
Role of Role of GeMCRISGeMCRIS in the in the 
Recombinant DNA Advisory Recombinant DNA Advisory 
Committee Safety OversightCommittee Safety Oversight



20002000--2001:                              2001:                              
NIH Enhances OversightNIH Enhances Oversight

Series of NIH initiatives to enhance 
oversight
Advisory Committee to the Director 
recommends enhancing the RAC protocol 
review process and optimizing analysis and 
communication of safety information

Amendments to the NIH Guidelines
NIH Gene Transfer Safety Assessment Board
National database
National Safety Symposia



The RAC and Safety OversightThe RAC and Safety Oversight

Appendix M Reporting Requirements
Mandates reporting of adverse events 
to OBA
Designation of subgroup of the RAC 
to:

Review in closed session data on safety and 
toxicity across gene transfer trials
Identify significant trends or significant 
single reports
Report significant trend findings and 
aggregated trend data to the RAC



Protocol OversightProtocol Oversight

Genetic Modification Clinical 
Research Information System 
(GeMCRIS)

A public database of human gene transfer 
trials registered with the National Institutes of 
Health

http://www.gemcris.od.nih.gov



Development of Development of GeMCRISGeMCRIS

Steering Committee included all NIH ICs 
involved with Gene Transfer and the National 
Library of Medicine
Developed in collaboration with FDA 
Implementation of a standard regulatory 
medical vocabulary (MedDRA)
Genetic element vocabulary developed 
specifically for gene transfer research
On-line adverse event reporting capability for 
Principal Investigators



GeMCRIS:GeMCRIS: 
Underlying PhilosophyUnderlying Philosophy

A system that:
Promotes public access to information and 
understanding about gene transfer research

Facilitates investigator compliance with 
adverse event reporting

Harmonizes NIH and FDA approaches to 
data collection

Assists NIH in conducting oversight of 
human gene transfer trials 









Publicly Available Protocol Publicly Available Protocol 
InformationInformation

Protocol title
Study phase 
Clinical 
indication(s)
Investigator(s)
Clinical trial site(s)
Scientific abstract
Non-technical 
abstract

Vector
Transgene
Route of 
administration
Link to Clinical 
Trials.Gov



Serious Adverse Event ReportingSerious Adverse Event Reporting

Tools for streamlined and effective 
communication and analysis of 
safety data

One AE reporting format 
Copies can be sent to FDA, IRB, IBC

Uniform “Core” data elements
Controlled medical vocabularies
On-line adverse event reporting



Adverse Event Reports: Adverse Event Reports: 
Core Data ElementsCore Data Elements

Date and description of event
Seriousness and severity
Suspected cause(s)
Attribution (gene transfer product, 
underlying disease)
Relevant clinical observations and history
Description of gene transfer product
Route and site of administration
Dosing information













What Do I Get out of Using 
GeMCRIS?

Instantaneous reporting

Control over the database entry  

Drop down menus to facilitate data entry

Ability to edit reports “in progress”

Format is harmonized with FDA 
requirements

Ability to print or save in PDF format for 
submission to FDA, IBC, IRB

Electronic record of submissions









Serious AE ReportsSerious AE Reports

Serious, possibly related and unexpected
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Questions?Questions?



BREAK!BREAK!
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