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What We Offer:
1

2

3 Education & Training: Members can access a variety of workforce development and 
mentoring programs and apply for formal training programs.

Funding: Members can apply for local and national pilot grants and other funding opportunities. 
ITHS also offers letters of support for grant submissions.

4

Community Engagement: Members can connect with regional and community based 
practice networks

Research Support Services: Members gain access to the different research services, 
resources, and tools offered by ITHS, including the ITHS Research Navigator. 
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Director of Research 
Development

Project Consultation 

Strategic Direction

Resources and Networking

Melissa D. Vaught, Ph.D.
ithsnav@uw.edu

206.616.3875 

Contact ITHS

Scientific Success 
Committee

https://www.iths.org/inves
tigators/services/clinical-

trials-consulting/   

Clinical Trials Consulting

Guidance on Study Design, 
Approach and Implementation

Feedback on Design and Feasibility

https://www.iths.org/investigators/services/clinical-trials-consulting/
https://www.iths.org/investigators/services/clinical-trials-consulting/
https://www.iths.org/investigators/services/clinical-trials-consulting/


Thank youFeedback

Career Development Series 2025

At the end of the seminar, a link to the feedback survey 
will be sent to the email address you used to register.



Thank you

R01-101: Reflections on My Experience 
with My First R01 Submission and 
Other Tips from a New Investigator

Career Development Series 2025

Presented by:
Germán Gornalusse, PhD, MS



7
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Learning Objectives

Acquire new tips on how to develop their own research projects and labs

Develop and maintain collegial relationships with collaborators and NIH 
officers to ensure a successful NIH application

Identify important information to gather before drafting the first R01 
application

At the end of the session, participants will be able to:



R01-101: Reflections on my 
Experience with my First R01 Submission

Germán Gornalusse, 
PhD MSc

Research Assistant Professor

UW Department of Obstetrics and Gynecology

Adjunct Research Assistant Professor

UW Department of Global Health

Colorized transmission electron micrograph of human immunodeficiency 
virus (HIV) particles (blue) budding from the surface of a T cell. 

Credit: Dourmashkin, Wellcome Images, Cell Image Library.

Emails:  germag@uw.edu

ggornalu@fredhutch.org
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Outline of Today’s talk

• Who I am?
• What are my research interests?
• Why do I care about mentorship?
• Lessons learned through my Career Developmental 

Award KL2
• R01_101: Lessons learned while putting together my 

first R01
• A glimpse into one of my research projects
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My Background

• Argentinean born and raised—small town outside Buenos 
Aires

• First in my family to complete a college (and doctoral) 
degree

• First generation of immigrant in the US—first one to 
become US Citizen

• Belong to LGBTQIA+ community
• Minority faculty in UW ObGyn (1/89=1.12% of Hispanics 

when joined in 2017)
• My two passions: education (teaching) and finding a cure 

for HIV
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My Journey from Argentina to the US

-Adjunct faculty, Ph.D. 
program in 
Pathobiology, UW 
Global Health (2024-
current) 

KL
2
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My (Main) Research Interests
1)  HIV Reservoir and cure. What are the mechanisms of 
HIV persistence and reactivation? Can we interfere with 
them and get closer to a functional cure?

1R01AI184122-01 Role of intestinal microfold (M) cells in 
creating a hotspot environment for HIV reservoir 
persistence and reactivation  AWARDED (role: PI)
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My (Main) Research Interests
2) HIV Reservoir and cure. Can immune factors (IL-10, 
IFNs) enhance HIV-specific responses and control the 
HIV reservoir? PAR-23-275 NIAID and NIDDK Research Opportunities 

for New and "At-Risk" Investigators to Promote 
Workforce Diversity (R01 Clinical Trial Optional) 
Date R01 submission: May 7, 2024.   Role:  Site PI 
(Collaboration with UCSF). 7% Percentile. ACTIVE



15

My (Main) Research Interests
3)  HIV-associated comorbidities. What are the 
mechanisms of HIV-associated chronic inflammation? 
What triggers it? Are all HIV meds equally responsible? 

Cells in yellow 
have heightened 
immunological 
activity

ROYALTY RESEARCH FUND 
AWARDED. Role: PI
Application eGC1 number: 
A201152  

ITHS KL2 Career 
Developmental Award
AWARDED. Role: Mentored PI
Completed on 02/29/24
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My (Main) Research Interests
4)  HIV-transmission. How genetic mutations in CD101 
locus influence both HIV acquisition and inflammation?

R01AI172479 The push and pull 
of inflammation on HIV 
susceptibility: impact of host 
variation in CD101 and AXL  
ACTIVE  (Role: Co-I). Score: 17. 
Percentile: 1%

Dr. Maryam Kalatehjari
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My (Main) Research Interests
5)  Mucosal immunology. What does sTLR4 do in the 
female genital tract? (sTLR4 is a soluble molecule we 
recently discovered in secretions from the human 
cervical vaginal tract).

No grants yet
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My (Main) Research Interests
6)  Epigenetic studies and addiction to opioids and 
other illicit drugs. What are the long-term epigenetic 
modifications of chronic use of heroine and other drugs?

Alcohol and Drug Abuse Institute 
(ADAI) University of Washington, 
Pilot Grant 
AWARDED (Role: PI)
Completed on 01/31/2022
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My (Other) Research Interests
7) Inflammation, STIs and HIV acquisition. Ongoing project 

with Dr. Alison Roxby on markers of Chlamydia/HIV 
acquisition

8) Water channels (AQPs: aquaporins), placental 
angiogenesis and preeclampsia. Ongoing collaboration 
with University of Buenos Aires, Argentina.

9) Tolerogenic effects of extracellular vesicles in human 
reproduction. Co-Investigator in Dr. Vojtech’s lab at UW 
ObGyn

BID PICT-2021-III-A-00085. Stress of syncytiotrophoblast in the 
pathophysiology of preeclampsia: Role of Aquaglyceroporins. 
AWARDED (Role: International Co-I). Score: 94/100
01/01/2023-12/31/2026
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My Personal Core Value

“Diversity is the mix” but “inclusion
is making the mix work” (Andrés 
Tapia), 

….and making the mix work takes 
time and effort….



Our LSAMP Experience 2023 and 2024

Claire Levy

Jinangely Martinez

Adriana Cruz

Phuong Vo
Main project: 
Infection of epithelial 
cells with Chlamydia

Main project: 
Characterization of sTLR4 
secretion by cells of the 
female genital tract

Phuong Vo

Julia Lemas

Sachi  Saxena 
(high school)

2024
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Bumps in the Road for URM Students

• Few opportunities in research labs
• URM students generally live far away to labs
• Many URM students have 2 jobs and are students
• Many URM students are on temporary visas and are away 

from their familiesà Not eligible for many scholarships
• The COVID pandemic made their college lab trainings more 

scarce
• Fewer publications/research experience due to less 

time/funds to do internshipsà Fewer fellowships à Fewer 
grants à Fewer URM faculty à Less science by URM!



Fostering International Internships/Collaborations

Dr. Julieta Reppetti
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• Who I am?
• What are my research interests?
• Why do I care about mentorship?
• Lessons learned through my Career Developmental 

Award KL2
• R01_101: Lessons learned while putting together my 

first R01
• A glimpse into one of my research projects



26

Lesson Learned  # 1: Translational Research
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Lesson Learned  # 2: NIH Grantsmanship
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Lesson Learned  # 3: Lab Management

The Full House
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Lesson Learned  # 4: Successful Collaborations
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Lesson Learned  # 5: Interactions with NIH

Early Career 
Reviewer (ECR)

NIAID Program 
Officer

Spring CTSA Meeting 
(from NCATS)
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Lesson Learned  #6:  Networking at 
Conferences

Meet potential NIH study 
section members

Potential references for 
promotion to Associate 

Professor



Advice from my Experience as a New Investigator

https://grants.nih.gov/policy-and-compliance/policy-topics/early-stage-investigators

In my most recent R01, those skills moved up!

Use your ESI/NI status as a PI for a R01! Don’t waste your calories in a R21!



Advice from my Experience as a New Investigator
ü Diversify your funding 

portfolio. Don’t underestimate 
foundation grants (e.g., UW, 
CFAR, Fred Hutch, Seattle 
Children’s Research Institute, 
etc.) because you can 
demonstrate PI skills. 

ü If you are not ready to submit 
your first R01 as PI, you can 
be included as Co-
Investigator (Co-I) in a senior 
PI’s grant.

ü For URM, you can be included 
in Diversity Supplements as 
mentored PI. If you decide to 
apply for one of these 
supplements, make sure you 
don’t get paid by an already 
existing R01 otherwise you 
won’t be eligible!



Advice from my Experience as a New Investigator

https://www.niaid.nih.gov/grants-contracts/choose-award-career-stage



Advice from my Experience as a New Investigator
ü If you are doing clinical studies/trials, make sure you have a fluent 

communication with both IRB and Research Coordinator. Start early 
thinking about the billing process. Think about broader ways of recruitment 
study participants (it is OK to include digital media platforms if the IRB 
approves them!).

ü For patients/participants’ recruitment, a good source of resources 
(websites, research coordinators, power stats for studies) is UW ITHS.

ü Develop a good relationship with your Program Officer.  Try to meet with 
your PO periodically and ask for advice on Specific Aims and Notice of 
Funding Opportunities (NOFO’s). Look for URM NOFOs.

ü Seize your benefit/effort ratio in each collaboration. Authorship? 
Opportunities for future MPI, Co-PI grants? (Don’t lose your niche).

ü Look for opportunities to share your research. Oral presentations? 
Invitations to external institutions/networks?

ü Mentorship is not linear. Take advantage of non-conventional mentors. 
Many times, a senior collaborator can “operate” as a non-direct mentor! 
Their Letters of Support will be helpful for promotion to Associate 
Professor!

ü Know the structure of your supporting personnel of your department. They 
may save you time sharing some docs (budgets, human subjects, etc.)
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Tips for R01 Submissions—Think before 
applying

ü For funding, search for NOFOs that are tailored for URMs

Example: 
https://grants.nih.gov/grants/guide/
pa-files/PAR-23-275.html
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Tips for R01 Submissions—Think before 
applying

ü Start early (~1-1.5 year) about which project you can transform into an R01. 
Can you use some of the samples or resources you will have achieved during 
your K/T training or as your tenure as junior faculty?

ü Think BIG but also think about feasibility. Are the experiments/study proposed 
doable? Will you have enough enrollment? Is your area of expertise aligned 
with the R01?

ü If there is a topic in your grant that you do not have too much experience, add 
a collaborator as co-I and get a Letter of Support.

ü Sign up to be included in the listserv of NIH specific institutes…they keep you 
posted on updated NOFOs.

ü Draft the Specific Aims page early (~6 months). Make sure your aims are both 
significant and innovative (conceptual innovation is good too!).

     Get feedback beyond your “comfort zone” circle. For example, submit 
     your draft to different “mock study sections” or interdisciplinary teams.
ü Keep your niche. Don’t dilute your ideas across your collaborators’ ideas 

(especially if you work with more senior faculty as co-Investigators!).
ü Use as templates grants that have been successfully funded. Your department 

as well as the institutions that are supporting your career development 
awards (Ks, Ts, etc.) always have good examples!
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Tips for R01 Submissions—Think before 
applying

ü Use CSR's Assisted Referral Tool (ART) to match your abstract or specific 
aims to a study section/scientific review group.

https://public.csr.nih.gov/ForApplicants/PlanningAndWriting/TargetYourApplication
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Tips for R01 Submissions—Think before 
applying

ü Use NIH/eRePORTER to locate funded applications in your field and know 
about: 1) NIH institutes; 2) Study sections  3) Program Officers (POs)

https://reporter.nih.gov/
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Tips for R01 Submissions—Application itself
ü Make sure your Aims are focused and not dependent on each others’ 

susccess!  Add power analysis, expected results, caveats/limitations, 
alternative approaches. 

ü Clarity is KEY. I recommend adding a unifying figure wherein the aims are 
graphically depicted.

ü Add summary sections. The most important one is Summary of Significance. 
You need to be explicit and explain how the field is going to move after you 
accomplish what you propose (even if the hypotheses are wrong).

ü Spend lots of time in the Significance. Try to show clinical relevance, if you 
can. Are the aims mechanistic and focus or diffuse? Can you think other 
areas of applicability beyond your scope? Tip here: get advice from someone 
whose professional degree (or faculty track) complements yours (MD from 
PhD and vice versa). If you spend too much time, write a review!

ü Look for “loose ends” in published papers or reviews. Keep up with updated 
literature!  Revise your papers between initial submission and resubmissions. 
Not too many abbreviations.

ü If possible, try to learn a state-of-the art technique while acquiring preliminary 
data. 

ü Don’t be shy and quote your Preprints (e.g., BioRx, MedRxIV, etc.) and 
conference abstracts as references. Stick strictly with formatting rules!
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Tips for R01 Submissions—Application itself
ü For Approach part of your R01, if you are not very familiar with the technology 

or platforms, get support from companies’ resources. (Sometimes, they can 
offer a signed Letter of Support)
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Tips for R01 Submissions—Application itself
ü As new Investigator/Early-Stage Investigator (NI/ESI), get a good Letter of 

Support from your mentor & Chair, highlighting leadership and potential for 
independence.

ü Spend enough time writing your Part A (Personal Statement) of your NIH 
Biosketch. Show leadership skills there.

In my first submission, my PI’s skills were mentioned last!
In my most recent R01, those skills moved up!
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Tips for R01 Submissions—Post submission
ü Develop a strong relationship with your NIH PO. Try to schedule a follow-up 

Zoom/Team call where you can see your PO. If there is a meeting that is in 
common with the field of the PO, try to arrange to meet them in-person (or at 
least, invite the PO to your talk/poster).

ü Let sometime pass between you receive your Summary Statement (SS) and 
you reply to it. Share your SS with your group/lab and get feedback. Use 
previous examples as templates.

ü In your reply to the SS, you can add additional references. Make sure you 
make your point (it is OK to disagree but still be thankful for the study 
section’s review!).

ü Sometimes the PO can use a Rebuttal Letter (RL) and recommend your grant 
to NIH Council. Use previous examples of RLs (it is wise to add more 
preliminary data in this RL).

ü If your grant gets funded, they will send you a request for Just-in-Time (JIT) 
documents.  If the score is good, you can anticipate and request each co-I, co-
PI, etc. to complete the required trainings before the JIT deadline. The 
turnaround is very fast, so my recommendation is to be on top of these 
documents before the notice of JIT.
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Many-Many thanks to my Lab…
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Many-Many thanks to my ObGyn Department and 
others…

UW Obstetrics and Gynecology
Dr. Barbara Goff
Dr. Barbara Norquist
Kelly Gilmore
Dr. Roni Katz
Dr. Romel Mackelprang
Estrella Weaver
Dr. Kristina Adams Waldorf
Nicole Wothe
Daisy Ganal
Winston Chiu
Sheri Yoo
Debbie Kirkpatrick

UW Department of Global Health
Dr. Jairam Lingappa
Dr. Jennifer Lund
Dr. Lorenzo Giacani

SURF Career Development Program
Dr. Michelle Terry

Fred Hutch Cancer Center
Dr. Martin Prlic
Dr. Ann Duerr
Dr. Rachel Bender Ignacio

Harborview Medical Center
Dr. Brian Balmadrid

UW Microbiology
Dr. Jason Smith
Jessica Porter

Center for AIDS Research (CFAR)
Lindsay Legg

UW Grant Services
Katie Kolarich


