OREGON HEALTH & SCIENCE UNIVERSITY

Investigational Human Gene Transfer Agent Supplemental Questionnaire

This form is required for studies involving an investigational drug that consists of recombinant DNA (rDNA) or an infectious agent to be introduced into human subjects
For more information on these requirements, please see:

 NIH Guidelines for Research Involving Recombinant DNA Molecules  http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html
 and the OHSU IBC website at:  http://www.ohsu.edu/research/rda/ibc/gene-transfer.shtml
(Please answer questions completely – Use additional space as necessary)

Please submit online using the electronic IRB 
For questions, contact the IBC at 503-494-7887 or ibc@ohsu.edu
Study Title and eIRB number:  

Principal Investigator:
Study Contact:
Responses to the questions below should be provided in the form of either a written answer or reference to a specific section of the protocol, investigator’s brochure, or Appendix M.   

1. Where will the experimental treatment be given?  Do the patients require isolation? If so, what type and for what duration? 
2. What specific Personal Protective Equipment (PPE) will be worn when handling body fluids, patient lab specimens, or when other exposure to the body fluids of gene therapy patients is anticipated? What PPE will be worn when handling or administering Gene Therapy agents? 
3. Are there any specific requirements, procedures or recommendations for disinfection agents to use for hand washing, room cleaning, spills, waste, etc? 
4. What are the precautions or instructions for potential exposures to gene therapy agents or to the blood or body fluids of gene therapy patients (i.e., needlesticks, splashes)? 
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