Study Drug Form


SGH Study Drug Form 

Protocol No: Text Field
Protocol Title: Text Field
Principal Investigator: Text Field
Study Drug(s): Text Field

In addition to completing the relevant sections in the CIRB/DSRB application form, please provide the following protocol specific information on the study. By signing and dating this form, I confirm that I have read and understood the relevant research and study drug policies in force at SGH, and will undertake to ensure that the entire research team carries out all applicable responsibilities & duties. 

Signature______________________(Date ____________ ) 

Name___________________________________________

1. Have I been assured that by the Sponsor or drug company that the study drug(s) are manufactured under good manufacturing practice in compliance with the Medicines Act Clinical Trial regulations?

2. How will the study drugs be stored e.g. refrigerated, separated from drugs returned, and restricted access to whom, and what documentation is required on storage conditions?

3. How will the study drugs be accounted for e.g ordering and receipt, transfer from the company, dispensing and administration? 

4. In a sponsor-initiated study, how will the sponsor ensure safe delivery of study drugs?

5. What is the safety data on the use of the study drugs?

6. How will adequate supplies of study drugs be ensured and maintained throughout the study period?

7. How will study drugs that have expired or are unusable be destroyed or removed? 

8. How will the study drugs be labeled? 

9. How will subject’s compliance with the study drug be checked?

