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LOCAL SOP VERSION DATE: 

PRINCIPAL INVESTIGATOR: 

STUDY TITLE: 

SPONSOR PROTOCOL NO:

VELOS PROTOCOL NO:

PROTOCOL VERSION DATE:

SPONSOR:

STUDY SITE(S):

1. Description of Study Agent:

2. General Handling Information:

3. Emergency Contacts:
Use this list in the event of spills, accidental exposures or other environmental or safety concerns. 
(List Name and Contact Information of Personnel Listed Below):
a. INVESTIGATOR: 

b. SUBINVESTIGATOR:

c. SUBINVESTIGATOR: 

d. SUBINVESTIGATOR: 

e. NURSE COORDINATOR: 

f. STUDY COORDINATOR: 

g. INVESTIGATIONAL PHARMACY:

h. HOSPITAL SAFETY MANAGER, BIOSAFETY AND ENVIRONMENTAL PROGRAMS: 

i. MEDICAL MONITOR:

j. SPONSOR AFTER HOURS CONTACT:

k. BACK UP AFTER HOURS CONTACT:

4. Training Requirements: 

5. Shipping of Study Agent:

6. Storage and Security of Study Agent:

7. Inventory of the agent:

8. Release of the agent for administration:

9. Handling and preparation of study agent:

10.  Transport of study agent:

11.  Administration of study agent (Guidelines for administration to study subjects):

12.  Administration Guidelines (Guidelines for facility requirements during administration (location, sign postings, decontamination procedures)):

13.  After the administration of the test article:

14.  Clean-up procedure for an accidental spill:

15.  Accidental exposure (i.e., skin, mucous membranes, inhalation, ingestion) to the agent:

a. Provide immediate first aid:

b. Reporting:

16.  Risks of exposure to study subjects or their excretions:

17.  Maintenance of local records of personnel training:

18.  References and for more information:

1
Dartmouth College, Institutional Biosafety Committee – Subcommittee for Clinical Gene Transfer (IBC-SCGT) 
37 Dewey Field Road, HB 6216 Hanover, New Hampshire 03755  
P: 603.646.1762 | ehs@dartmouth.edu
