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Changes in Leadership

 Retirements
– Paul A. Sieving, M.D., Ph.D., Director of the National Eye Institute 

(7/29/19)
– Linda S. Birnbaum, Ph.D., D.A.B.T., A.T.S., Director of the National 

Institute of Environmental Health Sciences (10/3/19)

 New Hires
– Noni Byrnes, Ph.D., Director, Center for Scientific Review (2/27/19)
– Debara L. Tucci, M.D., M.S., M.B.A., Director, National Institute on 

Deafness and Other Communication Disorders (9/3/19)

 New Positions
– Tara A. Schwetz, Ph.D., Associate Deputy Director, NIH (1/7/19)
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Topics for Today

 NIH HEAL (Helping to End Addiction Long-termSM) Initiative
– HEALing Communities Study

 Artificial Intelligence: ACD WG Update
 Human Genome Editing – Exciting Promise for Cures, Need for 

Moratorium on Germline
 Addressing Foreign Influence on Research … and Harassment in 

the Research Workplace



NIH HEAL InitiativeSM

 Trans-NIH research initiative to:
– Improve prevention and treatment strategies for opioid misuse and 

addiction
– Enhance pain management

 Goals are scientific solutions to the opioid crisis
 Coordinating with the HHS Secretary, 

Surgeon General, federal partners, 
local government officials 
and communities

www.nih.gov/heal-initiative 



NIH HEAL Initiative: At a Glance

 $500M/year
– Will spend $930M in FY2019

 12 NIH Institute and Centers leading 26 HEAL research projects 
– Over 20 collaborating Institutes, Centers, and Offices
– From prevention research, basic and translational research, clinical 

trials, to implementation science 
– Multiple projects integrating research into new settings

 Released 40+ funding announcements for FY2019
– HEAL Multi-Disciplinary Working Group met Aug 22-23 and final 

allocating decisions for FY2019 were made
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The HEALing Communities Study:
Primary Goal and Key Outcomes
 Primary Goal: develop an evidence-based, integrated, comprehensive 

strategy that reduces opioid-related overdose fatalities by 40% in 3 years 
across communities highly affected by the opioid crisis

 Key Outcomes:
– Reduce overdose fatalities and events
– Increase naloxone access
– Decrease incidence of OUD
– Increase the number of individuals:

• Receiving medication and behavioral treatment
• Retained in treatment beyond 6 months
• Receiving recovery support services



The HEALing Communities Study: 
Research Sites
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The HEALing Communities Study:
Settings 

Healthcare
• Primary care
• Emergency departments
• Inpatient hospital care
• Behavioral health

Criminal Justice
• Jails
• Prisons
• Parole/probation
• Drug courts

Community
• Families
• Schools
• Police and fire departments
• Faith-based organizations
• Housing and employment

www.nih.gov/healing-communities 



www.nih.gov/healing-communities 
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Artificial Intelligence (AI) in Biomedicine 

Extract medical information 
from text in EMRs/EHRs

Interpret genomic sequence 
data to understand impact of 
mutations on protein function

Read medical images to 
help make a diagnosis

Monitor sleep and vitals from 
home to send to doctors 



NIH/ACD AI Working Group
Charged, December 2018; Interim Report, June 2019
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AI WG Recommendations (June 2019)
Note: All Classified as “Do Now”
 More AI-ready data:

– Begin cataloging existing data sets and tracking attributes relevant 
for AI readiness

 More multilingual researchers (with experience in both biomedicine 
& computer science; and with expertise in at least one):
– Co-sponsor workshop on Learning Meaningful Representations of 

Life at the NeurIPS (Neural Information Processing Systems) 
conference in December 2019

– Allocate at least one third of this year’s fellows to AI projects
 Important areas to apply to AI:

– Create a “top 10” catalog of success stories to inspire future investment 
and creativity
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Advances in Gene Editing
 Powerful tools rapidly becoming ubiquitous
 Ease, precision of technology makes feasible experiments too difficult to 

conduct using older techniques
 Multiple Applications

– Basic Science
– Gene Drives – the end of malaria?
– Somatic Cell Gene Therapy – non-heritable





Gene Therapy for Sickle Cell Disease
John Tisdale, NIH in Collaboration with Bluebird Bio
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First US Trial of Gene Editing for SCD Has Begun
Ex vivo treatment of hematopoietic stem cells – knockout BCL11A enhancer



Advances in Gene Editing
 Powerful tools rapidly becoming ubiquitous
 Ease, precision of technology makes feasible experiments too difficult to 

conduct using older techniques
 Multiple Applications

– Basic Science
– Gene Drives – the end of malaria?
– Somatic Cell Gene Therapy – non-heritable
– Human Germline Modification – heritable

Germline – Heritable





Future Release of a Moratorium?
Considerations for a Path Forward
 Safety: risk of unintended mutations (“off-target edits”)
 Medical: are there needs that only germline editing could meet?

– Currently editing would require use of in vitro fertilization
– Genetic diagnosis of embryos would then be needed
– Why not just implant the unaffected embryos?
– Mitochondrial diseases are in a different category

 Societal, ethical, moral issues 
– Consent
– Justice/equity
– Philosophical
– Theological
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Addressing Foreign Influence on Research





Addressing Harassment in the Research 
Workplace



NIH Efforts to Address Sexual Harassment in 
Science (2019)
 Issued statement on commitment to address the issue
 Sent letter to NIH-funded Institutions

– Clarifying expectations of institutions and investigators
– Stressing our intent to take action when necessary

 Established mechanisms to report concerns about NIH-funded 
institutions

 Launched anti-harassment websites and communications campaign
 Administered “Workplace Climate and Harassment Survey” to NIH 

staff



ACD WG on Changing the Culture to End Sexual 
Harassment – Interim Recommendations (June 2019)
 Treat professional misconduct, including sexual harassment, as 

seriously as research misconduct
 Require all PIs to attest, when submitting NIH grant applications and 

progress reports, that they have not violated and will not violate their 
institutional code of conduct

 Establish mechanisms for restorative justice for survivors and to 
recapture lost talent

 Develop novel approaches to address investigator independence 
from their mentors





NIH…Turning Discovery Into Health

directorsblog.nih.gov
www.nih.gov/hope

@NIHDirector
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