
 

 

April 26, 2019 

NIH Amends NIH Guidelines to Modernize Gene Therapy Oversight and 
Establishes a Forum for Emerging Biotechnology   

Today, the National Institutes of Health (NIH) finalized a proposal to amend the NIH Guidelines for 
Research Involving Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines) to streamline 
the oversight of gene therapy research. This proposal, which was developed in conjunction with the 
Food and Drug Administration, included amending the NIH Guidelines to eliminate duplicative review 
and reporting requirements for human gene transfer protocols and refocuses the role of the NIH 
Recombinant DNA Advisory Committee (RAC) as a transparent forum for science, safety, and ethics 
of emerging biotechnologies. After a 60-day public comment period, the NIH Guidelines have been 
updated to reflect these changes and the RAC has been renamed the Novel and Exceptional 
Technology and Research Advisory Committee (NExTRAC).  

For more information about the importance of these revisions, please read a Director’s statement by 
Dr. Francis Collins as well as an “Under the Poliscope” blog by Dr. Carrie D. Wolinetz: 

NIH Director’s Statement 

Under the Poliscope blog “Introducing the NExTRAC” 

Questions may be sent to the NIH Office of Science Policy at SciencePolicy@od.nih.gov 

 
 

For more information, please visit the ORA website at www.ora.miami.edu. 
 

 

https://nam01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fosp.od.nih.gov%2Fbiotechnology%2Fnih-guidelines%2F&data=02%7C01%7CPCapman%40miami.edu%7C141170e8a0574981c3da08d6c9981eda%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C636918052516256814&sdata=z9gV2yEcesmNm0sKGUX%2B59523NgcWaVut%2FuhJyJhfBE%3D&reserved=0
https://nam01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.federalregister.gov%2Fdocuments%2F2018%2F08%2F17%2F2018-17760%2Fnational-institutes-of-health-nih-office-of-science-policy-osp-recombinant-or-synthetic-nucleic-acid&data=02%7C01%7CPCapman%40miami.edu%7C141170e8a0574981c3da08d6c9981eda%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C636918052516256814&sdata=l4FpJoJlNo3wlgEkECr8GNyl%2FLgEe9XKi4sfoj2b8gc%3D&reserved=0
https://nam01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fosp.od.nih.gov%2Fbiotechnology%2Fnih-guidelines%2F&data=02%7C01%7CPCapman%40miami.edu%7C141170e8a0574981c3da08d6c9981eda%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C636918052516266823&sdata=PWtACc5wrlv3Q1sO9uqZn80EMgE7wUffs3H48%2BeFqUs%3D&reserved=0
https://nam01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.nih.gov%2Fabout-nih%2Fwho-we-are%2Fnih-director%2Fstatements%2Fnih-streamlines-gene-therapy-oversight-charts-course-considering-emerging-technology&data=02%7C01%7CPCapman%40miami.edu%7C141170e8a0574981c3da08d6c9981eda%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C636918052516276828&sdata=H7BRTBwNGBPkN9xp53%2FKNsZOJJXpqDd%2BxhwCXI%2FmKqY%3D&reserved=0
https://nam01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fosp.od.nih.gov%2F2019%2F04%2F24%2Fintroducing-the-nextrac%2F&data=02%7C01%7CPCapman%40miami.edu%7C141170e8a0574981c3da08d6c9981eda%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C636918052516276828&sdata=by56R4cSIZs8vB4aEMa6LSQHH0CmWiSD9SP0R8RgSJY%3D&reserved=0
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