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NJH Pharmacy Exception Request Form

National Jewish Health (NJH) requires the use of the NJH Pharmacy to provide drug management services for trials involving investigational drugs and biologics.  Under certain circumstances, it may be necessary for the preparation, dispensing and/or management of the investigational drug/biologic to be performed outside of the NJH Pharmacy.  In those circumstances, the principal investigator for the study should complete this exception form and sent it to PachecoJ@NJHealth.org.
1. Investigator Name:      
2. Investigator Contact Information (e-mail/phone):      
3. Division/Department:      
4. Study Title:      
5. Drug(s) to be used in the study:      
6. Reason for the request (please provide a complete explanation of circumstances, timing, location and drug criteria that support the request):      
7. Please provide the following information:

Who will be responsible for the shipping/receiving of the study drug? 
     

Where and how will the study drug be stored?* (Must be in a location under the Principal Investigator’s control)
     
Who will have access to the study drug?

     
Describe the security of the storage unit/facility where the study drug will be stored.
     
How will the study drug be labeled?
     
Who will be responsible for the dispensation and tracking of the study drug? (Must be IRB- approved Physician Investigator)
     
Who will be responsible for providing the study drug to the participant? (i.e. handing the study drug to the participant)
     
What will happen to unused study drug at the conclusion of the study? Who will be responsible for ensuring this happens?
     
Principal Investigator/Physician are ultimately responsible for care and disposition of study articles.

Please provide a copy of the study protocol and all investigator brochures for each study drug with the signed request form.
Signed: _________________________________

Principal Investigator

Approved by NJH Pharmacy: _________________________________

*Study drug must be stored in a secured and locked location, accessible to authorized personnel only. These areas must have sufficient security systems in place, such as locks, alarms, window bars, and or security personnel, to prevent unauthorized entry and access to study products.
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