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Topics to be Discussed

NIH Career Development (K) Applications
= NIH Review
m Process
= Scoring System
m  Criteria
= Components of the NIH Application
m  Non-Technical/Scientific Sections

m Best Practices for Addressing the Review Criteria

Jsime S Rubin PhD.

NIH's Evaluation System

9-point rating scale (1=exceptional; 9=poor)

Score Descriptor

Strengths/Weaknesses

Impact

Exceptional

High Impact Qutstanding
Excellent
Very Good
Moderate Impact Good
Satisfactory
Fair

Low Impact Marginal
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Topics to be Discussed

NIH Career Development (K) Applications
= NIH Review
m  Process

m Scoring System
m  Criteria

m Components of the NIH Application
m  Non-Technical/Scientific Sections

m Best Practices for Addressing the Review Criteria

Lime 5. Rubin PhD hrep:

1 Exceptional Exceptionally strong with essentially no weaknesses
High 2 Outstanding Extremely strong with negligible weaknesses
3 Excellent Very strong with only some minor weaknesses
4 Very Good Strong but with numerous minor weaknesses
Medium S Good Strong but with at least one moderate weakness
6 Satisfactory Some strengths but also some moderate weaknesses
7 Fair Some strengths but with at least one major weakness
Low 8 Marginal A few strengths and a few major weaknesses
9 Poor Very few strengths and numerous major weaknesses
Minor An easily add that does not substantially lessen impact

Moderate Weakness: A weakness that lessens impact
Major Weakness: A weakness that severely limits impact

http://grants.nih,

. system_and_procedure pdf
Jsime §. Rubin, PhD.
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FELLOWSHIPS & CAREER AWARDS

Overall Impact: High Medium | Low

The likelihood that the propesed training
(F) or career development (K) will
enhance the candidate's potential for a I
productive, independent scientific
research career in a health-related field.

123 |4ss 789

—

—

Evaluating Overall Impact | .o proposes troining | e.g. Proposes training or .9. Proposes training or
Consider the 5 criteria or coreer development | career development of high | coreer development of
(weighting based on revewsr's of high " Menefit | moderate or ow
judgmenty forthe candidate who | for the condidate who has | volue/benefit for the
Fs Ks has high potential for | high or moderate potential | ¢ondidate who has
« Applicant « Candidate deveioping into 0 for further development, | moderate or low potential
+ Sponsor(s) « Career productive, but weaknesses in the Jor further development.
-Research Development | independent scientist. | eriteria reduce the averall | Weoknesses in the criterio
Training Plan | Plan/Goals® | Moy have some orno | impact to medium. reduce the overall impoct
« Training * Research Plan | weaknesses in the o low.
Potential * Mentor(s)*™ Griterio. e.g. Proposes training or
+ Institutional + Environment & career development of €.9. Proposes training or
Environment &  Institutional moderate wolue/benefit for | coreer development of low
Commitment | Commitment the candidate who shows | value/benefit for the
moderate potentiol May | condidate who shows iow
and other score influences, e.g have some weaknesses in potential. May have some
human subjects, animal welfare, Ihe criterio. weaknesses in the eriteria.

inclusion plans, and biohazards
K05 and K24: Plan to Provide

Mentoring 5is a good, medium-impact application. The entire scale (1-9)
**K02: Consultants/Collaborators. should always be considered.
nib, ideli ing_guidance training pdf g

Initial Review Group or Study Section
Actions

m Discussed applications:

m Receives Impact/Priority Scores

m Receives Scores for individual core review criteria
= Not Discussed:

m Receives Scores for individual core review criteria
m Not Recommended for Further Consideration

(NRFC)
m Other: e.g. Deferred

Jsime S Rubin PhD. a0

K awards Payline: NHLBI

Payline

GrantProgram  Grant Program Description Percentile  Priority Score
RO1 Research Project Grant 16 N/A
RO1ESI Early Stage Investigators 26 N/A
I Kawards Career Development Awards N/A 32 I
i nih, . i guidel Jaime S Rubin PhD. d
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Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

Center for Scientific Review
National Institutes of Health

Pink Sheet:
Reviewers’
Comments

Jiime S Rubin PhD s cd:

Impact Score

m Preliminary Impact Scores determine which

applications discussed at study section

m Impact Score given by each member of the study

section

m Overall Impact Score (for discussed applications):

Mean of reviewers’ Impact Scores x10
m 81 possible overall Impact Scores
(10 = 90, whole numbers)

http://enhancing-peer-review.nih.gov/timelines. html Jaitme 8. Rubin, PhD.: hrep: s cd

NIH's Review Criteria

m Overall Impact Score

m “assessment of the likelihood that the proposed career
development and research plan will enhance the
candidate’s potential for a productive, independent
scientific research career in a health-related field...”

m Core Review Criteria
A separate score is given for each

For Mentored Patient-Oriented Research Career Development Award
(Parent K23 — Independent Clinical Trial Not Allowed) (PA-20-205)
Check individual funding if applying to another

https://grants.nih.gov/grants /guide/pa-files/PA-20-205.html Jaime S. Rubin, Ph.D hup: iacd
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Overall Impact Write a paragraph summarizing the factors that informed your Overall Impact score.

S, Rubin, PhD.
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1. Candidate

Strengths

.
Weaknesses

2. Career Development Plan/Career Goals & Objectives/Plan to Provide Mentoring

Strengths

.
Weaknesses

3. Research Plan

Strengths
.
Weaknesses

Jaime § Rubin, PhD

15

1. Candidate

» “Does the candidate have the potential to develop

as an independent and productive researcher?

» Are the candidate's prior training and research
experience appropriate for this award?

n Is the candidate’s academic, clinical (if relevant),

and research record of high quality?

n Is there evidence of the candidate’s commitment
to meeting the program objectives to become an
independent investigator in research?”

https://grants.nih.gov/grants /guide/pa-files/PA-20-205.html

Jsime S Rubin PhD

Separate Scores for the Individual Criteria
m All applications receive scores
(even those not discussed at study section)
m Individually reported in summary statement
m Major strengths and weaknesses that influenced the
overall impact/ptiority score - V4 page per ctitetion

Modified.ppt

Jaitme S, Rubin, PhL
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4. Mentor(s), Co-Mentor(s), Consultant(s), Collaborator(s)

Strengths
.
Weaknesses

5. Environment and Institutional Commitment to the Candidate

Strengths

.
Weaknesses

.

16

1. Candidate

= “Do the reference letters address the above
review criteria, and do they provide evidence that
the candidate has a high potential for becoming

an independent investigator?”

https://grants.nih.gov/grants /guide/pa-files/PA-20-205.html

Jaitme S, Rubin, PhL

Jaime S. Rubin, Ph.D.

Columbia University, New York, NY http://grantscourse.columbia.edu/
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Obijectives

experience appropriate for this award?

2. Career Development Plan/Career Goals &

» “What is the likelihood that the plan will contribute
substantially to the scientific development of the
candidate and lead to scientific independence?

» Are the candidate's prior training and research

= Are the content, scope, phasing, and duration of the

career development plan appropriate when
considered in the context of ptior training/research
experience and the stated training and research
objectives for achieving research independencer”

https://grants.nih.gov/grants /guide /pa-files/PA-20-205.html Jiime 8. Rubin,

_PhD: b

2. Career Development Plan/Career Goals &

Objectives/Plan to Provide Mentoring

= “Are there adequate plans for monitoring and
evaluating the candidate’s research and career
development progress?”

» If proposed, will the clinical trial expetience
contribute to the applicant’s research career
development?

https://grants.nih.gov/grants /guide /pa-files/PA-20-205.html Jaitme S, Rubin, Ph.L

3. Research Plan

“Are the proposed research questions, design, and

merit?

for the proposed project rigorous?

methodology of significant scientific and technical
Is the prior research that serves as the key support

= Has the candidate included plans to address
weaknesses in the rigor of prior research that serves

Has the candidate presented strategies

the work proposed?

https://grants.nih.gov/grants /guide/pa-files/PA-20-205.html

Jsime S. Rubin,

as the key support for the proposed project?

to ensure a

robust and unbiased approach, as appropriate for

_PhD

3. Research Plan

» Has the candidate presented adequate plans to
address relevant biological variables, such as sex, for
studies in vertebrate animals or human subjects?”

» “Is the research plan relevant to the candidate’s
research career objectives?

n Is the research plan appropriate to the candidate's
stage of research development and as a vehicle for

developing the research skills described in the

career development plan?”
» If proposed, will the clinical trial experience
contribute to the proposed research project?

https://grants.nih.gov/grants/guide/pa-files/PA-20-205.html Jaime S Rubin, Ph.D. hup:

NIH Review criteria — changes

m For applications with deadlines on or after
January 25, 2019
Section Criteria Current language Revised language

Scored Review Research Plan

Criteria

Is there a strong
scientific premise for

Is the prior research
that serves as the

Criteria

the project? key support for the
proposed project
[rigorous?
Scored Review Research Plan [Not Applicable Has the candidate

included plans to

address weaknesses

in the rigor of prior
research that serves

as the key support
ifor the proposed
project?

https:/ /grants.nihgov/grants /guide/notice-files/NOT-OD-18-229 html

Lime 5. Rubin PhD; huep:

Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

4. Mentor(s), Co-mentor(s), Consultant(s),

Collaborator(s)

» “Are the gualifications of the mentor(s) in the
area of the proposed research appropriate?

= Do(es) the mentor(s) adequately address the
candidate’s potential and his/her strengths and
areas needing improvement?

n Is there adequate description of the quality and
extent of the mentor’s proposed role in providing
guidance and advice to the candidate?

» Is the mentor’s description of the elements of the
research career development activities, including

formal course work adequate?”

https://grants.nih.gov/grants /guide/pa-files/PA-20-205.html Jaime S Rubin, Ph.D. hup:

http://grantscourse.columbia

.edu/
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4. Mentot(s), Co-mentor(s), Consultant(s),

Collaborator(s)

n “Is there evidence of the mentot’s, consultant’s
and/or collaboratot’s previous experience in
fostering the development of independent
investigators?

n Is there evidence of the mentot’s current research

productivity and peer-reviewed support?
» Is active/pending support for the proposed

research project appropriate and adequate?
» Are there adequate plans for monitoring and
evaluating the career development awardee’s

progress toward independence?”

https://grants.nih.gov/grants /guide /pa-files/PA-20-205.html

Jsime S, Rubin PhD_ b

5. Environment and Institutional
Commitment to the Candidate

n “Is there clear commitment of the sponsoring
institution to ensure that the required minimum of
the candidate’s effort [usually 75%] will be devoted
directly to the research described in the application,
with the remaining percent effort being devoted to
an appropriate balance of research, teaching,
administrative, and clinical responsibilities?

» Is the institutional commitment to the career

development of the candidate appropriately strong?”

https://grants.nih.gov/grants/guide/pa-files /PA-20-205.html

Jiime S, Rubin, Ph.D.

Additional Review Criteria

Evaluated for the overall impact score, but not given an

individual score

» Protections for Human Subjects

» Inclusion of Women, Minorities, and Individuals Across
the Lifespan (as of Jan 25, 2019)

s Vertebrate Animals

= Biohazards

» Resubmissions
= Response to previous reviewers” comments and
subsequent changes made to the proposal

https://grants.nih.gov/grants/guide/pa-files /PA-20-205.html

Jaime S_Rubin PhD. d

Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

4. Mentot(s), Co-mentor(s), Consultant(s),

Collaborator(s)

n “If the applicant is proposing to gain experience
in a clinical trial as part of his or her research
career development, is there evidence of the
appropriate expertise, experience, and ability on
the part of the mentor(s) to guide the applicant
during participation in the clinical trial?”

https://grants.nih.gov/grants /guide /pa-files/PA-20-205.html Jaitme S, Rubin, Ph.D.: huep:

5. Environment and Institutional
Commitment to the Candidate

» “Are the research facilities, resources and training

opportunities, including faculty capable of
productive collaboration with the candidate,

adequate and appropriate?

» Is the environment for scientific and professional
development of the candidate of high quality?

» [s there assurance that the institution intends the
candidate to be an integral part of its research
program as an independent investigator?”

https://grants.nih.gov/grants/guide/pa-files/PA-20-205.html Jaime S Rubin, Ph.D. hup:

Additional Review Considerations

Not given an individual score and not considered for the
overall impact score

m Training in the Responsible Conduct of Research
» Address required components (training faculty involvement)

n Select Agent Research
= Resource Sharing Plans
» 1) Data Sharing Plan; 2) Sharing Model Organisms; and
3) Genomic Data Sharing Plan
» Authentication of Key Biological and/or Chemical
Resources
= Plans for identifying and ensuring the validity of resources

» Budget and|Period of Support

https://grants.nih.gov/grants /guide/pa-files/PA-20-205.html Jaime S Rubin, Ph.D. lumbia.ed

http://grantscourse.columbia.edu/
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Guidance for NIH Reviewets

https://grants.nih.gov/grants/policy/review/rev_prep/applications.htm

Rigor and Transparency ® Human Embryonic Stem Cells

Sex as a Biological Variable m Authentication of Key

Vertebrate Animals Biological and/or Chemical
Resources

Human Subjects Section

Clinical Trials ® Select Agents
Single IRB for multi-site ® Resource Sharing Plans
studies m Budget Information

Inclusion on the Basis of ® Revision Applications

Sex/Gender, Race, Ethnicity,
and Age in Clinical Research

Jsime S, Rubin PhD

Guidelines for NIH Reviewers

https://grants.nih.gov/grants/policy/review-guidelines.htm

R | Rand Awards (Research Project Grants; Ro1, Ro3, R21, SBIR/STTR, etc. and +
Cooperative Agreements: U01, ete.).

> K | K Awards (Career Development) +
F ‘ F Awards (Fellowships) 15

| S ‘ 510 Awards (Shared Instrumentation) +

T T Awards (Training) +

Jiime S Rubin PhD

31

32

Guidelines for NIH Reviewers

https://grants.nih.gov/grants/policy/review-guidelines.htm

K

K Awards (Carser Development) -

Jaime § Rubin, PhD "

Topics to be Discussed

NIH Career Development (K) Applications
m NIH Review
m  Process
m Scoring System
m  Criteria

m Components of the NTH Application
»  Non-Technical/Scientific Sections

= Best Practices for Addressing the Review Criteria

33

FORMS VERSION F SERIES
Released: October 16, 2020
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| CAREER DEVELOPMENT JNSTRUCTIONS
FOR NIH AND OTHER PHS AGENCIES

SF424 (R&R) APPLICATION PACKAGES

bhoos/eranis [l Lol dobe) Jaime S, Rubin, PhD. g
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Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

Lime 5. Rubin PhD hrep:
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6,120 Sigtcant Changes
6.130 Program Overview

6.200 SF 424 (ARA) Form

6.210 PHS 398 Cover Page
Supplement Form

6.220 RAR Other Project Information
Form

6,230 Project Pertormance S2e
Lacatonts) Form

6340 SeniKey Person Profte
{Expanded) form et

300 A& Budget Fom e e 1

6.310 RAR Subaward Budget
Attochmentis) form.

6.320 PHS 398 Modulas Budget Form

A —— 410 ph 398 carer development awar supp hin Jsime . Rubin, PhD.
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For Individual Career Development Award (K, excluding K12) Applications|

ion (when applicable]

Page Limits *
(if different from FOA,
Section of Application FOA supersedes)
Project Summary/Abstract
Project Nareat
R A

Candi ion and Goals for Career

12 (for both attschments combined]

Specific Alms

Training in the Responsible Conduct of Research

Candidate's Plan to Provide Mentoring (include only when required by the specific FOA, e.g, K24 and K05) 6

Plans and Statements of Mentor and Co-mentor(s) &

Letters of Support from Collaborators, Contributers, and Consultants

Description of Institutional Environment

Institutional Commitment to Candidate's Research Career Development

Biographical Sketch 5

bups:// /w10 apply-applicarion gide/ format-and wite/page limits hinficar Jaime § Rubin PhD.

37

1+ 12 Pages Combined

m Candidate Information
m Section 2

m Research Plan
m 3. Specific Aims (1 page)
m 4. Research Strategy

Jsime S Rubin PhD.

39

2. Candidate Information

m Candidate’s Background
m Career Goals and Objectives

m Candidate’s Plan for Career Development/
Training Activities During Award Period

v oo o iy spplcon it o 410 ph 398 carer development-avar supp Jsime S, Rubin PhD.

41

Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

PHS 398 Career Development Award Supplemental Form

Research Plan Section
> Ssecmc s

View Burcn Satement Coprai Gt 3282023
Intr lion

Candidate Section

* S o

12 pages total

4 *Resern e

e
| |

Do s et
o Fawanre fepemiTnags [ 1page ]
T

P a] [

Other Candidate Information Section

Mentor, Co-Mentor, Consultant, Collaborators Section

# Pans ans matemants crmesor wna o | 6 pages
[retty =

5 Leers o gt mum Cotasarnens.
Cartrtors wnd Cormtants 6 pages

and

1 page

10 Devirgacn of mathitcna Ervrarreant

Jiime S Rubin PhD
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PHS 398 Career Development Award Supplemental Form

‘Burden S OB Huerber 08250001
Expraton Date 2282023
Introduction

Ftrasute 19 Acgecatn
o Bntncn w3 Rivowen mokeat

Candidate Section

Coress Do

Research Plan Section
3 Spoatc A

4t Resewren

— T |

i | o “|

e | s ] [

Other Candidate Information Section
Canes Fan s rovese tamniarrs

Mentor, Co-Mentor, Consultant, Collaborators Section

B Plans nd Siaements of Meskir wnd Co-
[oens

Jiime S, Rubin PhD

40

Quote Investigator suggests crediting

Research Plan Section

Not everything that can be counted counts.
Not everything that counts can be counted.

3 Specitc Alms

4.* Research Sirategy

Candidate Section

2. Candidate Information and Geals for
Career Development

/2010/05/.

heip:/

sociologist William Bruce Cameron

Jaime S Rubin, PhD.

42
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2. Candidate’s Background
m Scientific history/Unique expertise

m Previous work
m Consistent themes, or

m Why research interests have changed direction

m Relationship to career path described in application

m Other didactic/training expetiences
m e.g., Master’s degree
m Other research experiences
m ¢.g., MD/PhD, Medical school, Fellowship
m Reasons for basic, clinical, translational,
epidemiology, behavioral, multidisciplinary
research, relevant publications

n_Jaime 8. Rubin, PhD.

43

Personal Statement/
Candidate’s Background

When describing a previous research experience:

m What did you learn and accomplish?
= “Intellectual aspects”
m Do not focus on technical aspects
m Why the transition from one research
project/area/mentor/institution to the next?
m How/Why did your intetests change ot evolve?
m Cite any resulting publications/abstracts
m Describe any honors, awards and resulting
conference/workshop presentations

Jaime § Rubin, PhD.

45

Career Development
and Research Arrangements

®m Multiple Mentors (mentored awards)

m Advisors (mentored awards)

m Co-investigators/Collaborations
m Subcontracts to other institutions

m Muldidisciplinatry/Interdisciplinaty

Liime S, Rubin PhD_ heep:

47

Jaime S. Rubin, Ph.D.

Columbia

University, New York, NY

When describing a previous research experience:

m Why?

m This Area of Research
m This Mentor/Lab Group
m This Institution

m What was the hypothesis/scientific question?
m Why was the study important?

m What were the findings and conclusions?

m What were your role and responsibilities?

Personal Statement/
Candidate’s Background

aime $_ Rubin, PhD_ b

44

Career Goals and Objectives

m Justify award
m Fits into past and future research career
m Skills that are lacking
m Jdentification of specific modules to address
areas for growth, provides justification of award
m Role of specific Mentor(s) and Advisory
Committee member(s)

J o _Jsime . Rubin, Ph.D; hiepy

46

= Mentors/Advisory Committee
m Scientific area per Mentor/Committee member

m Schedule of meetings

Career Development and Research Training

Mentors and Advisors

Faculty Member

Role Area of Expertise

Name (Title)
Name (Title)
Name (Title)
Name (Title)
Name (Title)
Name (Title)
Name (Title)

Mentor

Co-Mentor

Advisory Board Member
Advisory Board Member
Advisory Board Member
Collaborator

Consultant

Jaitme 8. Rubin, Ph.D.; hrep:

48

http://grantscourse.columbia.edu/
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m Short-term Career Goals

m Timeline for funded period

Year 1: Preliminary data

Year 2: Submit publications (possible journals),
Presentations at national meetings (examples),
Formulation of R0O1 application

Years 3-5: By the end of the funded period, applicant will
be an independent investigator near to R01 funding

Jsime S, Rubin PhD

49

Career Development/Training
Activities During Award Period

m Review of didactic courses, clinical
training, and research experiences to date

m New research skills/ knowledge required

m Identification of training required to fill

gaps in knowledge in order to reach long
term goals

m Rational for each of the training activities

(410 e 98 e devcopmen o b

ime S Rubin PhD_ hep: cd

m New Section on each Module

m Reason for module

m Specific description of each “Mode of Learning”
m Role of Mentor(s) and Advisor(s)
m Specific courses, workshops, and other didactics
m Details on research meetings

m Module: Career skills
m Grantsmanship
m Becoming a mentor

m Research Group/Laboratory management

Liime S, Rubin PhD_ heep: cd

53

Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

m Long-term Career Goals

m Scientific goals

m Basic science, translational, clinical,
epidemiologic, behavioral

m Mentoring goals
m How mentoring has been important to you
m Previous/current mentoring responsibilities
m Networking goals

m Multidisciplinary activities, grants, etc.

Jime S Rubin PhD: hup: i
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NIH and AHRQ Announce Upcoming Changes to Policies,
Instructions and Forms for Research Training Grant,
Fellowship, and Career Development Award Applications

Notice Number: NOT-OD-20-033

« In describing their career development plans in the Program Plan attachment,
candidates for career development awards will be expected to address, as
applicable, any new research skills they plan to acquire in the areas of rigorous
research design, experimental methods, quantitative approaches, and data
analysis and interpretation.

hitps:/ /geants.nib.gov /grants /guide/notice-iles/NOT-OD-20-033 himl Jaime S. Rubin, Ph.D.: hup cd

Module

Scientific Area
(1-3)

Mentor(s)

Specific names

Mode of learning

Coursework (completed and new)

1-on-1 meetings (schedule? e.g. weekly)
Guided readings

Research meetings (schedule? e.g. weekly)
Applied training

Clinical experience

Career skills All mentors

Dissemination of
Research Results

Improving communication skills

Grant writing course

Professional workshops/seminars
Collaborations

Abstracts and manuscripts

RO1/Small grant application submission

Research Supervising technical support personnel,
management organizing lab meetings, journal clubs
Mentorship e.g. training new lab members, undergraduate,
summer students
Jaime . Rubin, PhD gy cd

http://grantscourse.columbia.edu/
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= Summary of coursework
m List previous relevant coursework
m Proposed coursework
m Course number and description

m Include career development courses (e.g., grant
writing) and responsible conduct of research

m Additional didactic activities

m c.g, Those offered by professional societies,
workshops, symposiums

Jiime S, Rubin, PhD. d

m Clinical and/or Teaching activities

m Relationship to proposed research and career
development activities

m Be specific, mention hrs. per week (cal months)
m Percentage of time for each activity

m Restate % of time dedicated to research

m Timetable

m Table: Career Development/ Training
Activities During Award Period

Jime S Rubin PhD: hup:

55

Career Development Activities ‘ Year 1 ‘ Year 2 ‘ Year 3 ‘ Year 4 ‘ Year 5
Mentorship ‘

Mentor (name)- frequency (e.g. weekly) of X X X X X
individual meetings, frequency of lab
meetings, frequency and listing of
specific journal clubs, seminars, and
other recurring relevant programs

Co-Mentor (name) — frequency (e.g. X X X X X
weekly) of individual meetings,
frequency of lab meetings, frequency and
listing of journal clubs, seminars, and
other recurring relevant programs

Advisory Group — frequency (e.g. quarterly) X X X X X
of meetings

56

Career Development Activities ‘ Year 1 ‘ Year 2 ‘ Year 3 ‘ Year 4 ‘ Year 5

Experimental Training

Mentor (name) — Specific area of research X X X X X
and/or methodology

Co-Mentor (name) — Specific area of X X X
research and/or methodology
Co-Investigator 1 (name) — Specific area of X X
research and/or methodology
Co-Investigator 2 (name) — Specific area of X X
research and/or methodology
Collaborator 1 (name) — Specific area of X X X
research and/or methodology
Collaborator 2 (name) — Specific area of X X X

research and/or methodology

Formal Coursework

Course #1: Specific Course # / Formal Title X
Course #1: Specific Course # / Formal Title X
Course #3: Specific Course # / Formal Title X
Responsible Conduct of Research and Related X

Policy Issues

Funding for Research Activities

Liime S, Rubin PhD_ hep: cd

57

Career Development Activities ‘ Year 1 ‘ Year 2 ‘ Year 3 ‘ Year 4 ‘ Year 5
Workshops & Additional Training Programs

Cold Spring Harbor Course on...... X
‘Woods Hole Workshop on..... X X
American Association for.... Junior X

Investigators Training on.....
CTSA “K to R” Program X
IRB 101 Course X
NYAS Science Alliance Sessions on... X X X X X
Scientific Conferences-Communication Skills (Oral / Poster Presentations)
Symposium of the NY Academy of....(annual) X X X X X
Congress of. (annual) X X X X
American Association for........ (annual) X X X X
Society of...... (biannual) X X X

Jume S Rubin PhD_ bup sd
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Lime 5. Rubin PhD; huep:
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Career Development Activities ‘ Year 1 ‘ Year 2 ‘ Year 3 ‘ Year 4 ‘ Year 5

Mentoring Skills (responsibility shared with K mentors)
Students (summer, undergraduate, medical) X X X X

‘ Communication Skills (Written)

funded by K award)

Lime 5. Rubin PhD huep:

Preparation of manuscripts for peer reviewed X X X
journals
‘ Grant Writing ‘
CTSA pilot award for junior investigator X X
Center for...... award for new investigators X X
ROI preparation and submission (on rescarch X X

60

Jaime S. Rubin, Ph.D.
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PHS 398 Career Development Award Supplemental Form

OMB Noumser 09250001
M Eicion alomoent Expration Date 2282023

o
Gandidate Section

2 Contan wivrmten s G ] ] [T
S ] | —

Research Plan Section

Co-Mentor, Consultant, Collaborators Section
e e ]
= [ [ ()

1. Cevrgon o

Jaime § Rubin PhD.
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3. Specific Aims (1 page)

4. Research Strategy

* Not overly ambitious

* Appropriate for the career level and of the applicant
* Appropriate for the length of the K award

* Achievable research goals

* Approptiate for the Mentor’s expertise/background
* Appropriate for the Mentor’s available funding

* Appropriate of the Institution’s resources

Jsime S, Rubin PhD

63

Timeline for Specific Aims and
Benchmarks/Milestones of
Research Progress

Benchmarks/ Milestones

Summary of Specific Aim 1a
Summary of Specific Aim 1b
Summary of Specific Aim 2a

Summary of Specific Aim 2b

Summary of Specific Aim 3

jime 3. Rubin, PhD,

65

Jaime S. Rubin, Ph.D.
Columbia University, New York, NY -1 -

1+ 12 Pages Combined

m Candidate Information
m Section 2

m Research Plan
m 3, Specific Aims (1 page)
m 4, Research Strategy

Jaitme S, Rubin, PhL
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Timeline for Specific Aims and
Benchmarks/Milestones of
Research Progress

Benchmarks/ Milestones

Summary of Specific Aim 1a
Summary of Specific Aim 1b
Summary of Specific Aim 2a

Summary of Specific Aim 2b

Summary of Specific Aim 3

Jaimme S, Rubin, PhL
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Specific Aims: Milestones

Specific Aim 1a Milestone:
Specific Aim 1b Milestone #1:
Specific Aim 1b Milestone #2:
Specific Aim 2a Milestone #1:
Specific Aim 2a Milestone #2:
Specific Aim 2b Milestone #1:
Specific Aim 2b Milestone #2:
Specific Aim 3 Milestone:

OO

Jaime S Rubin, PhD.
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[Applications

[Notice Number: NOT-0D-16-012

1) the scientific premise forming the basis of the proposed research,
2) rigorous experimental design for robust and unbiased results,
3) consideration of relevant biological variables, and

Implementing Rigor and Transparency in NIH & AHRQ Career Development Award|

These updates focus on four areas deemed important for enhancing rigor and transparency:

Guidance: Rigor and Reproducibility in Grant
Applications

NIH research grant and career development
award application instructions and review

language focus on four key areas:

4) authentication of key biological and/or chemical resources 1 The l‘iQ'OI‘ Of the DriOI‘ research

Updates include 2. Rigorous experimental design for robust and
unbiased results

+ Revisions 1o application guide instructions for preparing your research strategy attachment
« Use of a new "Authentication of Key Biological and/or Chet " at
jona and ira c estions reviewe

3. Consideration of relevant biological variables
4. Authentication of key biological and/or chemical
resources

http:/ /grants.nih.gov/grants/guide/notice-files/NOT-OD-16-012.html
ht(ps:/%grants,nih.gov grants/peer/critiques/k.htm

Jaime § Rubin PhD. g // policy/ reproducibiliy/guidanceh i
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Reviewer Guidance on Rigor and Transparency: PHS 388 Career Development Award Supplemental Form
. Ve B Seart S
Research Project Grant and Mentored Career S— '
Development Applications [ SR R e e —
Candidate Section
OVERVIEW: MENTORED CAREER DEVELOPMENT AWARD (K) R e e
APPLICATIONS | o - |
Research Plan Section
Element of Rigorand | Section of Criterion | Additional Contribute to % B dims [t vt | o s [ ow st |
Transparency Application Score Review Overall Impact N T [ |
Consideration Score? —— . =
| At st | o s [ v st |
Rigor of the Prior Research Research NA Yes -
Research Strategy Plan Other Candidate Information Section - . p—
Scientific Rigor Research Research NA Yes ! |
Strategy Plan Mentor, Co-Mentor, Consultant, Collaborators Section
Consideration of Research Research | NA Yes Sty o \estar 03 G [rsormem] e ][]
Relevant Biological Strat Plan o | i
Variables, such as sex - l—lél—“
nd Section
Authentication of Key New NA Yes No FUVTVAUUESY [ RI—, | [P —
Biological and/« Attachment
chamica nesourcss | [t e ]
preps: /s general/Reviewer_Guidance_on_Rigor_and, Jsime S, Rubin, PhD. d Jaime S. Rubin, Ph.D . J
69 70

. . . PHS 398 Career Development Award Supplemental Form
6. Training in the S— T
Responsible Conduct of Research bodten . _
m 1) Format, 2) Subject Matter,  pe—— 1
3) Faculty Participation, 4) Duration, and | e m— I
i Research Plan Section
5) Frequency of Instruction . e
PP — T I
m Role of Mentor . - — s
m Prior instruction in RCR - '
fabimmerriaasie T —
m Once every four years requirement P ————
) s P T R ()
m Don’t do the minimum po——
m Additional IRB or IACUC-related programs? d section
10, Dessetan & bt Ervnrmert ]|
m http://grants.nih.gov/training/responsibleconduct.htm 11 oo o | s [
m No more than 1 page —
> Jaime S, Rubin, Ph.D= ed: fr=: -phs- - b Jaim eds

71 72

Jaime S. Rubin, Ph.D.
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8. Plans and Statements of
Mentor and Co-Mentor(s)

m Mentot’s assessment of the Candidate

m Mentot’s research and career
development plans for the Candidate
m Research

m Career development activities

m Seminars, scientific meetings, presentations,
becoming a mentor, RCR

m Expectations for publications

o i gov s how-o-aply-spplicsion-ide Jsime S, Rubin PhD

73

m Source of support for Candidate’s research project
m Grants
m Core/shared facilities
m Technical support

m Previous experience as a Mentor

m Previous mentees - Type (e.g., graduate student, post-
doctoral fellow, junior faculty), Number, Career Outcomes

m Mentor and Co-Mentors
m How mentorship responsibilities will be shared
m How different areas of expertise enhance mentorship
m Past collaborative research/co-mentorship activities

m Addition instructions if clinical trials proposed

® No mote than 6 pages

e _Jaime $ Rubin, Ph D huep: s
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PHS 398 Career Development Award Supplemental Form

| View Burden Statement | ous

Exprat

Introduction

el

Candidate Section

o e =]
Research Plan Section

e

o 775 |

|

Other Candidate Information Section

[T o

Hant, Collaborators Section

- (o] e [eme]
[ ] [ v re] o ]

Section ‘
P |
]
S — —

2 98- deveopment. Jaime S, Rubin, PhD. .

m What aspect of the research will the
candidate be allowed to take to start their
own independent research catreer

m Mentor’s plans for providing mentoring and
supervision

m How this will promote candidate’s development

m Plan for Candidate’s Transition from

Mentored Stage to Independent Investigator

m Candidate’s additional responsibilities
m Courses, seminars, lab meetings

m Teaching, clinical, administrative

Jime S Rubin PhD: hup:

74

Possible Problems Specific for
Mentored Fellowship &

Career Development Awards
Mentor

m Too many other responsibilities
(e.g., administrative, clinical)
m Too many other mentees
(e.g., students, post-docs, junior faculty)
m Not appropriate scientifically
m Too junior
m Limited experience as a mentor

® Limited funds to support proposed research

Jaitme 8. Rubin, PhD.: hrep: cd
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9. Letters of Support from Collaborators,
Contributors, and Consultants

m Advisory Committee (described in Section 2)

m Purpose

m Reviews research progress, publications, RO1 submission,
career development activities, didactic program

m Provides scientific guidance
m Documents meetings with an annual report

m Name, title, and short paragraph on each member in

Section 2

m Each should provide a letter and NIH Biosketch

77

svaed supplomertal o b _aime S. Rubin, Ph.D.: hitp: o
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Jaime S. Rubin, Ph.D.
Columbia University, New York, NY
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= Collaborators and Consultants (described in Section 2)

m Name, title, and short paragraph on each individual in
Section 2

m Each should provide a letter and NIH Biosketch
Director of Core Facility

Source of “special” research resource (e.g., data set,
patient samples, unique animal model/cell line/reagent

[ No more than 6 pages

Jiime S, Rubin, PhD.

79

Environment and Institutional
Commitment to the Candidate

= 10. Description of Institutional Environment

m 11. Institutional Commitment to the
Candidate’s Research Career Development

m 12. Description of Candidate's Contribution
to Program Goals

e _Jaime $ Rubin, Ph D huep: s

Possible Problems Specific for
Mentored Career Development Awards
Institution

m Limited scientific/technical resources
(e.g., core facilities, biostatistical support,
patient population)

m Limited career development opportunities
(e.g., courses, workshops)

m Limited opportunities for career
advancement

Liime S, Rubin PhD_ heep: cd

83

Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

nd Section

80

Environment and Institutional
Commitment to the Candidate

m 10. Description of Institutional Environment
m Information relevant to Candidate’s research and
career development activities
m Institution, Dept./Division, Institute

m Other schools, centers, shared resources, core
facilities, CTSA, etc.

m Degree programs, courses, seminars, journal clubs

m Institution’s/Dept.’s formal mentoring program

= No more than 1 page

sime S, Rubin, PhD. hps cd

82

Environment and Institutional
Commitment to the Candidate

m 11. Institutional Commitment to the Candidate’s
Research Career Development

m Letter from Dept. Chair/Institute Director

m Specifics on protected time (most K awards: 75%)

m Specifics on faculty appointment (full-time)

m Statement that appointment and salary are not contingent on
award
Statement on availability of research resources, personnel, office
and research space, equipment, etc. required for project
Statement that mentors and collaborators will be able to provide
time and support for mentoting/research responsibilities

m Signed and dated on letterhead stationery

= No more than 1 page

- —

svaed supplomertal o b _aime S. Rubin, Ph.D.: hitp: o

84
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Environment and Institutional RESEARCH & RELATED Other ProjoctInformation 0w sz
Commitment to the Candidate :

m 12. Description of Candidate's Contribution to

Program Goals

m Required for applicants to “diversity-related” career
development funding programs
m c.g., Diversity-related KO1’s and K22’s

m Institutional letter

m Addresses how the applicant’s participation in this funding
program “to promote diversity in health-related research”

i
[ aas rmamt | e soscmas | e sescoms |
TN e W |
po—
" Py
12 Other Attachmants Akl Aschmenis | | ]

Jsime S, Rubin PhD g Jiime S Rubin PhD cd

85 86
R&R Other Project Information: R&R Other Project Information:
10. Facilities & Other Resources 10. Facilities & Other Resources
Scientific/Technical Resources Career Development Resources
m Facilities to be used for the conduct of the m More complete descriptions of programs
proposed tesearch referenced in:
= Laboratoty m 2. Career Development/Training Activities During
= Animal .
= Computer Award Period
. O fﬁci m 8. Plans and Statements of Mentor and Co-Mentor(s)
m Clinical [patient/research subject populations] = 10. Description of Institutional Environment
m Other: Core facilities [e.g., research pharmacy, biostatistics, m 11. Institutional Commitment to the Candidate’s
technical cores (mlcroscopy, biomarkers), biohazards]
Research Career Development
® Discuss how the proposed sFudl.es will beneﬁt from m Cannot be used to avoid page limitations of
the unique features of the scientific environment, . .
. . . other application sections
subject populations, or collaborative arrangements

87 88

R&R Other Project Information: PHS Assignment Request Form [S——

10. Facilities & Other Resources P[]

Funding Opponunity Tl | | |

Career Development Resources - also referenced in

conont | 9 i ions (optional)

“main body” of the grant (T'able) and Mentot’s section e v . e e e T
m Career development programs I “
m Institutional (e.g., Office of Faculty Affairs) Soameed Aoy Compmrerss | - ) [ ] [ | [ W-'-'mm‘
m Department/Institute S — f‘,::smm '“’::g:’io::wwm“l"‘?:‘_w.d —
m Professional societies o s, et G N Cancar BT —————

et Gy s oo SSHUBTTR gt o ot

Information about Sty Asagocect

m Formal degree programs and other didactics

‘Sugpested Shudy Sectons I [ ] [ssvervmens tacios. Nt an smesern|
m Degree program =

Rtronsie lor sssignment suggestions (optons’ Entry s lrted 151000 characier.

m Scientific courses: e.g., Statistics

m Career Development coutses: e.g., Funding & Grantsmanship

m Workshops, webinars, other training programs

Liime S, Rubin PhD_ hep: cd [—

RS Jiime S, Rubin, PhD.
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PHS Assignment Request Form

Entryia imted i 1000 chavecters

bite Do ol provce mames of bveba's Identity scientific areas of expertise needed to review your application (optional) |
names of individusls

sme S Rubin, PhD_ h
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Common Problems with Grant
Applications from New Investigators

m Study design
m c.g., Control groups(s), Unfocussed
m Issues with Statistical aspects/Power analysis/
Data analysis
m Does not adequately describe access to
“research resources”
m Unrealistic budget (too large or too small)
m Methodologies beyond the expertise of
investigator or research team
| m Not independent of previous mentor’s re

93

NIH “K” Sites of Interest

m Application Page Limits
https://grants.nih.cov/erants /how-to-apply-
application-guide/format-and-write /page-limits.htm

m NIH Biosketch Format Pages, Instructions and

Samples
https://grants.nih.gov/grants/forms/biosketch.htm

m Instruction in the Responsible Conduct of Research
https://grants.nih.gov/grants/guide/notice-files/NOT-
OD-10-019.html

Jiime S, Rubin, PhD.
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Jaime S. Rubin, Ph.D.
Columbia University, New York, NY

Common Problems with Grant
Applications from New Investigators

m Does not address/follow funding agency’s
mission, specific instructions, budget limits, etc.
m Overly ambitious
me.g, $, time, expertise, career level, resources
m Fishing expedition
m Not hypothesis driven
m Descriptive, not mechanistic project
m No or insufficient preliminary data
m Demonstrates feasibility of project, scientifically as

well as by investigator’s team

Jaime S Rubi PhD_ b
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NIH “K” Sites of Interest

m K Kiosk — includes Program Announcements for
K01, K07, K08, K22, K23, K25, and K99 grant
mechanisms

https://researchtraining.nih.gov/programs/career-development

u Career Development (K) Apphcatlons Instructions
ih. I id

Jime S Rubin PhD: hup:
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NIH “K” Sites of Interest

m NIH Research Training and Career Development
Programs
https://researchtraining.nih.gov

m Research Training and Career Development
Programs at Specific Institutes
https://researchtraining.nih.gov/institute

Jime S Rubin PhD: hup:
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Good Luck!

97

Jaime S. Rubin, Ph.D.
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