	INVESTIGATIONAL NEW DRUG ADDENDUM
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      



	PART 1: DRUG INFORMATION

	1.1
Drug Name (trade/generic name(s) if available):      

	1.2
Study Sponsor:       

	1.3
Manufacturer (if different from Sponsor):      

	1.4
Indications for Investigational Use: 
	     

	1.5
Pharmacology. Provide a short description of how the drug works as intended. 
     


	PART 2: REGULATORY STATUS

	2.1
Investigational New Drugs

	2.1.1
IND Number(s):      


IND Filed by:
 FORMCHECKBOX 
 Principal Investigator
 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 Other:      

	2.1.2
Is this drug commercially marketed in the United States?


If YES, complete section 2.2. If NO, skip to Part 3.
	 FORMDROPDOWN 
(

	2.2 
Marketed Drugs

	2.2.1
Is there an Investigator’s Brochure for this study?


If NO, attach prescribing information.
	 FORMDROPDOWN 
(

	2.2.2
Is the drug to be used in this study used for the same indication(s) as the marketed drug?
	 FORMDROPDOWN 
(


	PART 3: Drug Administration

	3.1
Dosage strengths and form(s):
	     

	3.2
Route(s) of administration:
	     

	3.3
Known drug interactions:
	     

	3.4
IV Infusion rate:
	     
	 FORMCHECKBOX 
 N/A

	3.5
Reconstitution directions and stability:
	     
	 FORMCHECKBOX 
 N/A

	3.6
Special handling practices: 
	     
	 FORMCHECKBOX 
 N/A


	PART 4: Toxicity and Safety Data

	For each of the following questions, you may answer in the blanks below or you may provide attachments. Please label each attachment with the corresponding question number. It is insufficient to simply attach the Investigator’s Brochure.

	4.1
Is the study drug found to be a:

 FORMCHECKBOX 
 Mutagen
 FORMCHECKBOX 
 Carcinogen
 FORMCHECKBOX 
 Teratogen
 FORMCHECKBOX 
 Reproductive Toxicant
 FORMCHECKBOX 
 N/A

Provide data from human or animal studies that support this determination:

      

	4.2
Summary of previous animal testing, including dose-related toxicity, reproductive toxicity, and organ-specific toxicity:

      

	4.3
Summary of previous human testing, including dose-related toxicity, reproductive toxicity, and organ-specific toxicity:

     

	4.4
Describe adverse event types, dose relationships, frequency, and severity for the most common adverse events [>5 – 10% reported]:

     


	DECLARATION: I attest that I have carefully reviewed this Investigational New Drug Addendum.


Principal Investigator’s Signature





Date


National Jewish Health IRB

Revised: 06/07/2010
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