NIH-RAID Pilot Small Molecule Production Questionnaire

PLEASE PROVIDE ANY INFORMATION THAT IS RELEVANT TO THE PROJECT AND AVAILABLE. (If not relevant or available, please so indicate.) 
Principal Investigator:

Institution:
Project Title:

Published Literature:

Development Candidate information:

1. Provide the Chemical Structure of the development candidate.

2. Estimate the amount of small molecule required for the preclinical tasks included in the application.
3. If the small molecule is a natural product, give the details of collection procedures, location, and purification of crude material.  

4. What is the estimated cost of collecting and purifying sufficient material for the tasks proposed in your application?
5. If the small molecule is a synthetic compound, provide the complete synthetic procedure including copies of notebook pages.  
6. Please provide all available information on solubility of the small molecule.

7. Please provide all available information on the stability of the small molecule in storage and in solution.  

8. Please provide all available information on the safe handling of the small molecule including known toxicities.

9. Please provide analytical data for identity and purity of the small molecule used in your biological assays.
10. What is the greatest amount of material produced in your laboratory in a single batch?
11. How much of the small molecule can you provide as a reference standard?

12. If required, what quantity of material can you supply as bulk drug for preclinical pharmacology and toxicology studies?  

13. What is the anticipated route of administration for preclinical in vivo studies?   
14. What is the anticipated route of administration for clinical studies?

15. Are there commercial sources of the small molecule?  If yes, provide details.  
16. Have attempts been made to develop a clinically acceptable formulation for the drug candidate?  If yes, provide details of the formulations developed.
17. Have attempts been made to develop an assay to measure drug levels in a relevant human fluid? If yes, provide details.
