
CTSA Program Webinar  

Wednesday, February 26, 2020

2:00 PM – 3:00 PM ET



Agenda 
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Time Topic Presenter

2:00 PM - 2:05 PM
Welcome
NCATS and CTSA Program Updates

Michael Kurilla, MD, PhD

2:05 PM - 2:30 PM
Science and Security Challenges
The NIH Experience

Jodi Black, PhD
Deputy Director

Office of Extramural Research
NCATS NIH

2:30 PM - 2:55 PM Including Foreign Components in CTSA Programs

Anna Ramsey-Ewing, PhD
Director

Office of Grants Management and Scientific Review
NCATS NIH

2:55 PM - 3:00 PM Adjourn



NCATS and CTSA Program Updates

Michael Kurilla, MD, PhD



CTSA Program Administrative Updates & 
Opportunities



OPPORTUNITIES & ANNOUNCEMENTS

• Supplements to Expand Vaping Research & Understand EVALI 
(electronic cigarette or vaping associated lung injury). NOT-HL-19-724

Applications accepted through Feb 27, 2020.
Contact: Mary Purucker, MD-PhD puruckerm@mail.nih.gov

• Additional HEAL Funding Opportunities 

• RFA-NS-20-028 Pain Management Effectiveness Research Network: Clinical 
Trial Planning and Implementation Cooperative Agreement (UG3/UH3 Clinical 
Trial Required).   Contact: Jane C. Atkinson, DDS jatkinso@mail.nih.gov

• RFA-AT-20-004 Pragmatic and Implementation Studies for the Management of 
Pain to Reduce Opioid Prescribing (PRISM) (UG3/UH3, Clinical Trials Optional). 
Contact: Patricia Jones, Dr.P.H., MPH patricia.jones@nih.gov

• Pre-Application Technical Assistance Videocast Monday, March 02, 2020 (2:30-3:30 
PM EST). 
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https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-724.html
mailto:puruckerm@mail.nih.gov
https://grants.nih.gov/grants/guide/rfa-files/RFA-NS-20-028.html
mailto:jatkinso@mail.nih.gov
https://grants.nih.gov/grants/guide/rfa-files/RFA-AT-20-004.html
mailto:patricia.jones@nih.gov


OPPORTUNITIES & ANNOUNCEMENTS
• INCLUDE (INvestigation of Co-occurring Conditions across the 

Lifespan to Understand Down syndrome) Administrative 
Supplements.        Contact: your PO and/or Erica Rosemond, PhD 

rosemonde@mail.nih.gov

• NOT-OD-20-022: KL2 Institutional Career Development Awards 

• NOT-OD-20-024: UL1, R21 and U01 if within scope of the parent award

• Research on Bioethical Issues.       Contact: Elaine Collier, MD  colliere@mail.nih.gov

• RFA-TR-20-001: R01 Applications - Ethical Issues in Translational Science 
Research (R01 Clinical Trial Optional)

• NOT-OD-20-038: Administrative Supplements 

• INBRE Award Administrative Supplements. NOT-GM-20-012 Supports 
research collaborations.          Contact: Krishan K Arora, PhD, NIGMS arorak@nigms.nih.gov
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mailto:rosemonde@mail.nih.gov
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OPPORTUNITIES & ANNOUNCEMENTS

• Notice of Special Interest: CTSA Program Collaborative Innovation 
Awards (CCIA; U01 and R21) NOT-TR-20-007 Highlights interest in: Rural 
Health, Racial and Ethnic Disparities in Maternal Mortality, Machine Learning 
and Artificial Intelligence (AI) in Translational Science, and Veterans’ Health. 

• NIH Office of Behavioral and Social Sciences Research (OBSSR) NOT-
OD-20-059 Request for Information (RFI): input on important new directions for 
health-related behavioral and social sciences research (BSSR).
Contact: Farheen Akbar, MPH Farheen.akbar@nih.gov
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https://grants.nih.gov/grants/guide/notice-files/NOT-TR-20-007.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-059.html
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CLIC Un-Meeting: Stipend Nominations

Travel Stipend Nomination Deadline: Wednesday, April 29, 2020
Learn more: 

https://clic-ctsa.org/events/2020-clic-un-meeting-approaches-evaluate-non-pharmacological-
interventions-clinical-research 

Full Registration opens March 24, 2020

Each CTSA Program hub is eligible to nominate one individual to receive a stipend award of up to $500 to 
facilitate participation in the event. We invite hub Principal Investigators (PIs), or a designated official, to 
nominate one stipend recipient of their choice.

https://clic-ctsa.org/events/2020-clic-un-meeting-approaches-evaluate-non-pharmacological-interventions-clinical-research
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The NIH Experience
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Science and Security Challenges

The NIH Experience

Jodi Black, PhD  and Mike Lauer, MD

Office of Extramural Research

National Institutes of Health

CTSA Monthly Webinar

2.26.2020
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Breaking Stories
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Cancer Letter, April 26, 2019

New York Times, November 4, 2019

Tampa Bay Times, January 15, 2020

Science, January 24, 2020

Wall Street Journal, January 28, 2020

NBC News, February 4, 2020



Increasing Activity

12



Nondisclosure!
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“China’s most systematic channel for identifying foreign-

based non-traditional collectors is its … Thousand Talents 

Program (TTP) … aims to recruit leading overseas 

scientists … Official Chinese TTP websites list more than 

three hundred US government researchers and more than 

six hundred US corporate personnel who have accepted 

TTP money. In many cases, these individuals do not 

disclose receiving the TTP money to their employer, 

which for US government employees is illegal and for 

corporate personnel likely represents a conflict of interest 

that violates their employee agreement.”



A Foreign Government Strategic Goal
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https://www.nature.com/articles/d41586-018-00538-z

Nature January 17, 2018

https://www.nature.com/articles/d41586-018-00538-z


Keys to Winning a Talents Award

• “To apply, you must already have a firm job offer from a 

Chinese institution …

• The scheme is open to Chinese scientists under 55 years 

of age, and foreigners younger than 65. All applicants 

must have worked at renowned universities outside 

China

• All applications to the Thousand Talents scheme go 

through your Chinese university employer.”
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https://www.nature.com/articles/d41586-018-00538-z

Nature January 17, 2018

https://www.nature.com/articles/d41586-018-00538-z


NIH Concerns
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1) failure by some researchers at NIH-funded institutions to disclose 

substantial contributions of resources from other organizations, 

including foreign governments, which threatens to distort decisions 

about the appropriate use of NIH funds; 

2) diversion of proprietary information included in grant applications 

or produced by NIH-supported biomedical research to other entities, 

including other countries; and 

3) failure by some peer reviewers to keep information in grant 

applications confidential; including, in some instances, disclosure to 

foreign entities or other attempts to influence funding decisions.



What We’ve Seen

• Shadow laboratories; 

undisclosed employment and 

grant research support

• Undisclosed FCOI

• Peer review breaches
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Undisclosed Foreign Employment Agreements

• Time commitment – sometimes full-time

• Substantial funding for research (including start-up funds)

• Laboratory, equipment, personnel

• Signing bonus, salary, housing, other benefits

• Deliverables: training personnel, papers, patents/IP

• Chinese institution primary affiliation in publications 

• Creates conflicts of commitment (>100% effort), interest
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Undisclosed $11.7 Million China-Based Business
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https://inewsource.org/2019/07/06/thousand-talents-program-china-fbi-kang-zhang-ucsd/

https://inewsource.org/2019/07/06/thousand-talents-program-china-fbi-kang-zhang-ucsd/


Peer Review Breach
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Thousand Talents Member

NIH Peer Reviewer

Favored PI

Different  NIH Peer 

Reviewer same 

Study Section

Confidential Information

Attempted Influence



Peer Review Breach
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Cancer Letter, April 26, 2019



Types of “Theft”

• Employee theft – not clean legitimate recruitments

– Undisclosed outside employment contracts

– Excessive time away “on company time”

– Working for a competing employer “on company time”

• Theft from the public – distorted NIH funding decisions

• Theft of data, documents, know-how, identical applications

• Undisclosed COI – theft of proprietary information, “IP”

• Undisclosed FCOI – royalties, economic development theft

• Peer review breaches – theft of nascent ideas
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Closing Thoughts

• For NIH, a new type of threat

• Failure to disclose: COI, FCOI, and CoC

– Distorts funding decisions, contributes to hypercompetitive funding 

environment, IP loss

• Extensive institutional outreach has yielded results

– Moffitt compliance office initiated reviews

– Updated/clarified institutional policies

– AAU-APLU best practice sharing

• Working closely with other agencies and stakeholders 

towards harmonized disclosure requirements--JCORE

• Together, there is much more to do and learn
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Growing Institutional Awareness
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https://www.research.psu.edu/international_affiliations

https://www.research.psu.edu/international_affiliations


Key Point: Encourage but be Transparent

• “While most international collaborations are acceptable and 

encouraged, we urge researchers to err on the side of transparency.”

• “It protects everyone’s interests – the Federal government, Penn 

State, individual researchers, and their international collaborators – to 

have international relationships disclosed and vetted to determine if 

there are any potential conflict of commitments, duplications of 

research, and/or diversion of intellectual property in the performance 

of federally funded research.”
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https://www.research.psu.edu/international_affiliations

https://www.research.psu.edu/international_affiliations


Other Observations

• At least 180 scientists, not all ethnically Chinese

• 80+ institutions, many fields of biomedicine, all over US

• Nearly all in pre-clinical research

• Denials despite documents to the contrary; explanations

– “I allowed XXX to use my name as PI”

– “I knew nothing about this grant…”

– “I didn’t actually do the work…”

– “The affiliations [in published papers] were in error …”

26



Together We Must
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NIH and the U.S. biomedical research community at large have a vested 

interest in mitigating these unacceptable breaches of trust and 

confidentiality that undermine the integrity of U.S. biomedical research. 

1) improve accurate reporting of all sources of research support, financial 

interests, and affiliations; 

2) mitigate the risk to intellectual property security while continuing NIH’s 

long tradition of collaborations, including foreign scientists and 

institutions; and 

3) explore additional steps to protect the integrity of peer review.  



RESEARCH VALUES

• Honesty

• Integrity

• Transparency

• Accountability to funders

• Accountability to one another

• Rigorous, civil debate on difficult 
issues

• Mutual respect

•  Individual Researcher 
Values



Incomplete Thank You

• NIH

– Larry Tabak, Carrie Wolinetz, Jodi Black, 

Patricia Valdez, Sally Amero, Michelle 

Bulls, Julie Muroff, Kate Tapley, Mike 

Shannon, Bill Cullen, Liza Bundesen, 

Megan Columbus, Renate Myles, Katrina 

Pearson, Rick Ikeda, Jess Mazerik, 

Nicole Garbarini, Minna Liang, Francesca 

Bosetti, Tara Schwetz, others

• FBI, DOJ, DNI

– John Brown, Don Lichay, Tam Dao, 

Melody Hounsell, Jeff Stoff, others

• Non-federal organizations

– Wendy Streitz, Lisa Nichols, Sarah 

Rovito, Toby Smith, Lizbet Boroughs, 

Ross McKinney, Marcia McNutt, others

• DHHS

– Michael Schmoyer, Les Hollie, Francis 

Montoya, Justin Bidwell, Jason Scalzo, 

Adam Layton, others

• State

– Andrew Hebbeler, Megan Frisk, Staci 

Rijal, others

• OSTP and other research agencies

– Rebecca Keiser, Jeremy Ison, Bindu 

Nair, Helena Fu, Aaron Miles, others

• Dozens of VPRs and institutional 

compliance / integrity leaders
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Including Foreign 
Components in CTSA 
Programs

Anna Ramsey-Ewing, PhD



Including Foreign Components in CTSA 
Programs 

CTSA PI Webinar
February 26, 2020

Anna L. Ramsey-Ewing, Ph.D.

Director, Office of Grants Management and Scientific Review, NCATS



Today’s Presentation

Objective: Advancing the goals of the CTSA Program broadly

• CTSA Program FOAs and Foreign Components

• Application Instructions

• Peer Review and Pre-award

• Rules and Requirements

• Summary



CTSA Programs and Foreign Components: 
Currently Active FOAs

Hub Awards 

https://grants.nih.gov/grants/guide/pa-files/par-18-940.html

CCIA U01 Awards

https://grants.nih.gov/grants/guide/pa-files/par-19-099.html

CCIA R21 Awards

https://grants.nih.gov/grants/guide/pa-files/par-19-100.html

Competitive Supplements (Revisions)

https://grants.nih.gov/grants/guide/pa-files/PAR-19-337.html

Foreign Institutions

• Non-domestic (non-U.S.) Entities (Foreign Institutions) are not eligible to apply.

• Non-domestic (non-U.S.) components of U.S. Organizations are not eligible to apply.

• Foreign components, as defined in the NIH Grants Policy Statement, are allowed.

https://grants.nih.gov/grants/guide/pa-files/par-18-940.html
https://grants.nih.gov/grants/guide/pa-files/par-19-099.html
https://grants.nih.gov/grants/guide/pa-files/par-19-100.html
https://grants.nih.gov/grants/guide/pa-files/PAR-19-337.html


Definition of a Foreign Component

A foreign component is defined as performance of any significant 

element or segment of the project outside the United States either 

by the recipient or by a researcher employed by a foreign 

organization, whether or not grant funds are expended. 

NIH Grants Policy Statement

https://grants.nih.gov/policy/nihgps/index.html

https://grants.nih.gov/policy/nihgps/index.html


Foreign Component Activities

Activities include, but are not limited to: 
• the involvement of human subjects or animals 

• extensive foreign travel by recipient project staff for the purpose of data collection, 
surveying, sampling, and similar activities

• any activity of the recipient that may have an impact on U.S. foreign policy through 
involvement in the affairs or environment of a foreign country 

Other activities that may be significant are:
• collaborations with investigators at a foreign site anticipated to result in co-

authorship

• use of facilities or instrumentation at a foreign site

• receipt of financial support or resources from a foreign entity

Foreign travel for consultation is not considered a foreign component.



Application Instructions

Project/Performance Site

• Provide information on performance sites

Other Project Information  

• Indicate whether the project includes a foreign component

• Include the “Foreign Justification” 

Facilities & Other Resources 

• Describe how the scientific environment in which the research will be 

done contributes to the probability of success

• Discuss unique features of the scientific environment



Peer Review and Pre-Award Information

• Reviewers will evaluate the ENVIRONMENT: 
• Will the scientific environment in which the work will be done contribute to the 

probability of success? Are the institutional support, equipment and other physical 

resources available to the investigators adequate for the project proposed? Will the 

project benefit from unique features of the scientific environment, subject 

populations, or collaborative arrangements?

• Domestic applications with foreign components may not be funded 

unless approved by the NCATS National Advisory Council.

• The U.S. Department of State reviews grants and awards with foreign 

components to ensure consistency with U.S. foreign policy objectives.



Budgets and Funding

F&A Costs

• Awards to domestic organizations with a foreign or international consortium participant may 

include 8 percent of modified total direct costs, exclusive of tuition and related fees, direct 

expenditures for equipment, and subawards in excess of $25,000 

Payment Arrangements 

• Subject to the grantee's institutional policies and should be clearly defined in the consortium 

agreement

• Funds for grant awards are paid in U.S. dollars. NIH does not adjust for currency exchange 

fluctuations after award



NIH Compliance Requirements

Examples of public policy requirements that always apply to applications with 
foreign components: 

• Protection of human subjects

• Inclusion plans

• Animal welfare

• Financial conflict of interest

• Research misconduct

• Public access

• Invention reporting 

• Lobbying, debt, other post-award reporting requirements



NIH Compliance Requirements

Examples of public policy requirements that may have varying relevance to 

applications with foreign components: (discuss with AOR, PO, GMS)

• Data Sharing

• Civil Rights

• Debarment and Suspension Requirements

• Drug-Free Workplace Requirements

• Single IRB



Summary

• Inclusion of foreign components in NIH-funded projects is a 
longstanding, common practice consistent with the NIH mission

• Extensive expertise, experience and guidance are available at the 
NIH and at awardee institutions

• CTSA institutions are already engaged, to varying degrees, in 
managing awards with foreign components

• Special considerations include the need to:

• provide additional information and justifications

• obtain additional approvals

• exercise additional oversight

Allowable and doable, but applicants/awardees may encounter special 
challenges, significant delays and additional scrutiny.



CLIC/NCATS Communication Channels
Sharing Content: CLIC Website

 News (Consortium News & WOW! Factor stories): 

clic-ctsa.org/news

 Events: clic-ctsa.org/events

 Educational tools (Education Clearinghouse): clic-

ctsa.org/education

 Funding opportunities (RFAs): 

 https://clic-ctsa.org/collaboration/clic-synergy-

papers

 https://clic-ctsa.org/collaboration/clic-un-

meetings

 Career & training opportunities (Opportunities 

Board): https://clic-ctsa.org/opportunities-board

Twitter

 NCATS: twitter.com/ncats_nih_gov

 CLIC: twitter.com/CLIC_CTSA

 Hashtag: #CTSAProgram

CLIC Contact Us

 Have a question and not sure where to direct it?: 

clic-ctsa.org/contact

Newsletters

 CTSA Ansible: Subscribe Here

 CLIC News Roundup: Subscribe Here

 NCATS e-Newsletter: ncats.nih.gov/enews

https://clic-ctsa.org/news
https://clic-ctsa.org/events
https://clic-ctsa.org/education
https://clic-ctsa.org/collaboration/clic-synergy-papers
https://clic-ctsa.org/collaboration/clic-un-meetings
https://clic-ctsa.org/opportunities-board
https://twitter.com/ncats_nih_gov
https://twitter.com/CLIC_CTSA
https://clic-ctsa.org/contact
https://clic-ctsa.us17.list-manage.com/subscribe?u=f1fdf72d4e1c685cf9b9bc731&id=5ed5d33016
https://clic-ctsa.us17.list-manage.com/subscribe?u=f1fdf72d4e1c685cf9b9bc731&id=0c3e7d6ba9
https://ncats.nih.gov/enews


CTSA Program Initiative Channels

ACT Network

 Website: http://www.actnetwork.us/National

 Subscribe to newsletter: 

https://bit.ly/2HQGsM5

IREx

 Website: https://www.irbexchange.org

 Subscribe to newsletter: https://bit.ly/2TtQG7b

National Center for Data to Health 

(CD2H)

 Website: https://ctsa.ncats.nih.gov/cd2h/

 To Join: CD2H Onboarding

Recruitment Innovation Center (RIC)

 Website: 

https://trialinnovationnetwork.org/recruitment-

innovation-center

 Subscribe to newsletter: 

https://bit.ly/2OpEDHc

SMART IRB

 Website: https://smartirb.org

 Subscribe to newsletter: https://bit.ly/2JFbiK3

Trial Innovation Network (TIN)

 Website: https://trialinnovationnetwork.org

 Subscribe to newsletter: 

https://bit.ly/2TXHQDZ

http://www.actnetwork.us/National
https://bit.ly/2HQGsM5
https://www.irbexchange.org/
https://bit.ly/2TtQG7b
https://ctsa.ncats.nih.gov/cd2h/
https://docs.google.com/forms/d/e/1FAIpQLSfIJVqJzak0jiJ3Y6LmOqG3GLuVM2vQs3CVrctZOAppXlziSw/viewform
https://trialinnovationnetwork.org/recruitment-innovation-center
https://bit.ly/2OpEDHc
https://smartirb.org/
https://bit.ly/2JFbiK3
https://trialinnovationnetwork.org/
https://bit.ly/2TXHQDZ


Questions?



Reminders

• The next scheduled webinar will be Wednesday, March 25th, 2:00 

PM – 3:00 PM Eastern Time.

• Registration URL: 

https://rochester.zoom.us/webinar/register/WN_Bz2g-

rQqTV6gJLI614aXgA

• ctsa_program_webinar@clic-ctsa.org

• https://clic-ctsa.org/groups/ctsa-program-group

https://rochester.zoom.us/webinar/register/WN_Bz2g-rQqTV6gJLI614aXgA
mailto:ctsa_program_webinar@clic-ctsa.org?subject=CTSA Program Webinar
https://clic-ctsa.org/groups/ctsa-program-group

