Form D
USAN Revised Application
To revise the information associated with a substance for which there is an adopted USAN
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 USAN REVISED
(for USAN staff use only)

	

	File No:     
	Acknowledged:

	INN Status:
	WHO No.:


Use this form to request revisions to a published adoption statement.  Please attach a copy of the adoption statement, if available.  Please take note of the following when submitting this application:

1.
For requests to change the molecular formula, molecular weight, or structural formula, 
attach documentation of new chemical information for this compound.  
2.
For requests to change the CAS Registry Number, attach documentation that CAS has 
changed it.
3.
For requests to change manufacturer or other supporting information, please provide 
documentation detailing these changes.     
NAME FOR WHICH YOU ARE REQUESTING A REVISION:
	


REASON FOR REVISION:

	


Please describe revisions to any of the following.
CHEMICAL NAMES:
	


STRUCTURAL FORMULA: (Please send structural formula as a ChemDraw file.)
	


MOLECULAR FORMULA:
	


MOLECULAR WEIGHT:

	


CAS REGISTRY NUMBER:
(A separate CAS Registry Number is required for each new form of a substance.  Please attach a copy of the CAS letter assigning a name and Registry Number to your compound.)
	


CODE DESIGNATIONS:

	


TRADEMARK:

	


MANUFACTURER:

	


INDICATIONS/THERAPEUTIC CLAIM:
	


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 the 


International Union of Pure and Applied Chemistry (IUPAC) chemical 



names for the compounds submitted.

4.
Permission is granted for the USAN Council Secretariat to forward 



the USAN Revised 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 


a free and unrestricted nonproprietary name that will not be trademarked.

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 Progam.  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 $5,000.00 as the appropriate fee-for-service. 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 D

	

	__ Editable ChemDraw File showing the structure(s) of the substance for which a   revision is being requested

__ 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
__ A copy of the statement of adoption published for this substance

__ Cover letter (recommended)

Explanation of why changes to the chemical information are being requested

All Proteins and peptides

· Complete mature amino acid sequence in a Microsoft Word document
· Complete precursor nucleotide sequence

· If applicable, state and explain the purpose of having amino differences with the native sequence (for gene and allele) (e.g. mutations introduced to alter receptor binding or change the isoelectric point, to prevent C1q binding, enhance FcRn binding, etc.)

· Single-letter codes for each amino acid, displayed 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

· Glycosylation patterns, including site, type of sugar, etc.

· For recombinant proteins: expression system and comparison with native sequence

· If available, the three dimensional structure in Protein Data Bank format or the Protein Data Bank accession code

· For conjugated proteins: the ratio is the mean numbers of molecules of the conjugated part (indicated by range, thus integer numbers) per molecule of protein
Monoclonal Antibodies

· Complete mature amino acid sequence in a Microsoft Word document
· Please ensure that the CAS Registry information includes the sequence, disulfide bridges and glycosylations 
· A MS-Word single-letter codes for each amino acid, displayed 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
· Glycosylation patterns, including site and type of sugar, etc.
· Precursor nucleotide sequence with spaces between codons and translation, with numbered lines
· CDR-IMGT and sequence analysis of the variable regions showing percentage of human content (if –ximab, -zumab, or -umab is requested; >90% -umab, -zumab is typically >85%, <85% -ximab)
· 
CDR-Kabat (sequence and residue range)
· IG class and subclass, IG format
· Species or taxonomy related structure (chimeric, humanized, etc.)
· Name and/or structure of targeted antigen
· List of all disulfide bridges and their locations
· Expression system
· Clone name(s) and laboratory code name(s)
· If appropriate, the closest human V, J, and C genes and alleles (results obtained with IMGT/DomainGapAlign tool)
· For the V-domains, if the domains are nominally human (e.g. produced from human antibodies, EBV immortalization of human B-cells, human phage display libraries, transgenic mice with human V-domain genes, or similar), the closest human gene/allele should be given
· If the V-domains have been humanized by CDR-grafting onto a human framework, the closest human gene/allele to the parent human framework should be given
· Otherwise the closest germline (human or other species) should be given
· If the terminal lysine is absent in the heavy chain amino acid sequence, a statement confirming that indeed there is no lysine codon in the nucleotide sequence (if not the lysine should be added in the amino acid sequence mentioning the posttranslational modification clipping)
· If relevant, amino acid differences with the native sequence (for a monoclonal antibody: constant region amino acid changes by comparison with the closer genomic C gene and allele)

Nucleic Acids

Oligonucleotides and gene therapies  

· The full nucleotide sequence of the substance in the following format: 50 nucleotides per line, in blocks of 10, with numbering at the end of each line (Word or in the text of an email)

· The nucleotide sequence should be annotated to delineate relevant parts of the sequence (e.g. coding regions, control regions)

· A schematic map of the entire nucleic acid showing inserted/deleted gene(s) and relevant functional parts (not required for short oligonucleotides)

All Pegylated Substances

· Details of pegylation: end group, polymer chain with average number of repeat units to 2 significant figures, details of the linker (not the reagent used), point of attachment of the linker to the active moiety, and, ideally, if multiple sites are involved, in what proportion they are modified
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