Instructions for Form 10-9012
1. List the complete title of the study

2. List the Principal Investigator or Responsible Investigator at the VA if different from the PI

3. List the Principal Investigator

4. List all drug  names  including chemical name, generic, and brand if available

5. List manufacturer/ sponsor

6. list the name of the company who will be supplying the drug (this may differ from the sponsor, or may also be the VA pharmacy if applicable)

7. Describe the therapeutic classification of the drug (i.e. ACE inhibitor and mechanism etc.)

8. list dosage forms and strengths being used in the protocol
9a. check the appropriate box indicating the controlled substance status of the drug
9b. only answer this question if the drug is controlled  - C IV, C III etc. 

10A. For IV preparations only, check appropriate boxes for storage conditions

10B. For IV preparations only, indicate the stability of the drug after mixing

11A. Select route of administration

11B. Describe in detail the administration directions – dose, route, schedule, length of treatment

11C. Describe the reconstitution directions for compounded products such as IVs

12A. If the drug can only be administered by a physician, check box A; if the study nurse can administer the drug to the patient, check box B

12B. indicate route of administration of the drug

13. Usual dosage range – indicate the commonly used dosage range for the drug; if still investigational, list the dosage ranges that have been studied

14. list all known side effects and toxicities (found in the Investigator Brochure if unapproved or Package Insert if approved)

15A. indicate if the study is double blind (placebo controlled)  or open label

15B.  if the study is double blind, indicate who has the ability to break the blind in the case of an emergency; this is usually the PI or a sponsor representative

15C. if the study is double blind, list the contact number(s) for the person responsible for breaking the blind in the case of an emergency

16. List any special precautions, contraindications, patient education, and drug interactions
17. describe any known antidote or supportive care measures in case of an overdose

18. check the appropriate box for the type of study being conducted

19A-D.  List all authorized prescribers on the 1572 and Introductory Questionnaire. Only MDs, PAs, ARNPs, or PharmDs may prescribe within the VA system

20.  obtain an original signature of the Principal Investigator along with the date

21.  Send the form to the Human Subject’s Coordinator in the Research Department so the signatures of the SCI Chairperson, and R&D Chairperson can be obtained. 

The completed 10-9012 with 3 original signatures is required to be maintained within the Research Pharmacy

