


OREGON HEALTH & SCIENCE UNIVERSITY
Institutional Biosafety Committee (IBC)
IBC Questionnaire for Human Subjects Studies

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://oba.od.nih.gov/rdna/nih_guidelines_oba.html
& the OHSU IBC website at:  http://www.ohsu.edu/research/rda/ibc/gene-transfer.shtml

Please upload this and related documents to the project in the eIRB. For questions, contact the IBC at 503-494-7887 option #1 or at ibc@ohsu.edu 

	Study Title          

	eIRB study #          

	Principal Investigator          

	Study Coordinator/Contact          



Please answer each of the questions below. You may cite relevant policies and study documents (e.g., OHSU policy, protocol, investigator’s brochure, pharmacy manual, Appendix M) but a summary response to the question must be provided below to demonstrate knowledge and understanding of the biosafety concerns. If there are discrepancies between OHSU policies and the study documents, please describe the discrepancies and provide an explanation for how you plan to rectify these discrepancies.

The experimental agent: The purpose of this section is to demonstrate understanding of the experimental agent being used.

1. Please provide a general description of the experimental agent.  
     
2. Describe the potential biohazard implications of the agent including potential exposure/transmission to other patients, staff or others coming in contact with the subject.
     
3. Are any precautions beyond standard precautions recommended for subjects, staff or subjects’ close contacts (consult the Transmission-based Isolation Precautions policy)? If so, what are they?
     






Administration of experimental agent: The purpose of these questions is to provide an overview of the environment in which the experimental agent is prepared and delivered. 

4. Where will the experimental treatment be prepared (e.g., Research Pharmacy)?
     
5. Describe how the agent is transported from its place of preparation to the location of administration.
     
6. Where will the experimental treatment be given (e.g., which in-patient unit, which clinic)? 
      
7. Who administers the treatment (physician, nurse, caretaker)? Please comment also on any special training and/or expertise as relevant.
     
8. Do the patients require isolation? If so, what type and for what duration? 
     
9. Describe any individuals that are not allowed to be in contact or close proximity to the investigational agent (e.g., pregnant women), and how this prohibition is enforced.
     
10. Will subjects carry a wallet “emergency card” to alert others of any potential dangers and/or to provide contact information in case of emergency? If so, please provide for review.
     

Personal Protective Equipment (PPE): The purpose of these questions is to summarize the policy for PPE for anyone that might be exposed to the experimental agent itself and/or to body fluids, lab specimens from the patient, or to any other type of exposure that might put the person at risk. Consult the Standard Precautions policy if applicable.

11. Describe PPE to be worn by anyone involved in preparing the experimental agent (e.g., pharmacist, clinical staff).
     
12. Describe PPE to be worn by anyone involved in administering the experimental agent.
     
13. Describe PPE to be worn by anyone handling body fluids, patient lab specimens, or when other exposure to the body fluids of patients is anticipated.
     






Disinfection/Decontamination: The purpose of this question is to summarize the procedure/policy about disinfectants used, ensuring that these solutions/products are appropriate for the type of investigational agent being used. (For example, 70% ethanol inactivates some types of viruses, but not others). 

14. Consult the Cleaning and Disinfection Policy and describe the appropriate disinfection level (low, intermediate or high) for the investigational agent and the steps to be taken for disinfection in the following situations:
a. General disinfection including equipment cleaning
     
b. Spills involving the investigational agent, in the prep area and in the patient area
     
c. Disposal of PPE, tubing etc.
     

Response to an accidental exposure: The purpose of this question is to summarize your response plan for an accidental exposure.

15. (Consult the Occupational Exposures and Research Accidents and Spills policies.)    Describe how staff will be instructed to respond to a potential exposure to the investigational agent, either directly, or as a result of  exposure to the patient’s blood or other body fluids (e.g., needle stick), as relevant.  Include any referrals to be made for the person exposed (e.g., to Emergency Department, Occupational Health, Employee Health and/or other health care providers), notifications to be made (e.g., principal investigator, biosafety officer), and reports filed (e.g., to the IBC).
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