Form A

USAN Application for Single Entity Drug and Salt Form
Small molecules, short peptides, oligonucleotides, other drug substances and their salt or ester.

UNITED STATES ADOPTED NAMES COUNCIL

AMERICAN MEDICAL ASSOCIATION

330 N. WABASH AVENUE SUITE 39300
CHICAGO, IL 60611
Email this form and all supporting documents to usan@ama-assn.org
	REQUEST FOR A UNITED STATES

ADOPTED NAME (USAN) FOR A SINGLE ENTITY DRUG AND USAN MODIFIED 
(for USAN staff use only)

	

	File No. (Single Entity): 
	Acknowledged:

	File No. (Modified):  
	WHO No.:

	INN Status:
	


SUGGESTED NAME(S) IN ORDER OF PREFERENCE FOR SINGLE ENTITY:
(Please attach verification of the absence of conflicts with existing chemical names, insecticides, other nonproprietary names or trademarks. You may submit up to 5 names.)

	1.



	2.



	3.



	4.



	5.




DESIGNATION FOR SALT FORM (e.g. hydrochloride, sodium, etc.): (Chemical Abstracts Service Index Name must be supplied any other systematic names for the substance may also be listed)
	


CHEMICAL NAME(S) OR DESCRIPTION FOR SINGLE ENTITY:
(Chemical Abstracts Service Index Name must be supplied any other systematic names for the substance may also be listed)
	


CHEMICAL NAME(S) OR DESCRIPTION FOR SALT FORM:

(Chemical Abstracts Service Index Name must be supplied)

	


STRUCTURAL FORMULA FOR SINGLE ENTITY:
(Provide stereochemistry)

	


STRUCTURAL FORMULA FOR SALT FORM:

(Provide stereochemistry)

	


MOLECULAR FORMULA FOR SINGLE ENTITY: 
	


MOLECULAR FORMULA FOR SALT FORM: 
	


MOLECULAR WEIGHT FOR SINGLE ENTITY: 
	


MOLECULAR WEIGHT FOR SALT FORM: 
	


ARE ANY OF THE SUBSTANCES YOU ARE PROPOSING TO NAME A PRO-DRUG?     YES __

NO __
(A compound that, on administration, must undergo chemical conversion by metabolic processes before becoming an active pharmacological agent; a precursor of a drug)

CHEMICAL ABSTRACTS SERVICE (CAS) REGISTRY NUMBER FOR SINGLE ENTITY:

(CAS Registry number must be supplied.  A copy of the CAS search results for your compound should be submitted as an MS-Word document with your application.)
	


CHEMICAL ABSTRACTS SERVICE (CAS) REGISTRY NUMBER FOR SALT FORM:

(CAS Registry number must be supplied. Please attach an electronic copy of CAS search results.) 
	


UNique Ingredient Identifier (UNII) NUMBER: (One will be assigned if a UNII is unknown or not available.)
	


CODE DESIGNATION(S) FOR SINGLE ENTITY:

(Please list all current and former codes.)

	


CODE DESIGNATION(S) FOR SALT FORM:

(Please list all current and former codes.)

	


TRADEMARK(S):

	


TRIVIAL NAME(S):

	


MANUFACTURER(S): (Please list the company sponsoring development of the drug in the US.)
	


PRINCIPAL THERAPEUTIC USE(S):

	


PHARMACOLOGIC ACTION:

	


DOES THE SUBSTANCE BIND TO A RECEPTOR, ENZYME, OR OTHER TARGET?     YES __

NO __
(If yes, please list all full names and abbreviations used to refer to the targets to which the substance binds. If this substance binds to more than 1 target, please provide binding constants or indicate the relative selectivity for each target, if known)

	


US firms that have a US IND number are expected to file for a USAN first, rather than requesting a nonproprietary name directly from the INN Programme. If you are requesting a name that is already an INN, please list INN number and explain why the INN submission was made first, and include the INN number and documentation showing the INN Experts selected this name.

	


1.
The process of selecting a USAN should be initiated after clinical studies have begun.


Please indicate the date Phase 1 clinical trials began:   
	
	
	



IND Application Number(s):

	




2.  The undersigned confirms that the CAS registry numbers, and Index names 

are correct.  Permission is granted to USAN to utilize this information in 


USAN-generated publications.

3.
Permission is granted for the USAN Council secretariat to secure an 


International Union of Pure and Applied Chemistry (IUPAC) or other systematic

name for the compounds submitted. Please note that names appearing on the 
statement of adoption may differ from those submitted by the firm.
4.
Permission is granted for the USAN Council secretariat to submit the negotiated nonproprietary name to the World Health Organization (WHO) Nomenclature Committee for consideration.  A fee of $12,000 assessed
by the WHO is payable to the WHO via wire transfer; payment will be made when the name is forwarded to the WHO for consideration and wire transfer instructions will be provided upon request.  If the name is already an International Nonproprietary Name (INN), permission is granted to forward it to WHO as a matter of information.
5.
This submission is made with the understanding that insofar as is known, 


none of the suggested names are trademarked or the subject of pending 


registration.  It is further understood that the adopted USAN will remain 


free and unrestricted nonproprietary names that will not be trademarked. 
Furthermore, USAN stems should not be incorporated into a trade name.
6.
This submission is made with the understanding that names recommended by 
the USAN Council for this compound will be posted on the USAN Web site as 
"names under consideration."
7.
The undersigned understands and acknowledges that because “names under 
consideration” as well as adoption statements are published on the USAN Web 
site, there is a possibility that unaffiliated third parties might register a name as 
an Internet domain without the prior knowledge of the USAN Program.  The 

undersigned waives all liability of USAN if this is to occur.
8.
The undersigned understands and acknowledges that all information included on 
the USAN application and provided by the applicant throughout the USAN 
negotiation process is kept confidential and is only shared with USAN staff, the 
USAN Council and the INN Expert Group. 
9.
The undersigned agrees not to publicly use USAN name suggestions before 
receiving a Statement of Adoption from the USAN Council.

10.
Please wire $28,000.00 as the appropriate fee-for-service for names for a 
   single entity drug and salt form. You can request USAN’s wire information by contacting AMA.treasury@ama-assn.org.

Please make sure to note that payment is for a USAN application and 


include code designations or other relevant reference information.


Submitted by:


	

















Applicant:  (Name of firm, sponsor or legal representative)
	




      Address:

	



Telephone: (Multiple phone number(s) may be listed. Please indicate whether this is a landline or a cell phone.)
	





Name of Contact Person (Please notify us in writing if there is a change in the contact after the submission is filed):

	




Optional: Please tell us your preferred pronouns or how you would like to be   addressed in correspondence: [___________________]


Title:

	




Email Address:

	





Signature:

	




Date:

	

	
	


USAN Application Checklist for Form A
	Checklist of Required information. The following items must be supplied with the USAN application form when the firm files a request for a USAN.

	__ Description and/or results of any trademark or generic name searches that were done to vet a name for conflicts with other names

__ Editable ChemDraw File showing the structure(s) of the parent substance and its salt or ester

__ CAS registry information 

· Letter from CAS showing the CAS registry number

· Electronic document (MS-Word and/or PDF document preferred) showing results of a CAS search for the CAS registry number listed on the USAN application

__ Proof of payment

· PDF copy of the wire transfer confirmation, showing banking information
__ Sequence and Structural information, Oligonucleotides and Short Peptides (MS-Word Document required)

· Complete mature amino acid sequence AS EDITABLE TEXT in a Microsoft Word document: single letter codes for each amino acid, in groups of 10 characters with 5 groups per line and a number indicating the position of the last amino acid at the end of each line
· Positions of all disulfide bridges and post-translational modifications should be listed after the sequence

__ Verification of the Absence of conflicts (recommended)

· Trademark search results (WIPO database)
· Analysis of suggested names using the FDA’s POCA online tool
· Google search
__ Nucleic Acids salts (<30 base pairs, for other oligonucleotides, gene therapies and cell therapies please use form F or contact USAN staff for advice)

· Sequence as an MS-Word Document

· ChemDraw files showing the structures of the oligonucleotide and its salt

__ Cover letter (recommended)

· Explanation of the action and use of your substance

· Explanation of why the USAN stem suggested was chosen for your substance

__ Additional information to support the choice of stem and document action of the compound (recommended)

· Pharmacokinetic data/binding constants showing strength of binding with intended target(s)
· Nonclinical pharmacology section or executive summary of the investigator’s brochure
· Publications related to the substance to be named


PLEASE NOTE: After adoption, firms requesting changes to the sequence/CAS/structure/chemical information that is different from the submitted information before publication, MUST  file a USAN Modified (Form C: Modified compound form) submission and pay the associated fee.

To avoid this additional paperwork and fee, which is to cover the increased costs associated with re-reviews required when firms unexpectedly change the information associated with a compound, USAN Program staff strongly recommends that firms double-check all structural information for accuracy before submitting the USAN application.
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