of Advisors, Senior Services of Eastern Missouri

2003-05 NIH Peer Review Committee: Psychobiology of Aging, ad hoc
reviewer

2007-11 NIH Risk, Adult Addictions Study Section, members

Honors

2003 Outstanding Young Faculty Award, Washington University, St.
Louis, MO

2004 Excellence in Teaching, Washington University, St. Louis, MO
2009 Award for Best in Interdisciplinary Ethnography, International

Ethnographic Society

C. Contribution to Science

1. My early publications directly addressed the fact that substance abuse is often
overlooked in older adults. However, because many older adults were raised during
an era of increased drug and alcohol use, there are reasons to believe that this will
become an increasing issue as the population ages. These publications found that
older adults appear in a variety of primary care settings or seek mental health providers
to deal with emerging addiction problems. These publications document this emerging
problem but guide primary care providers and geriatric mental health providers to
recognize symptoms, assess the nature of the problem and apply the necessary
interventions. By providing evidence and simple clinical approaches, this body of work
has changed the standards of care for addicted older adults and will continue to provide

Page 41 of 82
IIS La Fe | Avenida Fernando Abril Martorell, n® 106, Torre A, 72. 46026 Valencia
Tel.: (+34) 96 124 66 01 | Fax. (+34) 96 124 66 20 | fundacion_lafe@gva.es | www.iislafe.es



._iN [nstituto de
=i\ Investigacion
——: == SanitariaLape

2.

assistance in relevant medical settings well into the future. | served as the primary
investigator or co-investigator in all of these studies.

a. Gryczynski, J., Shaft, B.M., Merryle, R., & Hunt, M.C. (2002). Community based
participatory research with late-life addicts. American Journal of Alcohol and
Drug Abuse, 15(3), 222-238.

b. Shaft, B.M., Hunt, M.C., Merryle, R., & Venturi, R. (2003). Policy implications
of genetic transmission of alcohol and drug abuse in female nonusers.
International Journal of Drug Policy, 30(5), 46-58.

c. Hunt, M.C., Marks, A.E., Shaft, B.M., Merryle, R., & Jensen, J.L. (2004). Early-
life family and community characteristics and late-life substance abuse. Journal
of Applied Gerontology, 28(2),26-37.

d. Hunt, M.C., Marks, A.E., Venturi, R., Crenshaw, W. & Ratonian, A. (2007).
Community-based intervention strategies for reducing alcohol and drug abuse
in the elderly. Addiction, 104(9), 1436-1606. PMCID: PMC9000292

In addition to the contributions described above, with a team of collaborators, | directly
documented the effectiveness of various intervention models for older substance
abusers and demonstrated the importance of social support networks. These studies
emphasized contextual factors in the etiology and maintenance of addictive disorders
and the disruptive potential of networks in substance abuse treatment. This body of
work also discusses the prevalence of alcohol, amphetamine, and opioid abuse in
older adults and how networking approaches can be used to mitigate the effects of
these disorders.

a. Hunt, M.C., Merryle, R. & Jensen, J.L. (2005). The effect of social support
networks on morbidity among elderly substance abusers. Journal of the
American Geriatrics Society, 57(4), 15-23.

b. Hunt, M.C., Pour, B., Marks, A.E., Merryle, R. & Jensen, J.L. (2005). Aging out
of methadone treatment. American Journal of Alcohol and Drug Abuse, 15(6),
134-149.

c. Merryle, R. & Hunt, M.C. (2007). Randomized clinical trial of cotinine in older
nicotine addicts. Age and Ageing, 38(2), 9-23. PMCID: PMC9002364

Methadone maintenance has been used to treat narcotics addicts for many years but
| led research that has shown that over the long-term, those in methadone treatment
view themselves negatively and they gradually begin to view treatment as an intrusion
into normal life. Elderly narcotics users were shown in carefully constructed
ethnographic studies to be especially responsive to tailored social support networks
that allow them to eventually reduce their maintenance doses and move into other
forms of therapy. These studies also demonstrate the policy and commercial
implications associated with these findings.

a. Hunt, M.C. & Jensen, J.L. (2003). Morbidity among elderly substance abusers.
Journal of the Geriatrics, 60(4), 45-61.

b. Hunt, M.C. & Pour, B. (2004). Methadone treatment and personal assessment.
Journal Drug Abuse, 45(5), 15-26.

c. Merryle, R. & Hunt, M.C. (2005). The use of various nicotine delivery systems
by older nicotine addicts. Journal of Ageing, 54(1), 24-41. PMCID:
PMC9112304

d. Hunt, M.C., Jensen, J.L. & Merryle, R. (2008). The aging addict: ethnographic
profiles of the elderly drug user. NY, NY: W. W. Norton & Company.
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Complete List of Published Work in MyBibliography:

http://www.ncbi.nlm.nih.gov/sites/myncbi/collections/public/1PgT7IEFIAJBtGMRD
dWFEmM{WAO/?sort=date&direction=ascending

D. Research Support

Ongoing Research Support
R0O1 DA942367 Hunt (PI)
09/01/08-08/31/16
Health trajectories and behavioral interventions among older substance abusers
The goal of this study is to compare the effects of two substance abuse interventions on
health outcomes in an urban population of older opiate addicts.
Role: PI

RO1 MH922731 Merryle (PI)

12/15/07-11/30/15
Physical disability, depression and substance abuse in the elderly
The goal of this study is to identify disability and depression trajectories and demographic
factors associated with substance abuse in an independently-living elderly population.
Role: Co-Investigator

Faculty Resources Grant, Washington University 08/15/09-08/14/15
Opiate Addiction Database

The goal of this project is to create an integrated database of demographic, social and
biomedical information for homeless opiate abusers in two urban Missouri locations, using
a number of state and local data sources.

Role: PI

Completed Research Support

R21 AA998075 Hunt (PI)
01/01/11-12/31/13
Community-based intervention for alcohol abuse
The goal of this project was to assess a community-based strategy for reducing alcohol
abuse among older individuals.
Role: PI

Page 43 of 82
IIS La Fe | Avenida Fernando Abril Martorell, n® 106, Torre A, 72. 46026 Valencia
Tel.: (+34) 96 124 66 01 | Fax. (+34) 96 124 66 20 | fundacion_lafe@gva.es | www.iislafe.es


http://www.ncbi.nlm.nih.gov/sites/myncbi/collections/public/1PgT7IEFIAJBtGMRDdWFmjWAO/?sort=date&direction=ascending
http://www.ncbi.nlm.nih.gov/sites/myncbi/collections/public/1PgT7IEFIAJBtGMRDdWFmjWAO/?sort=date&direction=ascending

N Instituto de

HRN : -
_ =i\ Investigacion
——: == Sanitarialape

DATOS A RELLENAR PARA LA CUMPLIMENTACION DEL NON-MODULAR
BUDGET:

Para la modalidad R0O1, no hay limite de presupuesto, aunque si se van a solicitar mas de 500,000
USD de costes directos en un afo, hay que pedir permiso justificando la necesidad. El proyecto no
debe durar mds de 5 afios.

Para la modalidad R21, el total de presupuesto que se puede solicitar son 275,000 USD de costes
directos (mds un maximo de 8% de costes indirectos). En el primer afio, se puede solicitar como
maximo 200,000 USD de costes directos.

Para la modalidad RO3, el total de presupuesto que se puede solicitar son 100,000 USD de costes
directos (mas un maximo de 8% de costes indirectos). En el primer afio, se puede solicitar como
maximo 50,000 USD de costes directos.

El presupuesto se debe realizar por separado para cada anualidad.

En el caso de Multiples Pls de diferentes instituciones, cada IP debe hacer su presupuesto por
separado y para cada anualidad (Subaward budget).

Los costes indirectos para no residentes en USA son como maximo del 8% de los costes directos.
Los items para el presupuesto son los siguientes:

Total Federal Funds Requested: Enter total Federal funds requested for the entire project period.
Estimated program income: /dentify any Program Income estimated for this project period if
applicable.

* Explicacion al final de este documento.

Budget afio 1 -afio 2 por separado: (rellenar tabla en USD)

A.- SENIOR/KEY PERSON (Year 1)
Prefi | First | Last | Suffi | Projec | Base | Calendar | Requeste | Fringe | Funds

X Nam | nam | x trole | Salar | ymonths | d salary | benefit | requeste
e e y (s) s (s) d(s)
1
2
3
A.- SENIOR/KEY PERSON (Year 2)
Prefi | First | Last | Suffi | Projec | Base | Calendar | Requeste | Fringe | Funds
X Nam | nam | x trole | Salar | ymonths | d salary | benefit | requeste
e e y (s) s (s) d(s)
1
2
3
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B.- OTHER PERSONNEL (Year 1)
Number  of | Project role Calendary Requested Fringe Funds
personnel months salary (S) benefits (S) requested (S)
Postdoctoral
associates
Graduate students
Undergraduate
students
Secretarial/Clerical
B.- OTHER PERSONNEL (Year 2)
Number  of | Project role Calendary Requested Fringe Funds
personnel months salary (S) benefits (S) requested (S)
Postdoctoral
associates
Graduate students
Undergraduate
students
Secretarial/Clerical
C.- EQUIPMENT (Year 1)
Equipment item Funds requested (S)
1
2
3
C.- EQUIPMENT (Year 2)
Equipment item Funds requested (S)
1
2
3
D.- TRAVEL (Year 1)
Travel Funds requested (S)
Foreign travel costs
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D.- TRAVEL (Year 2)
Travel Funds requested (S)
Foreign travel costs

E.- OTHER DIRECT COSTS (Year 1)
Funds requested (S)

Materials and supplies

Publication costs

Consultant services

ADP/Computer services

Subaward/Consortium/Consortium Costs

Equipment or facilities rental/User fees

E.- OTHER DIRECT COSTS (Year 2)
Funds requested (S)

Materials and supplies

Publication costs

Consultant services

ADP/Computer services

Subaward/Consortium/Consortium Costs

Equipment or facilities rental/User fees

Instrucciones:

c.1.- Senior/Key Person: This section could include such roles as PD/PI, Postdoctoral Associates,
and Other Professionals. Para cada investigador senior que se desee pedir salarios, rellenar
individualmente los siguientes datos:

Base salary (USD): Annual compensation paid by the employer for each senior/key person. Se
puede dejar esto en blanco, aunque el NIH puede solicitar este valor antes del award.

Calendary months: Number of months devoted to the Project for each key person.

Requested salary (USD): Regardless of the number of months being devoted to the project,
indicate only the amount of salary being requested for this budget period for each senior/key
person.

Fringe benefits (USD): Enter applicable fringe benefits, if any, for each senior/key person.

EL REQUESTED SALARY ES EQUIVALENTE AL SUELDO BRUTO DE UN SALARIO EN ESPANA, Y LOS
FRINGE BENEFITS EQUIVALE A LA CUOTA EMPRESARIAL A LA SEGURIDAD SOCIAL.

c.2.- Other personnel: If Project Role is other than Post Doctoral Associates, Graduate Students,
Undergraduate Students, or Secretarial/Clerical, enter the appropriate project role (for example,

Engineer, IT Professional, etc.). Rellenar individualmente los siguientes datos:
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Base salary (USD): Annual compensation paid by the employer for each senior/key person. Se
puede dejar esto en blanco, aunque el NIH puede solicitar este valor antes del award.

Calendary months: Number of months devoted to the Project for each key person.

Requested salary (USD): Regardless of the number of months being devoted to the project,
indicate only the amount of salary being requested for this budget period for each senior/key
person.

Fringe benefits (USD): Enter applicable fringe benefits, if any,

c.3.- Equipment description: este presupuesto debe ser + de 5,000 USD. Poner el equipamiento
necesario y los Funds Requested para cada uno.

c.4.- Travel: Funds Requested (USD).
c.5.- Other direct costs (USD):

Materials and supplies: glassware, chemicals, animal costs, including an amount for each
category.

Publication costs: costs of documenting, preparing, publishing, or otherwise making available to
others the findings and products of the work conducted under the award. Include supporting
information.

Consultant services: List the total costs for all consultant services. Identify each consultant, the
services he/she will perform, total number of days, travel costs, and the total estimated costs.
ADP/Computer Services: Including computer-based retrieval of scientific, technical and education
information.

Subaward/Consortium/Contractual Costs: This line item should include both direct and indirect
costs for all subaward/consortium organizations. Contractual costs for support services, such as
the laboratory testing of biological materials, clinical services, or data processing, are occasionally
sufficiently high to warrant a categorical breakdown of costs. When this is the case, provide
detailed information as part of the budget justification.

Equipment or Facility Rental/User Fees

Other

* PROGRAM INCOME

1.- Program Income. Gross income earned by the applicant organization that is directly generated
by a supported activity or earned as a result of the award. The NIH Grants Policy Statement
contains a detailed explanation of program income, the ways in which it may be generated and
accounted for, and the various options for its use and disposition.

Examples of program income include:

* Fees earned from services performed under the grant, such as those resulting from laboratory
drug testing;

* Rental or usage fees, such as those earned from fees charged for use of computer equipment
purchased with grant funds;

e Third party patient reimbursement for hospital or other medical services, such as insurance
payments for patients when such reimbursement occurs because of the grant-supported activity;
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¢ Funds generated by the sale of commodities, such as tissue cultures, cell lines, or research
animals;

¢ Patent or copyright royalties (exempt from reporting requirements); and

¢ Registration fees generated from grant-supported conferences.

2.- Many federal agencies require applicants to list the estimated Program Income (and source)
expected to be generated by the project on their grant application forms. Program Income is
income earned by a grant recipient from activities which are supported by the direct costs of an
award. It includes, but is not limited to:

- Fees earned for services performed under the grant, such as those resulting from laboratory drug
testing.

- Rental or usage fees, such as those earned from fees charged for the use of computer equipment
purchased with grant funds.

- Third-party patient reimbursement for hospital or other medical services, such as insurance
payments for patients where reimbursement occurs because of the grant supported activity.

- Funds generated by the sale of commodities, such as tissue cultures, cell lines, or research
animals.

- Fees received to attend conference or workshop funded by a sponsored project.

Unless otherwise specified in the awarding agency regulations or the terms of the award, program
income does not include:

- The receipt of principal on loans, rebates, credits, discounts, or interest earned on these.

- Interest earned on advances of federal funds.

- Income earned from license fees and royalties for copyrighted material, patents, patent
applications, trademarks and inventions produced under an award.

- Income earned after the end of the project period.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO BUDGET
JUSTIFICATION:

e El documento Budget justification no tiene limite maximo.

e Contenido que debe incluir el documento:

Provide the additional information requested in each budget category identified and any other
information the applicant wishes to submit to support the budget request. The following budget

categories must be justified, where applicable: equipment, travel, participant/trainee support and
other direct cost categories.

DATOS A RELLENAR PARA LA CUMPLIMENTACION DE LA COVER LETTER:

Para rellenar la Cover Letter se necesita esta informacion:

List of individuals who should not review your application and why: En este apartado
aconsejamos poner NONE.

Disciplines involved, if multidisciplinary.
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Subaward budget: Si hay multiples IPs, y se van a solicitar presupuestos por separado, el
presupuesto del sequndo IP debe aparecer como un Subaward Budget. Hay que especificar si este
presupuesto va a ser para los afios completos del proyecto, 6 sélo para un rango de tiempo
concreto dentro del proyecto. EXPLANATION OF ANY SUBAWARD BUDGET COMPONENTS THAT
ARE NOT ACTIVE FOR ALL PERIODS OF THE PROPOSED GRANT.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO SPECIFIC
AIMS:

Convocatoria PA-11-260:

® El documento Specific Aims tiene un limite de paginas de 1.

e Mandamos el documento en Word a rellenar con el formato exacto para enviarlo. NO CAMBIAR
FORMATO DE WORD. El anexo se llama Carmena_Specif aims.doc.

e No incluir referencias bibliograficas.

e Contenido que debe incluir el documento:

State concisely the goals of the proposed research and summarize the expected outcome(s),
including the impact that the results of the proposed research will exert on the research field(s)
involved.

List succinctly the specific objectives of the research proposed, e.g., to test a stated hypothesis,

create a novel design, solve a specific problem, challenge an existing paradigm or clinical practice,
address a critical barrier to progress in the field, or develop new technology.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
PROTECTION OF HUMAN SUBIJECTS:

e Antes de empezar a trabajar en este Entregable debe responder a la siguiente pregunta:

Are human subjects involved?

1) NO: No hay que rellenar el presente documento, a menos que en el proyecto propuesto se
vayan a utilizar muestras humanas de algun tipo y/o datos privados de personas pero que no
implica el reclutamiento de sujetos humanos (OHRP Guidance on Research involving coded Private
information or biological specimens http://www.hhs.gov/ohrp/policy/cdebiol.html), en este caso,
se debe exponer en este documento una justificacién del porqué el investigador entiende que NO
se incluyen sujetos humanos. (Scenario A)

2) SlI: ¢ Qué tipo de investigacion con humanos es su proyecto?
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a) Clinical Research: NIH defines human clinical research as research with human subjects
that is: (1) Patient-Oriented Research. Research Conducted with human subjects (or on material of
human origin such as tissues, specimens, and cognitive phenomena) for which an investigator (or
colleague) directly interacts with human subjects. Excluded from this definition are in vitro studies
that utilize human tissues that cannot be linked to a living individual. Patient-oriented research
includes (a) mechanisms of human disease, (b) therapeutic interventions, (c) clinical studies, or (d)
development of new technologies. (2) Epidemiologic and Behavioral Studies. (3) Outcomes
Research and Health Services Research.

b) Clinical trial: The NIH defines a clinical trial as a prospective biomedical or behavioral
research study of human subjects that is designed to answer specific questions about biomedical
or behavioral interventions (drugs, treatments, devices, or new ways of using known drugs,
treatments, or devices).

Clinical trials are used to determine whether new biomedical or behavioral interventions are safe,
efficacious, and effective. Behavioral human subjects research involving an intervention to modify
behavior (diet, physical activity, cognitive therapy, etc.) fits this definition of a clinical trial. Human
subjects research to develop or evaluate clinical laboratory tests (e.g. imaging or molecular
diagnostic tests) might be considered to be a clinical trial if the test will be used for medical decision
making for the subject or the test itself imposes more than minimal risk for subjects.

Biomedical clinical trials of experimental drug, treatment, device or behavioral intervention may
proceed through four phases:

Phase I clinical trials test a new biomedical intervention in a small group of people (e.g., 20-80) for
the first time to evaluate safety (e.g., to determine a safe dosage range and to identify side effects).
Phase Il clinical trials study the biomedical or behavioral intervention in a larger group of people
(several hundred) to determine efficacy and to further evaluate its safety.

Phase Il studies investigate the efficacy of the biomedical or behavioral intervention in large
groups of human subjects (from several hundred to several thousand) by comparing the
intervention to other standard or experimental interventions as well as to monitor adverse effects,
and to collect information that will allow the intervention to be used safely.

Phase 1V studies are conducted after the intervention has been marketed. These studies are
designed to monitor effectiveness of the approved intervention in the general population and to
collect information about any adverse effects associated with widespread use.

¢) NIH-Defined Phase lll Clinical Trial: For the purpose of the Guidelines an NIH-defined
Phase Ill clinical trial is a broadly based prospective Phase lll clinical investigation, usually involving
several hundred or more human subjects, for the purpose of evaluating an experimental
intervention in comparison with a standard or controlled intervention or comparing two or more
existing treatments.

Often the aim of such investigation is to provide evidence leading to a scientific basis for
consideration of a change in health policy or standard of care. The definition includes
pharmacologic, non-pharmacologic, and behavioral interventions given for disease prevention,
prophylaxis, diagnosis, or therapy. Community trials and other population-based intervention trials
are also included.
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e Una vez se ha detectado el tipo de investigacién en humanos, hay que seleccionar entre los
siguientes escenarios donde encaje el proyecto exactamente. Una vez seleccionado el escenario,
hay que elegir el anexo correspondiente a cada Escenario en el cual se especifica el tipo de
documentos a elaborar y las instrucciones.

Scenario B. Non-Exempt Human Subjects Research. Consultar secciones posteriores.

If research involving human subjects is anticipated to take place under the award.
Scenario C. Exempt Human Subjects Research. Consultar secciones posteriores.
Exemptions. The six categories of research exempt from the DHHS human subject requlations are:

Exemption 1: Research conducted in established or commonly accepted educational settings,
involving normal educational practices, such as (i) research on regular and special education
instructional strategies, or (ii) research on the effectiveness of or the comparison among
instructional techniques, curricula, or classroom management methods.

Exemption 2: Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures, or observation of public behavior, unless:
(i) information obtained is recorded in such a manner that human subjects can be identified directly
or through identifiers linked to the subjects and (ii) any disclosure of the human subjects' responses
outside the research could reasonably place the subjects at risk of criminal or civil liability or be
damaging to the subjects’ financial standing, employability, or reputation.

Exemption 3: Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures, or observation of public behavior that is
not exempt under paragraph (b)(2) of this section if: (i) the human subjects are elected or
appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without
exception that the confidentiality of the personally identifiable information will be maintained
throughout the research and thereafter.

Exemption 4: Research involving the collection or study of existing data, documents, records,
pathological specimens, or diagnostic specimens, if these sources are publicly available or if the
information is recorded by the investigator in such a manner that subjects cannot be identified,
directly or through identifiers linked to the subjects. The human subjects regulations decision
charts (http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html) of the Office for Human
Research Protection (OHRP) will determine whether the research falls under the human subjects
regulations and if so, whether it meets the criteria for Exemption 4. The NIH Office of Extramural
Research Web site also contains information that is helpful for determining whether human
subjects research meets the criteria for Exemption 4. See
http://qgrants.nih.gov/grants/policy/hs/index.htm. Research that meets the criteria for Exemption
4 is not considered “clinical research” as defined by NIH. Therefore the NIH policies for inclusion of
women, minorities and children in clinical research, and targeted/planned enrollment tables, do
not apply to research projects covered by Exemption 4.

Exemption 5: Research and demonstration projects that are conducted by or subject to the
approval of Department or Agency heads and that are designed to study, evaluate, or otherwise
examine: (i) public benefit or service programs (ii) procedures for obtaining benefits or services
under those programs (iii) possible changes in or alternatives to those programs or procedures or
(iv) possible changes in methods or levels of payment for benefits or services under those programs.
Note: It is uncommon for investigators applying for an NIH grant to qualify for this exemption.
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Please seek guidance from the relevant NIH IC or from the OER Human Subject Protection staff if
you think your project is eligible for Exemption 5.

Exemption 6: Taste and food quality evaluation and consumer acceptance studies (i) if wholesome
foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient
at or below the level and for a use found to be safe, or agricultural, chemical, or
environmentalcontaminant at or below the level found to be safe, by the Food and Drug
Administration or approved by the Environmental Protection Agency or the Food Safety and
Inspection Service of the U.S. Department of Agriculture.

Scenario D. Delayed-Onset Human Subjects Research. Consultar secciones posteriores.

En raras ocasiones, las solicitudes se presentan con el conocimiento de que los sujetos humanos
estaran involucrados durante el periodo de la ayuda, pero los planes son tan indefinidos que no
es posible describir la participacién de sujetos humanos en el proyecto. Los tipos de actividades
que carecen de planes definidos son a menudo adjudicaciones institucionales en que la selecciéon
de proyectos especificos es responsabilidad de la instituciéon, becas de formacion de
investigadores, y proyectos en los que la participacion de seres humanos dependa de la
finalizacion de alguna instrumentacion, los estudios en animales, o la purificacién de compuestos.

If human subjects research is anticipated within the period of the award but plans for involvement
of human subjects cannot be described in the application.

Examples of delayed-onset of human subjects research include:

e Human subjects research is dependent upon the completion of animal or other studies; or

e Human subjects research protocols to be included will undergo an independent decision making
process.

Scenario E. Human Subjects Research Involving a Clinical Trial. Consultar secciones posteriores.

If research involving human subjects is anticipated to take place under the award, and you intend
to conduct a clinical trial during the project period.

Scenario F. Human Subjects Research Involving an NIH-Defined Phase Il Clinical Trial. Consultar
secciones posteriores.

If research involving human subjects is anticipated to take place under the award, and you intend
to conduct an NIH-defined Phase IlI clinical trial during the project period

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
PROTECTION OF HUMAN SUBJECTS para el Escenario B:

Scenario B. Non-Exempt Human Subjects Research.

Criterios:

Human Subjects Research Yes
Page 52 of 82
IIS La Fe | Avenida Fernando Abril Martorell, n° 106, Torre A, 72. 46026 Valencia
Tel.: (+34) 96 124 66 01 | Fax. (+34) 96 124 66 20 | fundacion_lafe@gva.es | www.iislafe.es



« i\ [nstituto de
== S § Invgstlgaclon
——'* == Sanitaria Lage
Exemption Claimed No
Clinical Trial No
NIH-Defined Phase Il Clinical Trial No

Instrucciones e informacion requerida:

e Aunqgue no hay limite de paginas se especifica que los documentos generados sean lo mas
concisos posibles.

e Se tienen que elaborar 4 documentos diferentes:
Protections of Human Subjects.
Inclusion of Women and Minorities.
Targeted/Planned Enrollment Table(s).

Inclusion of Children.

If the research involves collaborating sites or subprojects, provide the information
identified above for each participating site.

Instrucciones generales:

Protections of Human Subjects. El documento deberia contener la siguiente
informacidn:

Risks to Human Subjects

1.- Human Subjects Involvement, Characteristics, and Design.

e Describe the proposed involvement of human subjects in the work.

e Describe and justify the characteristics of the subject population.

e Describe and justify the sampling plan, as well as the criteria for inclusion or exclusion of any
subpopulation.

e Explain the rationale for the involvement of special vulnerable populations.

e [f relevant describe and justify the selection of an intervention’s dose, frequency, and
administration.

e List any collaborating sites where human subjects research will be performed, the role of those
sites and collaborating investigators. Explain how data from the site(s) will be obtained,
managed, and protected.

2.- Sources of Materials.

e Describe the research material obtained from living individuals (specimens records, or data).
e Indicate who will have access to individually identifiable private information about human
subjects.

e Provide information about how the specimens, records, and/or data are collected, managed,
and protected.

3.- Potential Risks.
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e Describe the potential risks to subjects (physical, psychological, financial, legal, or other)

Adequacy of Protection Against Risks

1.- Recruitment and Informed Consent.

e Describe plans for the recruitment of subjects (where appropriate) and the process for
obtaining informed consent. If the proposed studies will include children, describe the process
for meeting requirements for parental permission and child assent.

¢ Include a description of the circumstances under which consent will be sought and obtained,
who will seek it, the nature of the information to be provided to prospective subjects, and the
method of documenting consent.

2.- Protections Against Risk.

e Describe planned procedures for protecting against or minimizing potential risks (privacy of
individuals or confidentiality of data).

® Research involving vulnerable populations, as described in the DHHS regulations, Subparts B-
D must include additional protections. Refer to DHHS regulations, and OHRP guidance:

¢ Additional Protections for Pregnant Women, Human Fetuses and Neonates:
http://www.hhs.gov/ohrp/humansubjects/quidance/45cfr46.html#subpartb

e Additional Protections for Prisoners:
http://www.hhs.gov/ohrp/humansubjects/quidance/45cfr46.html#subpartc

® OHRP Subpart C Guidance: http://www.hhs.qov/ohrp/policy/index.html#prisoners

e Additional Protections for Children:
http://www.hhs.gov/ohrp/humansubjects/quidance/45cfr46.html#subpartd

® OHRP Subpart D Guidance: http://www.hhs.gov/ohrp/policy/index.html#children

e Where appropriate, discuss plans for ensuring necessary medical or professional intervention
in the event of adverse effects to the subjects.

Potential Benefits of the Proposed Research to Human Subjects and Others

e Discuss the potential benefits of the research to research participants and others.
e Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to
research participants and others.

Importance of the Knowledge to be Gained

e Discuss the importance of the knowledge gained or to be gained as a result of the proposed
research.
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e Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge
that reasonably may be expected to result.

Inclusion of Women and Minorities. El documento deberia contener la siguiente
informacidn:

In this section of the Research Plan, address, at a minimum, the following 3 points:

1. A description of the subject selection criteria and rationale for selection of sex/gender and
racial/ethnic group.

2. A compelling rationale for proposed exclusion of any sex/gender or racial/ethnic group.

3. A description of proposed outreach programs for recruiting sex/gender and racial/ethnic
group members as subjects.

Below are examples of acceptable justifications for the exclusion of:

A. One gender:

1. One gender is excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one gender;

e evidence from prior research strongly demonstrates no difference between genders; or

e sufficient data already exist with regard to the outcome of comparable studies in the excluded
gender, and duplication is not needed in this study.

2. One gender is excluded or severely limited because the purpose of the research constrains the
applicant’s selection of study subjects by gender (e.g., uniquely valuable stored specimens or
existing datasets are single gender; very small numbers of subjects are involved; or overriding
factors dictate selection of subjects, such as matching of transplant recipients, or availability of
rare surgical specimens).

3. Gender representation of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens, or data-sets with incomplete gender
documentation are used), and this does not compromise the scientific objectives of the research.

B. Minority groups or subgroups:

1. Some or all minority groups or subgroups are excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one racial or ethnic group;

e evidence from prior research strongly demonstrates no differences between racial or ethnic
groups on the outcome variables;

e a single minority group study is proposed to fill a research gap; or

e sufficient data already exists with regard to the outcome of comparable studies in the excluded
racial or ethnic groups and duplication is not needed in this study.

2. Some minority groups or subgroups are excluded or poorly represented because the
geographical location of the study has only limited numbers of these minority groups who would
be eligible for the study, and the investigator has satisfactorily addressed this issue in terms of:
e the size of the study;

e the relevant characteristics of the disease, disorder or condition; or

e the feasibility of making a collaboration or consortium or other arrangements to include
representation.
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3. Some minority groups or subgroups are excluded or poorly represented because the purpose
of the research constrains the applicant's selection of study subjects by race or ethnicity.

4. Racial or ethnic origin of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens or data sets with incomplete racial or ethnic
documentation are used) and this does not compromise the scientific objectives of the research.

Targeted/Planned Enrollment Table(s). Instrucciones para rellenar la tabla:

- Provide the study title.

- If the application involves subprojects, provide Targeted Enroliment Tables for each subproject
description.

- The “Total Planned Enrollment” means the number of subjects that are expected to be enrolled
in the study, consistent with the definition in ClinicalTrials.gov.

- The “Total Planned Enrollment” will be reported in two ways in the table: by “Ethnic Category”
and by “Racial Categories.”

- “Ethnic Category”: Provide the numeric distribution of the Total Planned Enrollment according
to ethnicity and sex/gender in the top part of the table.

- “Racial Categories”: Provide the numeric distribution of the Total Planned Enrollment, this time
by racial categories and sex/gender, in the bottom part of the table. Note that Hispanic is an
ethnic, not a racial, category.

- If there is more than one study/protocol, provide a separate table for each.

- List any proposed racial/ethnic subpopulations below the table.

When completing the Targeted/Planned Enrollment Tables that describe research in foreign
sites, investigators should asterisk and footnote the table indicating that data include research
participants in foreign sites. If the aggregated data only includes participants in foreign research
sites, the investigator should provide information in one table with an asterisk and footnote.

Inclusion of Children. El documento deberia contener la siguiente informacién:

Provide either a description of the plans to include children, or, if children will be excluded from
the proposed research, present an acceptable justification for the exclusion.

If children are included, the description of the plan should include a rationale for selecting a
specific age range of children. The plan also must include a description of the expertise of the
investigative team for working with children at the ages included, of the appropriateness of the
available facilities to accommodate the children, and the inclusion of a sufficient number of
children to contribute to a meaningful analysis relative to the purpose of the study.

Justifications for Exclusion of Children:

All individuals under 21 are considered children; however, exclusion of any specific age group,
such as individuals under 18, should be justified in this section. It is expected that children will
be included in all clinical research unless one or more of the following exclusionary circumstances

apply:

1. The research topic to be studied is not relevant to children.
2. Laws or regulations bar the inclusion of children in the research.
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3. The knowledge being sought in the research is already available for children.
4. A separate, age-specific study in children is warranted and preferable. Examples include:
a. The condition is relatively rare in children, as compared to adults.
b. The number of children is limited.
c. Issues of study design preclude direct applicability of hypotheses and/or interventions
to both adults and children.
5. Insufficient data are available in adults to judge potential risk in children.
6. Study designs are aimed at collecting additional data on pre-enrolled adult study.
7. Other special cases can be justified by the investigator.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
PROTECTION OF HUMAN SUBIJECTS para el Escenario C:

Scenario C. Exempt Human Subjects Research.

Criterios:

Human Subjects Research Yes

Exemption Claimed Yes(1,2,3,4,5o0r6)
Clinical Trial Yes/No

NIH-Defined Phase Ill Clinical Trial No

Instrucciones e informacion requerida:

e Aunque no hay limite de paginas se especifica que los documentos generados sean lo mas
concisos posibles.

e Se tienen que elaborar 4 documentos diferentes:

Protections of Human Subjects.
Inclusion of Women and Minorities.
Targeted/Planned Enrollment Table(s).
Inclusion of Children.

If the research involves collaborating sites or subprojects, provide the information
identified above for each participating site.

Instrucciones generales:

Protections of Human Subjects. El documento deberia contener la siguiente
informacidn:

Primero hay que afiadir en este documento la siguiente frase: “This human Subjects research
falls under Exemption(s).....” identificando claramente qué nimero de exencion y justificar el
porqué de esa exencion.
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Si el proyecto recae en la Exencion 4, NO se necesita elaborar los Documentos Inclusion of
women and minorities, Targeted/Planned Enrollment Table(s) y Inclusion of children.

Risks to Human Subjects

1.- Human Subjects Involvement, Characteristics, and Design.

e Describe the proposed involvement of human subjects in the work.

e Describe and justify the characteristics of the subject population.

e Describe and justify the sampling plan, as well as the criteria for inclusion or exclusion of any
subpopulation.

¢ Explain the rationale for the involvement of special vulnerable populations.

e If relevant describe and justify the selection of an intervention’s dose, frequency, and
administration.

e List any collaborating sites where human subjects research will be performed, the role of those
sites and collaborating investigators. Explain how data from the site(s) will be obtained,
managed, and protected.

2.- Sources of Materials.

e Describe the research material obtained from living individuals (specimens records, or data).
¢ Indicate who will have access to individually identifiable private information about human
subjects.

® Provide information about how the specimens, records, and/or data are collected, managed,
and protected.

3.- Potential Risks.

e Describe the potential risks to subjects (physical, psychological, financial, legal, or other)

Adequacy of Protection Against Risks

1.- Recruitment and Informed Consent.

e Describe plans for the recruitment of subjects (where appropriate) and the process for
obtaining informed consent. If the proposed studies will include children, describe the process
for meeting requirements for parental permission and child assent.

¢ Include a description of the circumstances under which consent will be sought and obtained,
who will seek it, the nature of the information to be provided to prospective subjects, and the
method of documenting consent.

2.- Protections Against Risk.

e Describe planned procedures for protecting against or minimizing potential risks (privacy of
individuals or confidentiality of data).

® Research involving vulnerable populations, as described in the DHHS regulations, Subparts B-
D must include additional protections. Refer to DHHS regulations, and OHRP guidance:
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e Additional Protections for Pregnant Women, Human Fetuses and Neonates:
http://www.hhs.gov/ohrp/humansubjects/quidance/45cfr46.html#subpartb

e Additional Protections for Prisoners:
http://www.hhs.qgov/ohrp/humansubjects/quidance/45cfr46.html#subpartc

® OHRP Subpart C Guidance: http://www.hhs.qov/ohrp/policy/index.html#prisoners

e Additional Protections for Children:
http://www.hhs.qov/ohrp/humansubjects/quidance/45cfr46.html#subpartd

® OHRP Subpart D Guidance: http://www.hhs.qgov/ohrp/policy/index.html#children

e Where appropriate, discuss plans for ensuring necessary medical or professional intervention
in the event of adverse effects to the subjects.

Potential Benefits of the Proposed Research to Human Subjects and Others

e Discuss the potential benefits of the research to research participants and others.
e Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to
research participants and others.

Importance of the Knowledge to be Gained

e Discuss the importance of the knowledge gained or to be gained as a result of the proposed
research.

e Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge
that reasonably may be expected to result.

Inclusion of Women and Minorities. EI documento deberia contener la siguiente
informacidn:

In this section of the Research Plan, address, at a minimum, the following 3 points:

1. A description of the subject selection criteria and rationale for selection of sex/gender and
racial/ethnic group.

2. A compelling rationale for proposed exclusion of any sex/gender or racial/ethnic group.

3. A description of proposed outreach programs for recruiting sex/gender and racial/ethnic
group members as subjects.

Below are examples of acceptable justifications for the exclusion of:

A. One gender:

1. One gender is excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one gender;

e evidence from prior research strongly demonstrates no difference between genders; or
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e sufficient data already exist with regard to the outcome of comparable studies in the excluded
gender, and duplication is not needed in this study.

2. One gender is excluded or severely limited because the purpose of the research constrains the
applicant’s selection of study subjects by gender (e.g., uniquely valuable stored specimens or
existing datasets are single gender; very small numbers of subjects are involved; or overriding
factors dictate selection of subjects, such as matching of transplant recipients, or availability of
rare surgical specimens).

3. Gender representation of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens, or data-sets with incomplete gender
documentation are used), and this does not compromise the scientific objectives of the research.

B. Minority groups or subgroups:

1. Some or all minority groups or subgroups are excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one racial or ethnic group;

e evidence from prior research strongly demonstrates no differences between racial or ethnic
groups on the outcome variables;

e a single minority group study is proposed to fill a research gap; or

e sufficient data already exists with regard to the outcome of comparable studies in the excluded
racial or ethnic groups and duplication is not needed in this study.

2. Some minority groups or subgroups are excluded or poorly represented because the
geographical location of the study has only limited numbers of these minority groups who would
be eligible for the study, and the investigator has satisfactorily addressed this issue in terms of:
e the size of the study;

e the relevant characteristics of the disease, disorder or condition; or

e the feasibility of making a collaboration or consortium or other arrangements to include
representation.

3. Some minority groups or subgroups are excluded or poorly represented because the purpose
of the research constrains the applicant's selection of study subjects by race or ethnicity.

4. Racial or ethnic origin of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens or data sets with incomplete racial or ethnic
documentation are used) and this does not compromise the scientific objectives of the research.

Targeted/Planned Enrollment Table(s). Instrucciones para rellenar la tabla:

- Provide the study title.

- If the application involves subprojects, provide Targeted Enroliment Tables for each subproject
description.

- The “Total Planned Enrollment” means the number of subjects that are expected to be enrolled
in the study, consistent with the definition in ClinicalTrials.gov.

- The “Total Planned Enrollment” will be reported in two ways in the table: by “Ethnic Category”
and by “Racial Categories.”

- “Ethnic Category”: Provide the numeric distribution of the Total Planned Enrollment according
to ethnicity and sex/gender in the top part of the table.

- “Racial Categories”: Provide the numeric distribution of the Total Planned Enrollment, this time
by racial categories and sex/gender, in the bottom part of the table. Note that Hispanic is an
ethnic, not a racial, category.

- If there is more than one study/protocol, provide a separate table for each.
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- List any proposed racial/ethnic subpopulations below the table.

When completing the Targeted/Planned Enrollment Tables that describe research in foreign
sites, investigators should asterisk and footnote the table indicating that data include research
participants in foreign sites. If the aggregated data only includes participants in foreign research
sites, the investigator should provide information in one table with an asterisk and footnote.

Inclusion of Children. El documento deberia contener la siguiente informacién:

Provide either a description of the plans to include children, or, if children will be excluded from
the proposed research, present an acceptable justification for the exclusion.

If children are included, the description of the plan should include a rationale for selecting a
specific age range of children. The plan also must include a description of the expertise of the
investigative team for working with children at the ages included, of the appropriateness of the
available facilities to accommodate the children, and the inclusion of a sufficient number of
children to contribute to a meaningful analysis relative to the purpose of the study.

Justifications for Exclusion of Children:

All individuals under 21 are considered children; however, exclusion of any specific age group,
such as individuals under 18, should be justified in this section. It is expected that children will
be included in all clinical research unless one or more of the following exclusionary circumstances

apply:

1. The research topic to be studied is not relevant to children.
2. Laws or regulations bar the inclusion of children in the research.
3. The knowledge being sought in the research is already available for children.
4. A separate, age-specific study in children is warranted and preferable. Examples include:
a. The condition is relatively rare in children, as compared to adults.
b. The number of children is limited.
c. Issues of study design preclude direct applicability of hypotheses and/or interventions
to both adults and children.
5. Insufficient data are available in adults to judge potential risk in children.
6. Study designs are aimed at collecting additional data on pre-enrolled adult study.
7. Other special cases can be justified by the investigator.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
PROTECTION OF HUMAN SUBIJECTS para el Escenario D:

Scenario D. Delayed-Onset human subjects Research.

Criterios:

Human Subjects Research Yes
Exemption Claimed Yes/No
Clinical Trial Yes/No
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Instrucciones e informacion requerida:

e Aunqgue no hay limite de paginas se especifica que los documentos generados sean lo mas
concisos posibles.

e Se tienen que elaborar 4 documentos diferentes:

Protections of Human Subjects.
Inclusion of Women and Minorities.
Targeted/Planned Enrollment Table(s).
Inclusion of Children.

If the research involves collaborating sites or subprojects, provide the information
identified above for each participating site.

Instrucciones generales:

Protections of Human Subjects. El documento deberia contener la siguiente
informacidn:

Primero hay que anadir en este documento una explicacion detallada del porqué no es posible
desarrollar planes definitivos de inclusion de sujetos humanos en ese momento, y en qué
momento del proyecto puede ya ser posible. Esta explicacion también tiene que estar
directamente relacionada con el documento Specific Aims.

Risks to Human Subjects

1.- Human Subjects Involvement, Characteristics, and Design.

e Describe the proposed involvement of human subjects in the work.

e Describe and justify the characteristics of the subject population.

¢ Describe and justify the sampling plan, as well as the criteria for inclusion or exclusion of any
subpopulation.

e Explain the rationale for the involvement of special vulnerable populations.

e [f relevant describe and justify the selection of an intervention’s dose, frequency, and
administration.

e List any collaborating sites where human subjects research will be performed, the role of those
sites and collaborating investigators. Explain how data from the site(s) will be obtained,
managed, and protected.

2.- Sources of Materials.

e Describe the research material obtained from living individuals (specimens records, or data).
e Indicate who will have access to individually identifiable private information about human
subjects.
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e Provide information about how the specimens, records, and/or data are collected, managed,
and protected.

3.- Potential Risks.
e Describe the potential risks to subjects (physical, psychological, financial, legal, or other)

Adequacy of Protection Against Risks

1.- Recruitment and Informed Consent.

e Describe plans for the recruitment of subjects (where appropriate) and the process for
obtaining informed consent. If the proposed studies will include children, describe the process
for meeting requirements for parental permission and child assent.

e Include a description of the circumstances under which consent will be sought and obtained,
who will seek it, the nature of the information to be provided to prospective subjects, and the
method of documenting consent.

2.- Protections Against Risk.

e Describe planned procedures for protecting against or minimizing potential risks (privacy of
individuals or confidentiality of data).

® Research involving vulnerable populations, as described in the DHHS regulations, Subparts B-
D must include additional protections. Refer to DHHS regulations, and OHRP guidance:

e Additional Protections for Pregnant Women, Human Fetuses and Neonates:
http://www.hhs.qgov/ohrp/humansubjects/quidance/45cfr46.html#subpartb

e Additional Protections for Prisoners:
http://www.hhs.gov/ohrp/humansubjects/quidance/45cfr46.html#subpartc

® OHRP Subpart C Guidance: http://www.hhs.qov/ohrp/policy/index.html#prisoners

¢ Additional Protections for Children:
http://www.hhs.qov/ohrp/humansubjects/quidance/45cfr46.html#subpartd

e OHRP Subpart D Guidance: http://www.hhs.qov/ohrp/policy/index.html#children

e Where appropriate, discuss plans for ensuring necessary medical or professional intervention
in the event of adverse effects to the subjects.

Potential Benefits of the Proposed Research to Human Subjects and Others

e Discuss the potential benefits of the research to research participants and others.
e Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to
research participants and others.

Importance of the Knowledge to be Gained
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e Discuss the importance of the knowledge gained or to be gained as a result of the proposed
research.

e Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge
that reasonably may be expected to result.

Inclusion of Women and Minorities. El documento deberia contener la siguiente
informacidn:

In this section of the Research Plan, address, at a minimum, the following 3 points:

1. A description of the subject selection criteria and rationale for selection of sex/gender and
racial/ethnic group.

2. A compelling rationale for proposed exclusion of any sex/gender or racial/ethnic group.

3. A description of proposed outreach programs for recruiting sex/gender and racial/ethnic
group members as subjects.

Below are examples of acceptable justifications for the exclusion of:

A. One gender:

1. One gender is excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one gender;

e evidence from prior research strongly demonstrates no difference between genders; or

e sufficient data already exist with regard to the outcome of comparable studies in the excluded
gender, and duplication is not needed in this study.

2. One gender is excluded or severely limited because the purpose of the research constrains the
applicant's selection of study subjects by gender (e.g., uniquely valuable stored specimens or
existing datasets are single gender; very small numbers of subjects are involved; or overriding
factors dictate selection of subjects, such as matching of transplant recipients, or availability of
rare surgical specimens).

3. Gender representation of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens, or data-sets with incomplete gender
documentation are used), and this does not compromise the scientific objectives of the research.

B. Minority groups or subgroups:

1. Some or all minority groups or subgroups are excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one racial or ethnic group;

e evidence from prior research strongly demonstrates no differences between racial or ethnic
groups on the outcome variables;

e a single minority group study is proposed to fill a research gap; or

e sufficient data already exists with regard to the outcome of comparable studies in the excluded
racial or ethnic groups and duplication is not needed in this study.

2. Some minority groups or subgroups are excluded or poorly represented because the
geographical location of the study has only limited numbers of these minority groups who would
be eligible for the study, and the investigator has satisfactorily addressed this issue in terms of:
e the size of the study;
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e the relevant characteristics of the disease, disorder or condition; or

e the feasibility of making a collaboration or consortium or other arrangements to include
representation.

3. Some minority groups or subgroups are excluded or poorly represented because the purpose
of the research constrains the applicant's selection of study subjects by race or ethnicity.

4. Racial or ethnic origin of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens or data sets with incomplete racial or ethnic
documentation are used) and this does not compromise the scientific objectives of the research.

Targeted/Planned Enrollment Table(s). Instrucciones para rellenar la tabla:

- Provide the study title.

- If the application involves subprojects, provide Targeted Enrollment Tables for each subproject
description.

- The “Total Planned Enrollment” means the number of subjects that are expected to be enrolled
in the study, consistent with the definition in ClinicalTrials.gov.

- The “Total Planned Enrollment” will be reported in two ways in the table: by “Ethnic Category”
and by “Racial Categories.”

- “Ethnic Category”: Provide the numeric distribution of the Total Planned Enrollment according
to ethnicity and sex/gender in the top part of the table.

- “Racial Categories”: Provide the numeric distribution of the Total Planned Enrollment, this time
by racial categories and sex/gender, in the bottom part of the table. Note that Hispanic is an
ethnic, not a racial, category.

- If there is more than one study/protocol, provide a separate table for each.

- List any proposed racial/ethnic subpopulations below the table.

When completing the Targeted/Planned Enrollment Tables that describe research in foreign
sites, investigators should asterisk and footnote the table indicating that data include research
participants in foreign sites. If the aggregated data only includes participants in foreign research
sites, the investigator should provide information in one table with an asterisk and footnote.

Inclusion of Children. El documento deberia contener la siguiente informacién:

Provide either a description of the plans to include children, or, if children will be excluded from
the proposed research, present an acceptable justification for the exclusion.

If children are included, the description of the plan should include a rationale for selecting a
specific age range of children. The plan also must include a description of the expertise of the
investigative team for working with children at the ages included, of the appropriateness of the
available facilities to accommodate the children, and the inclusion of a sufficient number of
children to contribute to a meaningful analysis relative to the purpose of the study.

Justifications for Exclusion of Children:

All individuals under 21 are considered children; however, exclusion of any specific age group,
such as individuals under 18, should be justified in this section. It is expected that children will
be included in all clinical research unless one or more of the following exclusionary circumstances

apply:
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1. The research topic to be studied is not relevant to children.
2. Laws or regulations bar the inclusion of children in the research.
3. The knowledge being sought in the research is already available for children.
4. A separate, age-specific study in children is warranted and preferable. Examples include:
a. The condition is relatively rare in children, as compared to adults.
b. The number of children is limited.
c. Issues of study design preclude direct applicability of hypotheses and/or interventions
to both adults and children.
5. Insufficient data are available in adults to judge potential risk in children.
6. Study designs are aimed at collecting additional data on pre-enrolled adult study.
7. Other special cases can be justified by the investigator.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
PROTECTION OF HUMAN SUBIJECTS para el Escenario E:

Scenario E. Human Subjects Research Involving a Clinical Trial.

Criterios:

Human Subjects Research Yes
Exemption Claimed Yes/No
Clinical Trial Yes
NIH-Defined Phase Ill Clinical Trial No

Instrucciones e informacion requerida:

e Aunque no hay limite de paginas se especifica que los documentos generados sean lo mas
concisos posibles.

e Se tienen que elaborar 4 documentos diferentes:

Protections of Human Subjects.
Inclusion of Women and Minorities.
Targeted/Planned Enrollment Table(s).
Inclusion of Children.

If the research involves collaborating sites or subprojects, provide the information
identified above for each participating site.

Instrucciones generales:

Protections of Human Subjects. El documento deberia contener la siguiente informacion
(se incluyen dos apartados mas, Data and safety monitoring plan, and Clinical trials-gov
requirements):

Page 66 of 82
IIS La Fe | Avenida Fernando Abril Martorell, n° 106, Torre A, 72. 46026 Valencia
Tel.: (+34) 96 124 66 01 | Fax. (+34) 96 124 66 20 | fundacion_lafe@gva.es | www.iislafe.es



._iN [nstituto de
—=SSiS\ Investigacion

? B - — = . .
——'* == Sanitaria Lage

Risks to Human Subjects

1.- Human Subjects Involvement, Characteristics, and Design.

e Describe the proposed involvement of human subjects in the work.

e Describe and justify the characteristics of the subject population.

e Describe and justify the sampling plan, as well as the criteria for inclusion or exclusion of any
subpopulation.

¢ Explain the rationale for the involvement of special vulnerable populations.

e If relevant describe and justify the selection of an intervention’s dose, frequency, and
administration.

e List any collaborating sites where human subjects research will be performed, the role of those
sites and collaborating investigators. Explain how data from the site(s) will be obtained,
managed, and protected.

2.- Sources of Materials.

e Describe the research material obtained from living individuals (specimens records, or data).
¢ Indicate who will have access to individually identifiable private information about human
subjects.

e Provide information about how the specimens, records, and/or data are collected, managed,
and protected.

3.- Potential Risks.

e Describe the potential risks to subjects (physical, psychological, financial, legal, or other)

Adequacy of Protection Against Risks

1.- Recruitment and Informed Consent.

e Describe plans for the recruitment of subjects (where appropriate) and the process for
obtaining informed consent. If the proposed studies will include children, describe the process
for meeting requirements for parental permission and child assent.

¢ Include a description of the circumstances under which consent will be sought and obtained,
who will seek it, the nature of the information to be provided to prospective subjects, and the
method of documenting consent.

2.- Protections Against Risk.

e Describe planned procedures for protecting against or minimizing potential risks (privacy of
individuals or confidentiality of data).

¢ Research involving vulnerable populations, as described in the DHHS regulations, Subparts B-
D must include additional protections. Refer to DHHS regulations, and OHRP guidance:

¢ Additional Protections for Pregnant Women, Human Fetuses and Neonates:
http://www.hhs.qgov/ohrp/humansubjects/quidance/45cfr46.html#subpartb
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e Additional Protections for Prisoners:
http://www.hhs.gov/ohrp/humansubjects/quidance/45cfr46.html#subpartc

® OHRP Subpart C Guidance: http://www.hhs.qov/ohrp/policy/index.html#prisoners

¢ Additional Protections for Children:
http://www.hhs.qov/ohrp/humansubjects/quidance/45cfr46.html#subpartd

® OHRP Subpart D Guidance: http://www.hhs.gov/ohrp/policy/index.html#children

e Where appropriate, discuss plans for ensuring necessary medical or professional intervention
in the event of adverse effects to the subjects.

Potential Benefits of the Proposed Research to Human Subjects and Others

e Discuss the potential benefits of the research to research participants and others.
e Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to
research participants and others.

Importance of the Knowledge to be Gained

e Discuss the importance of the knowledge gained or to be gained as a result of the proposed
research.

e Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge
that reasonably may be expected to result.

Data and Safety Monitoring Plan (For each proposed clinical trial, NIH requires a data and safety
monitoring plan that describes oversight and monitoring to ensure the safety of participants and
the validity and integrity of the data. The level of monitoring should be commensurate with the
risks and the size and complexity of the clinical trial)

e Provide a general description of a monitoring plan that you plan to establish as the overall
framework for data and safety monitoring. Describe the entity that will be responsible for
monitoring and the process by which Adverse Events (AEs) will be reported to the Institutional
Review Board (IRB), the funding I/C, the NIH Office of Biotechnology Activities (OBA), and the
Food and Drug Administration (FDA) in accordance with Investigational New Drug (IND) or
Investigational Device Exemption (IDE) regulations. Contact the FDA (http://www.fda.gov/) and
also see the following Web sites for more information related to IND and IDE requirements:
http://www.access.gpo.gov/nara/cfr/waisidx_01/21cfr312_01.html (IND)
http://www.access.gpo.gov/nara/cfr/waisidx_01/21cfr812_01.html (IDE)

e The frequency of monitoring will depend on potential risks, complexity, and the nature of the
trial; therefore, a number of options for monitoring trials are available. These can include, but
are not limited to, monitoring by a:

a. PD/PI (required)

b. Institutional Review Board (IRB) (required)

¢. Independent individual/safety officer

d. Designated medical monitor
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e. Internal Committee or Board with explicit guidelines

f. Data and Safety Monitoring Board (DSMB). NIH specifically requires the establishment of Data
and Safety Monitoring Boards (DSMBs) for multi-site clinical trials involving interventions that
entail potential risk to the participants, and generally for Phase lll clinical trials. Although Phase
I and Phase i clinical trials may also need DSMBs, smaller clinical trials may not require this
oversight format, and alternative monitoring plans may be appropriate.

e A detailed Data and Safety Monitoring Plan must be submitted to the applicant's IRB and
subsequently to the funding IC for approval prior to the accrual of human subjects. For additional
guidance on creating this Plan, see http://grants.nih.gov/grants/quide/noticefiles/NOT-OD-00-
038.html.

ClinicalTrials.gov Requirements (se require el registro de cualquier Clinical trial)

Registration is accomplished at the ClinicalTrials.gov Protocol Registration System Information
Web site (http://prsinfo.clinicaltrials.gov/). A unique identifier called an NCT number, or
ClinicalTrials.gov registry number, will be generated during the registration process.

The NIH implementation of FDAAA requires:

e the registration of applicable clinical trials in ClinicalTrials.gov no later than 21 days after the
first subject is enrolled,

e the reporting of summary results information (including adverse events) no later than 1 year
after the completion date for registered applicable clinical trials involving drugs that are
approved under section 505 of the Food, Drug and Cosmetic Act (FDCA) or licensed under section
351 of the PHS Act, biologics, or of devices that are cleared under section 510k of FDCA, and

e if an “applicable clinical trial” is funded in whole or in part by an NIH grant or cooperative
agreement, grant and progress report forms shall include a certification that the responsible
party has made all required submissions to ClinicalTrials.gov.

For competing (new and renewal) applications that include applicable clinical trials which
require registration and, in certain cases, require results reporting under FDAAA, provide the
NCT number/s, Brief Title/s (protocol title intended for the lay public — see Definitions), and the
identity (name, organization) of the responsible party and their contact information (e-mail
address is required for internal administrative use only) in the human subjects section of the
Research Plan under a section heading entitled ClinicalTrials.gov. If a new applicable clinical trial
is proposed, or if the grant will support an applicable clinical trial that is ongoing but not yet
required to register under FDAAA (e.g. less than 21 days have passed since enrollment of the
first patient), the human subjects section of the Research Plan must include a clear statement,
under the heading ClinicalTrials.gov, that the project includes an applicable clinical trial which
will require registration in ClinicalTrials.gov.

The entity responsible for registering the trial is the “responsible party”. The statute
defines the responsible party as:

(1) the sponsor of the clinical trial (as defined in 21 CFR 50.3)
(http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=50.3), or
(2) the principal investigator of such clinical trial if so designated by a sponsor, grantee,
contractor, or awardee (provided that “the principal investigator is responsible for conducting
the trial, has access to and control over the data from the clinical trial, has the right to publish
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the results of the trial, and has the ability to meet all of the requirements” for submitting
information under the law)

(http://frwebgate.access.gpo.gov/cgi-
bin/getdoc.cgi?dbname=110_cong_public_laws&docid=f:publ085.110.pdf). See PL 110-85,
Section 801(a), (adding new 42 U.S.C. 282(j)(1)(A)(ix)).

For the complete statutory definitions of “responsible party” and “applicable clinical trial”, refer
to Elaboration of Definitions of Responsible Party and Applicable Clinical Trial.

The signature on the application of the Authorized Organization Representative
assures compliance with FDAAA.

Additional information can be found on the ClinicalTrials.gov Web site
(http://qrants.nih.gov/ClinicalTrials fdaaa).

Inclusion of Women and Minorities. El documento deberia contener la siguiente
informacidn:

In this section of the Research Plan, address, at a minimum, the following 3 points:

1. A description of the subject selection criteria and rationale for selection of sex/gender and
racial/ethnic group.

2. A compelling rationale for proposed exclusion of any sex/gender or racial/ethnic group.

3. A description of proposed outreach programs for recruiting sex/gender and racial/ethnic
group members as subjects.

Below are examples of acceptable justifications for the exclusion of:

A. One gender:

1. One gender is excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one gender;

e evidence from prior research strongly demonstrates no difference between genders; or

e sufficient data already exist with regard to the outcome of comparable studies in the excluded
gender, and duplication is not needed in this study.

2. One gender is excluded or severely limited because the purpose of the research constrains the
applicant’s selection of study subjects by gender (e.g., uniquely valuable stored specimens or
existing datasets are single gender; very small numbers of subjects are involved; or overriding
factors dictate selection of subjects, such as matching of transplant recipients, or availability of
rare surgical specimens).

3. Gender representation of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens, or data-sets with incomplete gender
documentation are used), and this does not compromise the scientific objectives of the research.

B. Minority groups or subgroups:

1. Some or all minority groups or subgroups are excluded from the study because:
e inclusion of these individuals would be inappropriate with respect to their health;
e the research question addressed is relevant to only one racial or ethnic group;
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e evidence from prior research strongly demonstrates no differences between racial or ethnic
groups on the outcome variables;

e a single minority group study is proposed to fill a research gap; or

e sufficient data already exists with regard to the outcome of comparable studies in the excluded
racial or ethnic groups and duplication is not needed in this study.

2. Some minority groups or subgroups are excluded or poorly represented because the
geographical location of the study has only limited numbers of these minority groups who would
be eligible for the study, and the investigator has satisfactorily addressed this issue in terms of:
e the size of the study;

e the relevant characteristics of the disease, disorder or condition; or

e the feasibility of making a collaboration or consortium or other arrangements to include
representation.

3. Some minority groups or subgroups are excluded or poorly represented because the purpose
of the research constrains the applicant's selection of study subjects by race or ethnicity.

4. Racial or ethnic origin of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens or data sets with incomplete racial or ethnic
documentation are used) and this does not compromise the scientific objectives of the research.

Targeted/Planned Enrollment Table(s). Instrucciones para rellenar la tabla:

- Provide the study title.

- If the application involves subprojects, provide Targeted Enroliment Tables for each subproject
description.

- The “Total Planned Enrollment” means the number of subjects that are expected to be enrolled
in the study, consistent with the definition in ClinicalTrials.gov.

- The “Total Planned Enrollment” will be reported in two ways in the table: by “Ethnic Category
and by “Racial Categories.”

- “Ethnic Category”: Provide the numeric distribution of the Total Planned Enrollment according
to ethnicity and sex/gender in the top part of the table.

- “Racial Categories”: Provide the numeric distribution of the Total Planned Enrollment, this time
by racial categories and sex/gender, in the bottom part of the table. Note that Hispanic is an
ethnic, not a racial, category.

- If there is more than one study/protocol, provide a separate table for each.

- List any proposed racial/ethnic subpopulations below the table.

4

When completing the Targeted/Planned Enrollment Tables that describe research in foreign
sites, investigators should asterisk and footnote the table indicating that data include research
participants in foreign sites. If the aggregated data only includes participants in foreign research
sites, the investigator should provide information in one table with an asterisk and footnote.

Inclusion of Children. El documento deberia contener la siguiente informacién:

Provide either a description of the plans to include children, or, if children will be excluded from
the proposed research, present an acceptable justification for the exclusion.

If children are included, the description of the plan should include a rationale for selecting a
specific age range of children. The plan also must include a description of the expertise of the
investigative team for working with children at the ages included, of the appropriateness of the
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available facilities to accommodate the children, and the inclusion of a sufficient number of
children to contribute to a meaningful analysis relative to the purpose of the study.

Justifications for Exclusion of Children:

All individuals under 21 are considered children; however, exclusion of any specific age group,
such as individuals under 18, should be justified in this section. It is expected that children will
be included in all clinical research unless one or more of the following exclusionary circumstances

apply:

1. The research topic to be studied is not relevant to children.
2. Laws or regulations bar the inclusion of children in the research.
3. The knowledge being sought in the research is already available for children.
4. A separate, age-specific study in children is warranted and preferable. Examples include:
a. The condition is relatively rare in children, as compared to adults.
b. The number of children is limited.
c. Issues of study design preclude direct applicability of hypotheses and/or interventions
to both adults and children.
5. Insufficient data are available in adults to judge potential risk in children.
6. Study designs are aimed at collecting additional data on pre-enrolled adult study.
7. Other special cases can be justified by the investigator.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
PROTECTION OF HUMAN SUBIJECTS para el Escenario F.

Scenario F. Human Subjects Research Involving an NIH-Defined Phase Ill Clinical Trial.

Criterios:

Human Subjects Research Yes
Exemption Claimed No
Clinical Trial Yes
NIH-Defined Phase Il Clinical Trial Yes

Instrucciones e informacion requerida:

e Aunque no hay limite de paginas se especifica que los documentos generados sean lo mas
concisos posibles.

e Se tienen que elaborar 4 documentos diferentes:

Protections of Human Subjects.
Inclusion of Women and Minorities.
Targeted/Planned Enrollment Table(s).
Inclusion of Children.
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If the research involves collaborating sites or subprojects, provide the information
identified above for each participating site.

Instrucciones generales:
Protections of Human Subjects. El documento deberia contener la siguiente informacion
(se incluyen dos apartados mas, Data and safety monitoring plan, and Clinical trials-gov

requirements):

Primero hay que afadir en este documento la siguiente frase: “This human Subjects research
involves an NIH-defined Phase Ili clinical trial”

Risks to Human Subjects

1.- Human Subjects Involvement, Characteristics, and Design.

e Describe the proposed involvement of human subjects in the work.

e Describe and justify the characteristics of the subject population.

e Describe and justify the sampling plan, as well as the criteria for inclusion or exclusion of any
subpopulation.

e Explain the rationale for the involvement of special vulnerable populations.

e [f relevant describe and justify the selection of an intervention’s dose, frequency, and
administration.

e List any collaborating sites where human subjects research will be performed, the role of those
sites and collaborating investigators. Explain how data from the site(s) will be obtained,
managed, and protected.

2.- Sources of Materials.

e Describe the research material obtained from living individuals (specimens records, or data).
e Indicate who will have access to individually identifiable private information about human
subjects.

e Provide information about how the specimens, records, and/or data are collected, managed,
and protected.

3.- Potential Risks.

e Describe the potential risks to subjects (physical, psychological, financial, legal, or other)

Adequacy of Protection Against Risks

1.- Recruitment and Informed Consent.

e Describe plans for the recruitment of subjects (where appropriate) and the process for
obtaining informed consent. If the proposed studies will include children, describe the process
for meeting requirements for parental permission and child assent.
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e Include a description of the circumstances under which consent will be sought and obtained,
who will seek it, the nature of the information to be provided to prospective subjects, and the
method of documenting consent.

2.- Protections Against Risk.

e Describe planned procedures for protecting against or minimizing potential risks (privacy of
individuals or confidentiality of data).

® Research involving vulnerable populations, as described in the DHHS regulations, Subparts B-
D must include additional protections. Refer to DHHS regulations, and OHRP guidance:

¢ Additional Protections for Pregnant Women, Human Fetuses and Neonates:
http://www.hhs.qgov/ohrp/humansubjects/quidance/45cfr46.html#subpartb

e Additional Protections for Prisoners:
http://www.hhs.gov/ohrp/humansubjects/quidance/45cfr46.html#subpartc

® OHRP Subpart C Guidance: http://www.hhs.qov/ohrp/policy/index.html#prisoners

e Additional Protections for Children:
http://www.hhs.qgov/ohrp/humansubjects/quidance/45cfr46.html#subpartd

e OHRP Subpart D Guidance: http://www.hhs.qov/ohrp/policy/index.html#children

e Where appropriate, discuss plans for ensuring necessary medical or professional intervention
in the event of adverse effects to the subjects.

Potential Benefits of the Proposed Research to Human Subjects and Others

e Discuss the potential benefits of the research to research participants and others.
e Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to
research participants and others.

Importance of the Knowledge to be Gained

e Discuss the importance of the knowledge gained or to be gained as a result of the proposed
research.

¢ Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge
that reasonably may be expected to result.

Data and Safety Monitoring Plan (For each proposed clinical trial, NIH requires a data and safety
monitoring plan that describes oversight and monitoring to ensure the safety of participants and
the validity and integrity of the data. The level of monitoring should be commensurate with the
risks and the size and complexity of the clinical trial)

® Provide a general description of a monitoring plan that you plan to establish as the overall
framework for data and safety monitoring. Describe the entity that will be responsible for
monitoring and the process by which Adverse Events (AEs) will be reported to the Institutional
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Review Board (IRB), the funding I/C, the NIH Office of Biotechnology Activities (OBA), and the
Food and Drug Administration (FDA) in accordance with Investigational New Drug (IND) or
Investigational Device Exemption (IDE) regulations. Contact the FDA (http://www.fda.gov/) and
also see the following Web sites for more information related to IND and IDE requirements:
http://www.access.gpo.gov/nara/cfr/waisidx_01/21cfr312_01.html (IND)
http://www.access.gpo.gov/nara/cfr/waisidx_01/21cfr812_01.html (IDE)

e The frequency of monitoring will depend on potential risks, complexity, and the nature of the
trial; therefore, a number of options for monitoring trials are available. These can include, but
are not limited to, monitoring by a:

a. PD/PI (required)

b. Institutional Review Board (IRB) (required)

c. Independent individual/safety officer

d. Designated medical monitor

e. Internal Committee or Board with explicit guidelines

f. Data and Safety Monitoring Board (DSMB). NIH specifically requires the establishment of Data
and Safety Monitoring Boards (DSMBs) for multi-site clinical trials involving interventions that
entail potential risk to the participants, and generally for Phase lll clinical trials. Although Phase
I and Phase Il clinical trials may also need DSMBs, smaller clinical trials may not require this
oversight format, and alternative monitoring plans may be appropriate.

e A detailed Data and Safety Monitoring Plan must be submitted to the applicant's IRB and
subsequently to the funding IC for approval prior to the accrual of human subjects. For additional
guidance on creating this Plan, see http://grants.nih.gov/grants/quide/noticefiles/NOT-OD-00-
038.html.

ClinicalTrials.gov Requirements (se require el registro de cualquier Clinical trial)

Registration is accomplished at the ClinicalTrials.gov Protocol Registration System Information
Web site (http://prsinfo.clinicaltrials.gov/). A unique identifier called an NCT number, or
ClinicalTrials.gov registry number, will be generated during the registration process.

The NIH implementation of FDAAA requires:

e the registration of applicable clinical trials in ClinicalTrials.gov no later than 21 days after the
first subject is enrolled,

e the reporting of summary results information (including adverse events) no later than 1 year
after the completion date for registered applicable clinical trials involving drugs that are
approved under section 505 of the Food, Drug and Cosmetic Act (FDCA) or licensed under section
351 of the PHS Act, biologics, or of devices that are cleared under section 510k of FDCA, and

e if an “applicable clinical trial” is funded in whole or in part by an NIH grant or cooperative
agreement, grant and progress report forms shall include a certification that the responsible
party has made all required submissions to ClinicalTrials.gov.

For competing (new and renewal) applications that include applicable clinical trials which
require registration and, in certain cases, require results reporting under FDAAA, provide the
NCT number/s, Brief Title/s (protocol title intended for the lay public — see Definitions), and the
identity (name, organization) of the responsible party and their contact information (e-mail
address is required for internal administrative use only) in the human subjects section of the
Research Plan under a section heading entitled ClinicalTrials.gov. If a new applicable clinical trial
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is proposed, or if the grant will support an applicable clinical trial that is ongoing but not yet
required to register under FDAAA (e.g. less than 21 days have passed since enrollment of the
first patient), the human subjects section of the Research Plan must include a clear statement,
under the heading ClinicalTrials.gov, that the project includes an applicable clinical trial which
will require registration in ClinicalTrials.gov.

The entity responsible for registering the trial is the “responsible party”. The statute
defines the responsible party as:

(1) the sponsor of the clinical trial (as defined in 21 CFR 50.3)
(http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=50.3), or
(2) the principal investigator of such clinical trial if so designated by a sponsor, grantee,
contractor, or awardee (provided that “the principal investigator is responsible for conducting
the trial, has access to and control over the data from the clinical trial, has the right to publish
the results of the trial, and has the ability to meet all of the requirements” for submitting
information under the law)
(http://frwebgate.access.gpo.gov/cgi-
bin/getdoc.cgi?dbname=110_cong_public_laws&docid=f:publ085.110.pdf). See PL 110-85,
Section 801(a), (adding new 42 U.S.C. 282(j)(1)(A)(ix)).

For the complete statutory definitions of “responsible party” and “applicable clinical trial”, refer
to Elaboration of Definitions of Responsible Party and Applicable Clinical Trial.

The signature on the application of the Authorized Organization Representative
assures compliance with FDAAA.

Additional information can be found on the ClinicalTrials.gov Web site
(http://qrants.nih.gov/ClinicalTrials fdaaa).

Inclusion of Women and Minorities. El documento deberia contener la siguiente
informacidn (se tiene que ampliar segun instrucciones debajo cuando es un NIH-defined phase llI
clinical trial):

In this section of the Research Plan, address, at a minimum, the following 3 points:

1. A description of the subject selection criteria and rationale for selection of sex/gender and
racial/ethnic group.

2. A compelling rationale for proposed exclusion of any sex/gender or racial/ethnic group.

3. A description of proposed outreach programs for recruiting sex/gender and racial/ethnic
group members as subjects.

Below are examples of acceptable justifications for the exclusion of:

A. One gender:

1. One gender is excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one gender;

e evidence from prior research strongly demonstrates no difference between genders; or
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e sufficient data already exist with regard to the outcome of comparable studies in the excluded
gender, and duplication is not needed in this study.

2. One gender is excluded or severely limited because the purpose of the research constrains the
applicant’s selection of study subjects by gender (e.g., uniquely valuable stored specimens or
existing datasets are single gender; very small numbers of subjects are involved; or overriding
factors dictate selection of subjects, such as matching of transplant recipients, or availability of
rare surgical specimens).

3. Gender representation of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens, or data-sets with incomplete gender
documentation are used), and this does not compromise the scientific objectives of the research.

B. Minority groups or subgroups:

1. Some or all minority groups or subgroups are excluded from the study because:

e inclusion of these individuals would be inappropriate with respect to their health;

e the research question addressed is relevant to only one racial or ethnic group;

e evidence from prior research strongly demonstrates no differences between racial or ethnic
groups on the outcome variables;

e a single minority group study is proposed to fill a research gap; or

e sufficient data already exists with regard to the outcome of comparable studies in the excluded
racial or ethnic groups and duplication is not needed in this study.

2. Some minority groups or subgroups are excluded or poorly represented because the
geographical location of the study has only limited numbers of these minority groups who would
be eligible for the study, and the investigator has satisfactorily addressed this issue in terms of:
e the size of the study;

e the relevant characteristics of the disease, disorder or condition; or

e the feasibility of making a collaboration or consortium or other arrangements to include
representation.

3. Some minority groups or subgroups are excluded or poorly represented because the purpose
of the research constrains the applicant's selection of study subjects by race or ethnicity.

4. Racial or ethnic origin of specimens or existing datasets cannot be accurately determined
(e.g., pooled blood samples, stored specimens or data sets with incomplete racial or ethnic
documentation are used) and this does not compromise the scientific objectives of the research.

> If the proposed research includes an NIH-Defined Phase lll Clinical Trial, the section on
Inclusion of Women and Minorities also must address whether clinically important sex/gender
and/or race/ethnicity differences are expected from the intervention effect. The discussion may
include supporting evidence and/or data derived from animal studies, clinical observations,
metabolic studies, genetic studies, pharmacology studies, and observational, natural history,
epidemiology and other relevant studies. Thediscussion of expected sex/gender and/or
race/ethnicity differences in intervention effect must include selection and discussion of one of
the following analysis plans:

¢ Plans to conduct valid analyses to detect significant differences in intervention effect among
sex/gender and/or racial/ethnic subgroups when prior studies strongly support these significant
differences among subgroups, or

e Plans to include and analyze sex/gender and/or racial/ethnic subgroups when prior studies
strongly support no significant differences in intervention effect between subgroups.
(Representation of sex/gender and racial/ethnic groups is not required as subject selection
criteria, but inclusion is encouraged.), or
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e Plans to conduct valid analyses of the intervention effect in sex/gender and/or racial/ethnic
subgroups (without requiring high statistical power for each subgroup) when the prior studies
neither support nor negate significant differences in intervention effect among subgroups.

Targeted/Planned Enrollment Table(s). Instrucciones para rellenar la tabla:

- Provide the study title.

- If the application involves subprojects, provide Targeted Enrollment Tables for each subproject
description.

- The “Total Planned Enrollment” means the number of subjects that are expected to be enrolled
in the study, consistent with the definition in ClinicalTrials.gov.

- The “Total Planned Enrollment” will be reported in two ways in the table: by “Ethnic Category”
and by “Racial Categories.”

- “Ethnic Category”: Provide the numeric distribution of the Total Planned Enrollment according
to ethnicity and sex/gender in the top part of the table.

- “Racial Categories”: Provide the numeric distribution of the Total Planned Enrollment, this time
by racial categories and sex/gender, in the bottom part of the table. Note that Hispanic is an
ethnic, not a racial, category.

- If there is more than one study/protocol, provide a separate table for each.

- List any proposed racial/ethnic subpopulations below the table.

When completing the Targeted/Planned Enrollment Tables that describe research in foreign
sites, investigators should asterisk and footnote the table indicating that data include research
participants in foreign sites. If the aggregated data only includes participants in foreign research
sites, the investigator should provide information in one table with an asterisk and footnote.

Inclusion of Children. El documento deberia contener la siguiente informacion:

Provide either a description of the plans to include children, or, if children will be excluded from
the proposed research, present an acceptable justification for the exclusion.

If children are included, the description of the plan should include a rationale for selecting a
specific age range of children. The plan also must include a description of the expertise of the
investigative team for working with children at the ages included, of the appropriateness of the
available facilities to accommodate the children, and the inclusion of a sufficient number of
children to contribute to a meaningful analysis relative to the purpose of the study.

Justifications for Exclusion of Children:

All individuals under 21 are considered children; however, exclusion of any specific age group,
such as individuals under 18, should be justified in this section. It is expected that children will
be included in all clinical research unless one or more of the following exclusionary circumstances

apply:

1. The research topic to be studied is not relevant to children.

2. Laws or regulations bar the inclusion of children in the research.

3. The knowledge being sought in the research is already available for children.

4. A separate, age-specific study in children is warranted and preferable. Examples include:
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a. The condition is relatively rare in children, as compared to adults.
b. The number of children is limited.
c. Issues of study design preclude direct applicability of hypotheses and/or interventions
to both adults and children.
5. Insufficient data are available in adults to judge potential risk in children.
6. Study designs are aimed at collecting additional data on pre-enrolled adult study.
7. Other special cases can be justified by the investigator.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO
VERTEBRATE ANIMALS:

e Antes de empezar a trabajar en este Entregable debe responder a la siguiente pregunta:

Are vertebrate animals used?

1) NO: No hay que rellenar el presente documento, a menos que la inclusién de animales
vertebrados en el proyecto sea indeterminada, en este caso se tendrd que aportar en este
documento una explicacion y en qué momento del proyecto se anticipa el uso de animales.

2) SI: Si se van a utilizar animales vertebrados en el proyecto, hay que generar el documento
Vertebrate animals para incluirlo en la solicitud. Este documento debe ser lo mas conciso posible
y debe incluir los siguientes puntos:

a) Provide a detailed description of the proposed use of the animals in the work. Identify the
species, strains, ages, sex, and numbers of animals to be use.

b) Justify the use of animals, the choice of species, and the numbers to be used. If animals are in
short supply, costly, or to be used in large numbers, provide an additional rationale for their
selection and numbers.

¢) Provide information on the veterinary care of the animals involved.

d) Describe the procedures for ensuring that discomfort, distress, pain, and injury will be limited to
that which is unavoidable in the conduct of scientifically sound research. Describe the use of
analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices, where
appropriate, to minimize discomfort, distress, pain, and injury.

e) Describe any method of euthanasia to be used and the reasons for its selection. State whether
this method is consistent with the recommendations of the American Veterinary Medical
Association(AVMA) Guidelines on Euthanasia. If not, include a scientific justification for not
following the recommendations.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL LEADERSHIP PLAN:

En el caso de que el proyecto haya IPs multiples, hay que elaborar un plan de liderazgo, en el cual
se debe especificar el gobierno y la estructura en el transcurso del proyecto, plan de comunicacidn,
toma de decisiones,.... Etc.
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INSTRUCCIONES:

For applications designating multiple PD/PIs, all such individuals must be assigned the PD/PI
role on the Senior/Key Profile form, even those at organizations other than the applicant
organization. A rationale for choosing a multiple PD/PI approach should be described. The
governance and organizational structure of the leadership team and the research project should
be described, including communication plans, process for making decisions on scientific
direction, and procedures for resolving conflicts. The roles and administrative, technical, and
scientific responsibilities for the project or program should be delineated for the PD/PIs and
other collaborators.

If budget allocation is planned, the distribution of resources to specific components of the project
or the individual PD/Pls should be delineated in the Leadership Plan.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL
CONSORTIUM/CONTRACTUAL ARRANGEMENTS:

En el caso de que el proyecto tenga IPs multiples en diferentes instituciones y se vayan a pedir
presupuestos por separado, las instrucciones para la elaboracién del contrato de colaboracién
entre ambos IPs son las siguientes:

INSTRUCCIONES:

Explain the programmatic, fiscal, and administrative arrangements to be made between the
applicant organization and the consortium organization(s). If consortium/contractual activities
represent a significant portion of the overall project, explain why the applicant organization,
rather than the ultimate performer of the activities, should be the grantee.

LETTERS OF SUPPORT PARA LA PROPUESTA NIH:
INSTRUCCIONES:
SE NECESITAN LETTERS OF SUPPORT DE TODOS LOS INVESTIGADORES QUE VAN A TRABAJAR EN

EL PROYECTO DE MANERA SUSTANCIOSA, INCLUIDOS LOS IPs, POSTDOCTORAL, OSCs Y
CONSULTANTS (estos ultimos deben incluir los costes de los servicios que ofrecen).

Attach all appropriate letters of support, including any letters necessary to demonstrate the
support of consortium participants and collaborators such as senior/key personnel and Other
Significant Contributors included in the grant application. Letters are not required for personnel
(such as research assistants) not contributing in a substantive, measurable way to the scientific
development or execution of the project. For consultants, letters should include rate/charge for
consulting services.

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL RESOURCE SHARING
PLAN:
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e Los NIH aconsejan a los investigadores que reciban financiacién de los mismos, un plan de
difusién de resultados cientificos lo mas amplia posible y que se compartan y se pongan a
disposicion estos hallazgos a la Comunidad Cientifica. Por tanto, el investigador debe realizar un
plan de difusidén lo mas “amplio” posible, siempre y cuando sus intereses los proteja previamente
y asi debe quedar reflejado en este documento.

e Contenido que debe incluir el documento:

1. Data Sharing Plan: Investigators are expected to include a brief 1-paragraph description of how
final research data will be shared, or explain why data-sharing is not possible.

http://grants.nih.qov/grants/quide/notice-files/NOT-OD-03-032.html

2.- Sharing Model Organisms: All applications where the development of model organisms is
anticipated are expected to include a description of a specific plan for sharing and distributing
unique model organisms or state why such sharing is restricted or not possible.

Model organisms include but are not restricted to mammalian models, such as the mouse and rat;
and non-mammalian models, such as budding yeast, social amoebae, round worm, fruit fly, zebra
fish, and frog. Research resources to be shared include genetically modified or mutant organisms,
sperm, embryos, protocols for genetic and phenotypic screens, mutagenesis protocols, and genetic
and phenotypic data for all mutant strains.

3.- Genome Wide Association Studies (GWAS): Applicants seeking funding for a genome-wide
association study are expected to provide a plan for submission of GWAS data to the NIH-
designated GWAS data repository, or an appropriate explanation why submission to the
repository is not possible. GWAS is defined as any study of genetic variation across the entire
genome that is designed to identify genetic associations with observable traits (such as blood
pressure or weight) or the presence or absence of a disease or condition.

http://grants.nih.qov/grants/quide/notice-files/NOT-OD-07-088.html

INSTRUCCIONES PARA LA CUMPLIMENTACION DEL DOCUMENTO HUMAN
EMBRYONIC STEM CELLS:

e Antes de empezar a trabajar en este documento debe responder a la siguiente pregunta:

Does the proposed Project involve human embryonic stem cells?

1) NO: No hay que rellenar el presente documento.
2) SI: hay que especificar el niUmero de registro de la/s linea/s celular/es que se van a utilizar:

» List the 4-digit NIH Registration Number of the specific cell line(s) from the NIH Human
Embryonic Stem Cell Registry.

http://stemcells.nih.qov/research/reqistry/
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» If a specific line cannot be referenced at the time of application submission, check this box:

O Specific stem cell line cannot be referenced at this time. One from the registry will be used.
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