ZoomGov SEPA Grant Workshop

Monday, June 1, 2020

2:00 pm 3:30 pm Eastern Dayllght Time

NIGMS is inv}ting you to a scheduled ZoomGov workshbp 1{e]g
(SEPA) PAR-209-153

National Institute of General Medical Sciences (NIGMS)
Division for Research Capacity Building
National Institutes of Health (NIH)

National Institute of
General Medical Sciences



Webinar Presenters

Scientific/FOA Content

Tony Beck, Ph.D.

National Institute of General Medical Sciences (NIGMS)
Email: beckl@mail.nih.gov

Human Subjects

Zuzana Justinova, MD, Ph.D.

National Institute of General Medical Sciences (NIGMS)
Email: zuzana.justinova@nih.gov

Peer Review

Jonathan Arias, Ph.D.

Center for Scientific Review (CSR)
Email: ariasj@csr.nih.gov

Financial/Grants Management

Christy Leake

National Institute of General Medical Sciences (NIGMS)
Email: christy.leake@nih.gov

National Institute of
General Medical Sciences


mailto:beckl@mail.nih.gov
mailto:zuzana.justinova@nih.gov
mailto:ariasj@csr.nih.gov

SEPA Funding Opportunity Announcement (FOA)

NIH Science Education Partnership Award (SEPA) (R25 - Clinical
Trial Not Allowed)

R25 Education Projects

—

Reissue of PAR-17-339
May 11, 2020 - Notice of Change to Eligibility for PAR-20-153. See Notice NOT-GM-20-031.

July 26, 2019- Changes to NIH Requirements Regarding Proposed Human Fetal Tissue Research. See Notice NOT-0D-19-

128

August 23, 2019- Clarifying Competing Application Instructions and Notice of Publication of Frequently Asked Questions

T [ o

(FAQs) Regarding Proposed Human Fetal Tissue Research. See Notice NOT-0OD-19-137

PAR-20-153

National Institute of
General Medical Sciences




SEP A SCIENCE EDUCATION Qe
PARTNERSHIP AWARD > years

Supported by the National Institutes of Health

Funding:

R25 NIH Research Science Education fundingmechanism
5-Year,$1.35M award
Budget FY20 = $20.1M

KEY DATES
Letter of Intent Due Date June 14, 2020

Application Due Date July 14, 2020, 5:00 PM local time
Scientific Merit Review October/November2020
Advisory Council Review January 2021

Earliest Start Date March/April 2021

al Institute of
eneral Medical Science



FOA Section VII. Agency Contacts

Scientific/Research Contact (PO)

Tony Beck, Ph.D. (SEPA)

National Institute of General Medical Sciences(NIGMS)
Email: beckl@mail.nih.gov

Peer Review Contact (SRO)
Jonathan Arias, Ph.D.

Center for Scientific Review (CSR)
Email: ariasj@csr.nih.gov

Financial/Grants Management Contact (GMS)
Christy Leake
National Institute of General Medical Sciences (NIGMS)

Email: christy.leake@nih.gov

N I H National Institute of
General Medical Sciences
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FY20 SEPA REVIEW & AWARD CYCLE

Timeline for Planning a Grant

July 2020 Nov 2020 Mar — Apr 2021

months - \
J
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prepare 1 reviey ! fgnding end-of-year funding
internal deadiine council
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DATE REVIEW | | SCORES

SUMMARY
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National Institute of
General Medical Sciences
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Purpose

* Increase the numbers of urban, rural and minority
students considering research and medical careers
Public health literacy

SEPAiiET“N%iE%Cﬁ&fSD Our goal - a diverse pipeline

SR




)
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Partnerships

* Scientists and clinicians partnering with educators,
community organlzatlons and science centers

"

SEPAiXET”N%iEE.tf:JJEF?D Our goal - a diverse pipeline
Supported by the Na’uonal Instltutes of Health

SR




Career opportunities for minority and underserved

students to increase workforce diversity
* Teacher professional development
. Increased public health literacy

SEPAiiET“N%iE%Cﬁ&fSD Our goal - a diverse pipeline

SR




Target Audlences
* Pre-Ktograde 12
* General public

SEPAiiET“N%iE%Cﬁ&fSD Our goal - a diverse pipeline

SR




4 7 Topics
\ § Any area of NIH funded basic or medical research i/
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SEPA EVOLUTION — FOA-Driven New Areas of Emphasis

RCT, Case
Clinical RET’ Case Comp.,
Trials, .omp., Logic Model
Stem Cells Logic Model (Required)
(Encouraged)

N’

Academic and
Clinical
Partnerships

Pre-K

Citizen
Science

NN

Maker

Movement,

Biotinkering

NCRR

NIH O

NIGMS
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2020

National Institute of
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SEPA EVOLUTION — FOA-Driven New Areas of Emphasis

Broader impact statement
Data science & informatics
Imbedded math & reading
Culture of lab safety

Replicate successful SEPAs

N NI N NN

e e

1990 1995 2000 2005 2010 2017 2020

N I H National Institute of
General Medical Sciences



SEPA Project Diversity Interactive

Digital Media \eterinary

Citizen Science

Systems: \ ga”y Medicine
Aging, Hearing, Molecular tem /
Brain, Lung, Biolo : _
Bone 24 Basic & Clinical

Research Methods

Microbiology, Virology
& Disease \ectors
Infectious
Disease,
Nutrition, Obesity, Immunology &
Diabetes & Epidemiology
Cardiovascular
/
— 2~ Mentoring, Workforce
Community : Development &
Understanding SULTEL Public Health, Teacher Professional
about Clinical Genetics & Lifestyle & Development
Trials Genomics Health

National Institute of
General Medical Sciences
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- The Human Microbiome

ZOOinYOU. -

El Microbioma Humano

https://omsi.edu/exhibitions/zoo-in-you/
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SEPA FUNDED Projects @ SEPA P-12 STEM Projects
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A Home @ About % ContactUs

S EPA SCIENCE EDUCATION
PARTNERSHIP AWARD

SUPPORTED BY THE NATIONAL INSTITUTES OF HEALTH

Evaluation

SEPA Projects ¥ Publications News~v Community v

.;:?g\,_ MO”day, June 1 ’ 2020
2:00 pm - 3:30 pm Eastern Daylight Time

-

> AT LS

Annual Meeting

ZoomGov SEPA Grant Workshop

Follow @NIHSEPA on ¥ Facebook and W Twitter

%) Login

Feature Focus

informative"SEPA-funded segments about
the opioid crisis in America.

View SEPA programs from as many as 40
states across the nation plus DC & Puerto
Rico.

National Institute of
General Medical Sciences
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S EPA SCIENCE EDUCATION
PARTNERSHIP AWARD

SUPPOR! li RY THE NATIONAL INSTITUTES OF HEALTH

SEPA Projects ¥  Publications News~v Community v

Evaluation

.;:?g\,_ MO”day, June 1 ’ 2020
2:00 pm - 3:30 pm Eastern Daylight Time

-

> AT LS

ZoomGov SEPA Grant Workshop

Follow @NIHSEPA on ¥ Facebook and W Twitter

%) Login

Annual Meeting

Feature Focus

informative"SEPA-funded segments about
the opioid crisis in America.

View SEPA programs from as many as 40
states across the nation plus DC & Puerto
Rico.

National Institute of
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# Home @ About % ContactUs Follow @NIHSEPA on ¥ Facebook and W Twitter

SE ) [ EDUCATION =)
PRRTNERSHIP AWARD

SUPPORTED/ 1E NATIONAL INSTITUTES OF HEALTH 3 Login

SEPA Projects v  Publications News~v Community v  Evaluation = Annual Meeting

Projects by Funding Year
Feature Focus

Projects by State

Participating Institutions
pating -— e i

PBS NewsHourhas prod()‘eed a series of

Institutions by State GOV SEPA G ra nt Workshop informative SEPA-funded segments about

the opioid crisis in America.
L N\
Monday, June 1, 2020
2:00 pm - 3:30 pm Eastern Daylight Time

e R e -

View SEPA programs from as many as 40
states across the nation plus DC & Puerto
Rico.

National Institute of
General Medical Sciences
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# Home @ About % ContactUs Follow @NIHSEPA on ¥ Facebook and W Twitter

SEI)A SCIENCE EDUCATION Search =0
PARTNERSHIP AWARD

SUPPORTED BY THE NATIONAL INSTITUTES OF HEALTH

%) Login

SEPA Projects v Publications News~v Community v Evaluztion = Annual Meeting

Zoom GOV SE PA G ra nt WO rkS ho p informative 'SEPA-funded segments about

the opioid crisis in America.
Monday, June 1, 2020
2:00 pm - 3:30 pm Eastern Daylight Time

-

> AT LS

View SEPA programs from as many as 40
states across the nation plus DC & Puerto
Rico.
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A Home @ About % ContactUs

SEI)A SCIENCE EDUCATION
PARTNERSHIP AWARD
SUPPORTED BY THE NATIONAL INSTITUTES OF HEALTH

SEPA Projects v Publications News~v Community v  Evaluation

ZoomGov SEPA Grant Workshop

Monday, June 1, 2020
2:00 pm 3:30 pm Eastern Dayllght Time

> -

->-‘ -»]
E \s.’ /
NIGMS is inviting you to a scheduled ZoomGov workshop fer
(SEPA) PAR-209-153

Follow @NIHSEPA on ¥ Facebook and W Twitter

%) Login

Annual Meeting

Feature Focus

Opioid .
Crlc‘ ,’{ =

-— ilEs o2
PBS NewsHour has Dmduced a series of

informat»"Z oePA-funded seyinants about
the<Gpioid crisis in America.

Search Programs by State

View SEPA programs from as many as 40
states across the nation plus DC & Puerto
Rico.

https://nihsepa.org/
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SERA SCIENCE EDUCATION L]
PARTNERSHIP AWARD  WwWw.nihsepa.org

SUPPORTED BY THE NATIONAL INSTITUTES OF HEALTH

Login
SEPA Projects News Community Publications Evaluation Resources  Annual Meeting
Filter by state:
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SERA SCIENCE EDUCATION e -
PARTNERSHIP AWARD  \WWW.hihsepa.org

SUPPORTED BY THE NATIONAL INSTITUTES OF HEALTH Log in

SEPA Projects News Community Publications Evaluation Resources  Annual Meeting

Promotin|
Literacy
Nationwif
ol Dissemir|
Planarians and the pharmacology of addiction: an in vivo model for K-12 education Cancer,
Temple University - Lewis Katz School of Medicine, Philadeipnia PA Genes ai
1R25DA033270-01A1 : 0711512014 - 0612012018 Engagin
Teacherg
s 3 . Gene U
A Partnership in Neuroscience Education Genomid
Duquesne University, Pittsburgh P4 Experien|

R250D016516 : 04/15/2014 - 02/28/2012

Resources for Education and Action for Community Health in Ambler (REACH Ambler) T

University of Pennsylvania — School of Medicine, Philagelphiz PA

R250D010521-01 : 08/27/2012 - 07/21/2017 & Join our Mailing |

W
Investing in the Future: Collaborative Research Experiences for Students and Teachers O Contact the Web

Pennsylvania State University Hershey Med Ctr, Hershey PA © View FAQ
R25RR023280-01 A2 - 0310 -05

If a Starfish Can Grow a New Arm, Why Can't I?
Pittsburgh Tissue Engineering Initiative, Pittsburgh PA

R25RR023286 : 03/26/2007 - 02

Regenerative Medicine Partnership in Education (Phase I/ll)

Duquesne University, P

R25RR020403 : 04/01/2006 - 02

Inform high school sty
Partnership in Biomedical Discovery early career scientists
University of Pittsburgh, Pittsourgh PA highlights in basic bior]
- 0273172011 research

R25RR020463 : 04/0

Heart of the Matter
Franklin Institute. Phizdeiphia PA

R25RR018562 : 09/20

Science Teachers Workshops for Computer Training (1995)

Carnegie Mellon University

R25RR007642-2 : 0 95 - 03/31/2000

Universe Within

QED Communications Inc, Pittsburgh PA

R25RR007585 : 09/20/1891 - 09/29/1003

Science Teachers Workshops for Computer Training

Carnegie Mellon University. Pittsburgh PA

R25RR007642 : 08

- 02/20/1905
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SEPA SCIENCE EDUCATION Zil ]
PARTNERSHIP AWARD  \WwWw.nihsepa.org

SUPPORTED BY THE NATIONAL INSTITUTES OF HEALTH

Login

SEPA Projects News Community Publications Evaluation Resources  Annual Meeting

| Pennsylvania v
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Planarians and the pharmacology of addiction: an in vivo model for K-12 education
Temple University — Lewis Katz School of Medicine, Philadelghia PA

1R25DA022270-01A1 - 071152014 - 0822018

A Partnership in Neuroscience Education <—

Duquesne University, Pitisburgh FA

R2500016516 : 04152014 - 0272872018

Resources for Education and Action for Community Health in Ambler (REACH Ambler)

University of Pennsylvania — School of Medicine, Philadelphia PA

R2500D010521-01 : 0327/2012 - 0713172017
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A Partnership in Neuroscience Education Project Information
Project ID: R250D016516

Project Type: formal

Sdentas“d Are Yw Sleemng? Winner of two Emmy® Awards! Project Status: active

Funding Years
04/15/2014 - 02/28/2019

State: PA

Institution
Duquesne University

Department
Department of Biological Sciences

Address

Duquesne University Administration
Bldg. 600 Forbes Avenue Room
301A

Pittsburgh, PA 15282

Project Contact(s):

Pollock, John, PhD
Role: Pl / Project Leader
Phone: 412-855-4043
Email: pollock@dug.edu

Explore SEPA
Project Website(s) =

! 2 DNA is Elementary:
ﬁ Promoting Genetics
http://thepartnershipineducation.com Literacy

. *. Nationwide
o Dissemination of Inside
- Cancer: A_ SEPA-Funded

Project Description | Abstract  Dissemination  Evaluation(s) & Genes and Microbes:
g Engaging Students and
3 *.’ Teachers in NGSS-

Project Description : @ Gene U: Inquiry-based
m Genomics Learning
High-caliber, rigorously-tested STEM teaching tools for the 21st century : Experiences for

Scientastic! Are You Sleeping? is an Emmy® Award-winning show, which blends live-action with 2-D and
3-D animations that incorporates a fictional plot with interviews from actual doctors and scientists, to view at

Haln and Siinnart

National Institute of
General Medical Sciences




A Partnership in Neuroscience Education Project Information

Project ID: R250D016516

Project Type: formal

SCiGﬂlaSUC' Are Yw Sleemng? Winner of two Emmy® Awards!

ScientasticsAre You §J£§p|’1g" Preview

Project Status: active

Funding Years
0471572014 - 02/28/2019

Siate: PA

Institution:
Duquesne University

Depariment:
Department of Biological Sciences

Address:

Duguesne University Administration
Bldg. 600 Forbes Avenue Room
Project Website(s) J01A

Pittsburgh, PA 15282

http://thepartnershipineducation.com

Project Contact{s):

Project Description | Abstract  Dissemination Evaluation(s) Pollock, John, PhD
Role: Pl / Project Leader
Project Description Phone: 412-855-4043

Email: pollock@dug.edu

High-caliber, rigorously-tested STEM teaching tools for the 21st century

Scientastic! Are You Sleeping? is an Emmy® Award-winning show, which blends live-action with 2-D a...
3-D animations that incorporates a fictional plot with interviews from actual doctors and scientists, to view at

Haln and Siinnart

National Institute of
General Medical Sciences




A Partnership in Neuroscience Education

SCiGﬂlaSUC' Are Yw Sleemng? Winner of two Emmy® Awards!

ScientasticsAre You §J£§p|’1g" Preview

Project Website(s)

http://thepartnershipineducation.com

Project Description Abstract Dissemination Evaluation(s)

Project Description

High-caliber, rigorously-tested STEM teaching tools for the 21st century

Scientastic! Are You Sleeping? is an Emmy® Award-winning show, which blends live-action with 2-D &

Project Information
Project ID: R250D016516

Project Type: formal
Project Status: active

Funding Years
0471572014 - 02/28/2019

Siate: PA

Institution:
Duquesne University

Depariment:
Department of Biological Sciences

Address:

Duguesne University Administration
Bldg. 600 Forbes Avenue Room
J01A

Pittsburgh, PA 152582

Project Contact{s):

Pollock, John, PhD

Role: Pl / Project Leader
Phone: 412-855-4043
Email: pollock@dug.edu

3-D animations that incorporates a fictional plot with interviews from actual doctors and scientists, to view at

Haln and Qunnart

National Institute of
General Medical Sciences




PREPARATION

w.eliteresearch.com/how-do-you-develop-a-logic-model

s://www.eli

http



http://www.eliteresearch.com/how-do-you-develop-a-logic-model
http://www.eliteresearch.com/how-do-you-develop-a-logic-model
http://www.eliteresearch.com/how-do-you-develop-a-logic-model
http://www.eliteresearch.com/how-do-you-develop-a-logic-model

PREPARATION — PART 1

) -

| q . “."r"‘..:}
ﬁ;udy SEPA FOA -

2. Visit SEPA website, https://nihsepa.org/
e Search by
* Topic
* Target Audience
* Applicant Organization
* SEPA Projects by Funding Year
* Annual SEPA Pl Conference Reports

IDC (=



https://nihsepa.org/

PREPARATION — PART 2

1 ';. :‘ "  ”

q A
W 3
\N“' .....

e Assemble team -

-

l"

* |dentify partners
* Draft research plan

e Email to schedule a call

VQCII OO (v ——=

N I H National Institute of
General Medical Sciences



PREPARATION — PART 3

s B

CWY/ e 7
nzm7a7l
d VA VA ¥

Electronic Application Process

Prepare to Apply Find Opportunity Prepare
& Register = Application
* Register with -+ Submit in * Follow » Submit via your
Grants.gov & response to Application organizational
eRA Commons  Funding Guide & representative
Opportunity Instructions * Use eRA
Announcement Commons to
(FOA) view & track
Vuw

http://slideplayer.com/slide/5288203/

N I H National Institute of
General Medical Sciences
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PREPARATION — PART 3

electronic Research Administration (eRA)

- . A

A program of the Natlonal

eRA Commons Registration
& Accounts

eRA Training

Modules, User Guides
& Documentation

Related NIH Guide Notices

PubRoster
(Rosters of NIH Scientific
Review Groups)

AHRO

Ingtitutes of Health L
—mmm -

IV.

VL
VIL

VIII.

Ix.
NIH (OER) X.

General Questions
eRA Commons Registration

Accounts Log In and
Password

Roles in eRA Commons
Creating Accounts;
Delegating and Revoking
Authority; Affiliating
Personal Profile

Research Performance
Progress Report (RPPR)

Financial Status Report
Grants Closeout
Just in Time

XI.
XIIL.
XIII.
XIV.
XV.
XVI.
XVII.
XVIII.
XIX.

XX.

XXI.

eRA Commons Frequently Asked Questions

No Cost Extension

Reference Letters

Internet Assisted Review

Summary Statement

My NCBI

xTrain

LikeThis

Administrative Supplements (Type 3s)
Change of Institution/Relinquishing
Statement (Type 7s)

Extramural Trainee Reporting And Career
Tracking (XTRACT)

PI Verification of Preferred eRA Commons
Account

https://era.nih.gov/commons/faqg commons.cfm

National Institute of

General Medical Sciences
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PROGRAM
* Human Subjects
* Inclusion

Zuzana Justinova, MD, PhD




What’s New with Human Subjects?

Hogulatons. >
bt ‘

Revised Common Rule Q&As

A
RN T EE GRS

& oo QI

Revised Common Rule: Changes include IRB Review,
consent in the Common Rule, and exemption
categories.

Expanded exemption categories that cover the work
proposed in most SEPA applications.

Information to understand the changes:
https://www.hhs.gov/ohrp/education-and-
outreach/revised-common-rule/revised-common-
rule-g-and-a/index.html#tcollapse-ga-e6

Changes to human subjects research-related NIH
policies to align with Common Rule changes and the
21st Century Cures Act.

New Human Subjects and Clinical Trials Information
forms — Affects all types of human subjects research.

Resources to help you navigate the changes:
https://grants.nih.gov/policy/humansubjects/resear
ch.htm



https://www.hhs.gov/ohrp/education-and-outreach/revised-common-rule/revised-common-rule-q-and-a/index.html#collapse-qa-e6
https://grants.nih.gov/policy/humansubjects/research.htm

| think | have a project with human subjects.
What next?

* The exemptions listed are likely to cover
most SEPA projects that do involve human
Bt headl 8 Exemptions Consider subjects research.

Subjects Research

Meets the definition of human subjects research. TN ° :
Exempt studies involve human subjects research: research involving a living individual about whom data . If yo u r p ro po sa I Se e m s to I n CI u d e WO rk
or biospecimens are obtained/used/studied/analyzed through interaction/intervention, or identifiable, [ RALREEEIELELES

private information is used/studied/analyzed/generated *HS education beyo N d Exe m pti ons 1-8' CO nta ct t h e S E PA

Meets the criteria of one of the following exemptions: o e ot . .
Program Director to discuss the work you

45 CFR 46
ﬂ_ Exemption 1: conducted Exemption 2: uses Exemption 3: benign Requirements: d 1 f. ‘A’ i h S E PA’
in an educational setting ‘ 9dU§3ti0"3| tests, surveys, behavioral interventions in sLimited IRB review for wa nt to propose an Its It It S
using normal educational interviews, or observations of adults® 7 &8, and some study
practices* public behavior* designs under 2 & 3. goa I S
+Cannotinclade any other procecres, such s +Limited IRB review may be required. Limited IRB review may be required. +Broad consent for 7 & *

collection of clinical data o biospecimens

8.

cngiond \ ) * Note: Expedited IRB review does not mean
collection/study of data or .
exempt human subjects research.

specimens if publicly available, Exemption 5: public service

Exemption 6: taste and food Cannot involve

j rogram research or " N i
or recorded sughiha_tlsubjects program research o quality evaluations _pnsnnem.mless
cannot be identified* demonstration projects includes a broader
“May be ientifiable i limted cases,See population that

§46.104(d)(4)(iil) and (iv) happens to include

prisoners.

Remember:

Exemption 7: storage of

. o . > E ion 8; d Cannot invol . .
dentale mormatonor | | ST TN ehreni: Randomized Controlled Trial (RCT) or a Well-
biospecimens for secondary information or biospecimens. *Exemption 2 if

research use. Broad consent

- ) B limi investigators . . .
dlntes Rereveware | | (ot om Matched Comparison study evaluation design
required. activity being

observed or includes
identifiable info, OR
*Exemption 3.

to evaluate project effectiveness

+

Clinical Research

For more information see the NIH OER Human Subjects Research website
Send questions/comments to OER-HS@nih.qov.

https://grants.nih.gov/sites/default/files/exemption infographic v7 508c-4-4-
19.pdf



https://grants.nih.gov/sites/default/files/exemption_infographic_v7_508c-4-4-19.pdf

Keep In Mind: Definition of Research

* A systematic investigation, including research development, testing
and evaluation, designed to develop or contribute to generalizable
knowledge.

* Program evaluations that

* do not involve experimental or non-standard interventions,

e provide information for and about the setting in which the program is
conducted,

* are considered to be a requirement or standard operating procedure of the
program,

e and are not subject to peer review

» are not considered research.

* Publishing the results of a program evaluation does not necessarily
mean that the program evaluation must be treated as human
subjects research.

National Institute of
N I H General Medical Sciences



New G.500 - PHS Human Subjects and
Clinical Trials Information

* Video walkthrough of the forms:
https://www.youtube.com/watch?v=FN R
gOHgmkOrY&list=PLOEUwWSnjvaBJeHchba | e e
yai7 fDnFZFPEMQK&index=2&t=0s R

* Detailed instructions to fill them out: PTS——
https://grants.nih.gov/grants/how-to- e et s

apply-application-guide/forms-

i

e/general/g.500-phs-human-subjects- b e S St b S e ot

chhes. yom wil provide e sudy nane snd s justification foamisuaes ol bumen sebjects. shdy infomassn

and-clinical-trials-information.htm — |

* Clearly describe the activities in the IRB R '
protocol that will be used to evaluate S
the program effectiveness. E———

* Ex.: “Health-related biomedical or - : | =
behavioral outcomes will not be |
evaluated and the proposed human
subjects research does not meet the
NIH Definition of Clinical Research.”

National Institute of
General Medical Sciences



https://www.youtube.com/watch?v=FNgOHqmk0rY&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=2&t=0s
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm

What about Behavioral Interventions in
Educational Settings?

NOT CLINICAL TRIALS

Decision Tree for NIH Clinical Trial Definition

Does the study involve e Pay attention to semantics
human participants research? .
e Clearly describe outcome measures
e State health-related biomedical or behavioral
outcomes will NOT be evaluated

YES

Are participants prospectively
assigned to an intervention?
s The study
G i< NOT FAQ C.3: What are some examples of
Is the study designed to ini ial.
a clinical trial outcomes that are not "health related
evaluate the effect of the . . . "
intervention on the b|0medlca| or behaVIOra| ?
participants? . . . .
YES While the vast majority of NIH-funded studies are
health related, a few are not. For example, a study
Is the effect bei luated . . . .
iy that evaluates if enrollment in a summer internship
behavioral out: ? o« @ .
Or benavioral outcome
NO rogram alters the student’s opinions on their

YES

educational pathway would not be assessing a

This study health-related biomedical or behavioral outcome.

is a clinical trial.

National Institute of
General Medical Sciences



https://grants.nih.gov/grants/policy/faq_clinical_trial_definition.htm#5409

Helpful Hints

Check with your IRB and institutional business officials (HRPP) prior to submission (early and
often).

Consider the Revised Common Rule changes as you develop your proposal.

Separate program evaluation from other types of human subjects research.

Program evaluations are NOT subject to Inclusion Monitoring.

Program evaluations that use RCT methodology are NOT clinical trials.

Provide extra detail on wearable devices and what will be done with the information.
e Educational purposes only
e Data collection, storage and access

e Informed consent procedure if applicable
e |RB evaluation and whether the IRB considers the research human subjects

National Institute of
N I H General Medical Sciences




Resources for Navigating Human Subjec

Q t .
o . [ Entire Sit v
National Institutes of Health | Grants & Funding
Office of E ral Research |  NiH's Central Resource for Grants and Funding Informa

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

Home » Policy & Compliance » Human Subjects

Aol Training & Resources - Human Subjects Related

o The Office of Extramural Resear ) Jes training and communicat such a Resources
web-based tutorials, presenta r resources to assist you in accessing and
inderstar i ation in determining if your research involves human subjects, may
& O exempt from federal regulations, or is not considered human subjects research [ I
Select Policy Topics On this paqe xperin
with H
Anti-Sex 3 t+ W 5
« Education Requirement, including information about fulfilling the required education in
the protection of human research participants.
P « Training, including required training, information for completing applications, training for
1sing the Human Subjects System (HSS), and Single IRB training fespar
nik
Early S Early « Resources, including the course content from the retired PHRP course, the Humal NIH Application Guide
Subjects Research and Exempt Human Subjects Research infographics, funding OER Ne
F opportunity announcements, bioethics information, links to OHRP and more
Hfice for Huma
Fi . % Re
Education Requirement ns (OHF
Human Subjects Protection of Human Subjects Education OMRF
Research Investigators and all key personnel who will be involved in the design or conduct of NIH-funded y n
D 1 st fulfill the protection of human subjects education requirer
- f e Humar ; Re h FAQ: nal H Statt B
7 education o rotec human subj I n

Training
Assistance Preparing the PHS Human Subjects and Clinical Trials Information Form

Find useful resource

filling out the PHS Hu Subjects and Clinical Trials Information

form, study records application submission pre

nd annotated form set

Human Subjects System (HSS) Overview Video Tutorials and Resources

The HSS system is a shared system that enables grant recipients to electronically report and

L G Jpdate their data on human subjects research and clinical trials to NIH; and for NIH agency staff

t to monitor and manage the study progre

HF 5
NIH Single IRB Webinar - October 2017

j‘ . ; To g vestigators, signing offic
i T (IRB) st nvolv ] wduct, ViE
: multi-site non-exempt humar t icfi un
R the NIH Single IRB policy

R yrity responsibilities with

https://grants.nih.gov/policy/humansubjects/training-and-resources.htm



https://grants.nih.gov/policy/humansubjects/training-and-resources.htm

REVIEW

e Review-relatedissues

Jonathan Arias, Ph.D.




REVIEW CONSIDERATIONS

NIH REVIEW CRITERIA:

Significance

Investigator(s)

Innovation

Approach (Evaluation Plan, Dissemination Plan, Website)
Environment

ADDITIONAL REVIEW CRITERIA:

Recruitment Plan to Enhance Diversity

Training in the Responsible Conduct of Research
Resource Sharing Plans

Protections for Human Subjects

Inclusion of Women, Minorities, and Children
Vertebrate Animals

Biohazards

Select Agents

*Budget*

NIH

National Institute of
General Medical Sciences



REVIEW CONSIDERATIONS

SEPA-SPECIFIC REQUIRED DOCUMENTS:

Application will be withdrawn prior to peer review if any of
these SEPA-specific sections

of the application are missing:

*Diversity Recruitment Plan

*Plan for Instruction in the Responsible Conduct of Research
*Evaluation Plan

*Dissemination Plan

APPENDIX: Do not use the Appendix to circumvent page
limits. Follow all instructionsfor

the Appendix as described in the SF424 (R&R) Application
Guide

N I H National Institute of
General Medical Sciences




Institutional Environment and Commitment

Letters of Support

A letter of institutional commitment must be
attached as part of Letters of Support

(see: "Institutional Environment and
Commitment."”




Letters of Partner Commitment

Letters of commitment from partners and/or
collaborators must be attached as part of Letters
of Support




GRANTS MANAGEMENT BASICS

Christy Leake




Grants Management Basics

Annual Award Budget: $250,000 direct costs
Award Project Period: Up to 5 years
Indirect Costs are reimbursed at 8% of MTDC

Only one SEPA application is allowed per
Institution

Organizations may be a subcontract on
another SEPA award as long as the
subcontract does not exceed 20% of the direct
costs requested.




Grants Management Basics

Personnel Costs

Individuals designing, directing, and implementing the research education program may request salary and fringe benefits appropriate for the person months devoted to the program. Salaries requested may notexceed the levels commensurate with the
insfitution's policy for similar positions and may not exceed the congressionally mandated cap. (If mentoring inferactions and other activities with participants are considered a regular part of an individual's academic duties, then any costs assodated with the
mentoring and other interactions with parficipants are notallowable costs fram grantfunds)

Participant Costs
Participants for this FOA are those individuals who are involved in the proposed research educafion activity Participants may be paid if spedifically required for the proposed research education program and sufficiently justified. Particdipant costs must be

itemized in the proposed budget

Other Program-Related Expenses
Consultant costs, equipment, supplies, travel for key persons, and other program-related expenses may be induded in the proposed budget. These expenses must be justified as spedifically required by the proposed program and must not duplicate items
generally available atthe applicantinstitufion.

The Annual SEPAPD/PI Conference is held in Washington, DC. PD/PI(s) are expected to attend this meeting and are encouraged to bring key personnel, 9., the projectevaluator, to the annual conference. Funds to support travel to the annual conference
should be requested in the budget.

Aminimum often percent(10%) of the dired costs requested must be devoted to project evaluation.

Participant costs are allowable for those individuals who are
involved in the proposed research education activity.

National Institute of
General Medical Sciences




Grants Management Basics

Questionable Costs:

 Honorarium — not allowable when it is used to
confer distinction on a speaker

* General Supplies — only costs directly related to
the grant and/or project are allowable as direct
costs

* Meals/Food — only allowable as part of meeting
necessary for disseminating information

All costs must be allowable, reasonable, allocable,
necessary and be accorded consistent treatment.

National Institute of
N I H General Medical Sciences



Grants Management Basics
Unallowable Costs:

* Stipends are not allowable on R25 awards.
Teachers and students participating in a SEPA
project can be compensated for their
participation in the project

e QGifts are unallowable on all NIH awards. Incentive

payments to volunteers or participants in a grant-
supported project are allowable

e Entertainment is not allowable on NIH awards

 Promotional Items are not allowable on NIH awards

National Institute of
N I H General Medical Sciences



Grants Management Basics

 Competing applications with a detailed budget can

continue to request cost-of-living/inflationary
increases in accordance with institutional policy.

* Under the current budget climate, it is likely that
requests associated solely with inflationary increases
will be eliminated from the awarded budget for
competing awards.

e Requests associated with special needs (e.g.,
equipment, added personnel or increased effort) will
continue to be considered.

e http://grants.nih.gov/grants/financial/fiscal policy faqg

.htm

National Institute of
N I H General Medical Sciences


http://grants.nih.gov/grants/financial/fiscal_policy_faq.htm
http://grants.nih.gov/grants/financial/fiscal_policy_faq.htm

Grants Management Basics

Best Practices:

* Ensure costs are reasonable, allocable, necessary
and consistently treated

* Provide adequate budget justifications to explain
the relevance of costs to the proposed SEPA
project

e Research proposed costs in advance — check with
your Office of Sponsored Programs, or equivalent
office, as many institutions have cost policies in
place as guides

National Institute of
N I H General Medical Sciences



PROGRAM
Final Thoughts

National Institute of
General Medical Sciences



NIH Scoring System

Scored Review Criteria

¢ Significance
* |nvestigator(s)
* |nnovation

¢ Approach

e Environment

NIH)}

National Institute of
General Medical Sciences



Significance
 Current state of the field
* Hypothesis driven innovation
e Move the field forward
Investigators
* Prior work
e Publications
 Evaluation data
 Key personnel listed

NIH )35

ational Institute
General Medical Sc ences



Approach

3 Specific Aims

 SA1, SA2,SA3;SA1.1,SA.1.2
Potential problems & solutions
Evaluator input — early and sustained
Teacher input — early and sustained
Logic Model

Validated evaluation instruments
Control group(s)

NGSS alignment

Time & Events

Tables, figures, charts

Images

Literature documentation




“what differentiates
this STEM resource
from others out there?

N I H National Institute of
General Medical Sciences



Significance:
o Strengths
= A well-organized proposal
= Scientific premise is sound.
= Proposed pedagogical plan for student learning is well supported
by research
= Past team and key personnel successes
o Weaknesses
= No discussion of the existing STEM resources
= The applicants claim that the product will positively impact teachers’
effectiveness and content knowledge but does not offer evidence
= No link to NGSS, the relevant state science standards, or the national
health education standards.
= Gender differences do not appear to be considered.

National Institute of
General Medical Sciences




Innovation:

o Strengths
= The game as presented draws on previous successes of the team

members.
= Using real world examples and scientific data to engage students in

STEM learning.
" Including students and teachers — the end users —in the

development of the STEM resource
= While specific elements of application are not innovative, the
entire package is an innovative way to teach

o Weaknesses
= |t is not clear what differentiates this STEM resource from others or

how it will contribute uniquely to the teacher/student audiences
" |t seems the teacher is not part of the process during project
development

* The proposed product may not provide sufficient flexibility for use
by many teachers and/or district curricula

National Institute of
General Medical Sciences




Approach:
o Strengths
= The application is clearly written.
The specific aims are clearly articulated
NGSS science standards will be incorporated.
Teacher feedback is planned.
Comparisons between groups will include the biological (sex and age)
and social (poverty and learning skills).
o Weaknesses
= The approach seems overly ambitious
= Educational goals are not articulated in a measurable way
= Assessment tools are not validated and will not provide information for
design and implementation
= No control is mentioned against which to evaluate the intervention.
= The user group that is informing the development of the STEM resource
lacks diversity

National Institute of
General Medical Sciences




Approach:
o Strengths
= The application is clearly written.
= The specific aims are clearly articulated

National Institute of
General Medical Sciences




Use plain, simple language, short words and
brief sentences. Don't let fluff and flowers and
verbosity creep in.

Mark Twain

National Institute of
N I H General Medical Sciences
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“This application
was a pleasure
to read”

N I H National Institute of
General Medical Sciences
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