SECTION V: INVESTIGATIONAL DRUG INFORMATION RECORD

(Fill in and include only if applicable)

Part A:

1. Participating investigators authorized to prescribe the investigational agent:

Name:       
Phone:       
2. Sponsor=s name, address and telephone number:       
3. Will any approved drugs be used for unapproved purposes (new indications) or in unapproved ways (e.g., different dosages or routes of administration, new age groups)?  FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes

Please explain.       
4. Identification of study design (check appropriate categories):

 FORMCHECKBOX 
Single blind  FORMCHECKBOX 
Double blind  FORMCHECKBOX 
Open trial  FORMCHECKBOX 
Cross over  FORMCHECKBOX 
 Placebo control  FORMCHECKBOX 
Drug control

 FORMCHECKBOX 
Other (Explain; be specific)      
4. Approximate duration of investigation:       
5. Approximate number of subjects required:       
Part B:

1. Name of holder of the IND:      
2. IND number:       
3. Generic drug name and synonyms:       
4. Source of drug:       
5. Dosage form(s) and strength(s):       
6. Special storage requirements (if any):       
7. Stability information (if applicable):       
8. Indications for the use of the drug:       
9. Mechanisms of action:       
10. Route of administration:       
11. Usual dosage:       
12. Dosage range:       
13. Treatment regimen:       
14. Possible side effects:       
15. Precautions, warnings and contraindications:       
16. Restrictions on who may administer the drug:       
17. Dispensing instructions to patient (including warnings):       
18. Drug-drug interactions (known):       
19. Drug-laboratory test interferences (known):       
20. Special information for intravenous medications:       
a. Recommended diluent for reconstitution (if applicable):       

b. Recommended IV solutions for administration (if applicable):       
c. Stability when diluted in IV solutions (if applicable):       
d. Recommended rate of IV administration:       
21. Comments:                 

SECTION VI: INVESTIGATIONAL MEDICAL DEVICE INFORMATION RECORD

(Fill in and include only if applicable)

1. Participating investigators authorized to use the investigational device:

Name:                                                                                                     
Phone Number:       
2. Sponsor’s name, address, and telephone number:       
3. Approximate duration of the investigation:       
4. Approximate number of subjects required:       
5. Number of holder of the IDE:       
6. IDE Number (if applicable):       
7. Manufacturer of the device:       
8. Engineering review:       
9. Assessment of the risk to participating subjects:   FORMDROPDOWN 

Please explain the basis for the risk assessment.

10. Possible complications:       
11. Precautions, warnings, and contraindications:       
12. Comments:       
SECTION VII: STUDY OF EXISTING DATA OR BIOLOGICAL SPECIMENS

1. Purpose:      
2. Source:       
3. Ownership:      
4. Type of Biological Specimen:      
5. Data Collection, Storage, Confidentiality: 

a. What kind of identifying information linked to subjects will be recorded? If you do not plan to maintain an identifier or a link to an identifier of the subjects, please state so. 

     
b. If personal identifiers may be recorded, describe how confidentiality of the subject’s identify will be maintained and plans for maintaining and destroying data after the study is complete?       
6. Informed Consent: 

Attach sample of informed consent letter.
