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DISCLOSURES

= This webinar series is funded by Brandsymbol.

= Dyan Rowe Davis is an employee of Brandsymbol and holds the title of President, Regulatory
Division. Over the last 20 years, Dyan has developed tools (i.e, Word Construction Analysis
(WcCA), Name Pair Analysis (NPA), Brand Name FMEA study) used to evaluate names from a
regulatory perspective. The SafeMark Model, which utilizes the Power of 3 methodology, is
designed to evaluate brand or proprietary names being considered for submission to a
regulatory agency (e.g, United States Food & Drug Administration, European Medicine’s Agency
(EMA), Health Canada, Brazil's ANVISA, etc.). The SafeMark Model for nonproprietary name
development and evaluation is used by industry to help prioritize names for USAN or INN
submission. In addition, she helps industry assemble a strategic plan with her 10 Steps To a
Nonproprietary Naome process. She strives to stay current and applies her learnings from the
last twenty years to exciting initiatives, like this webinar series.
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DISCLAIMER

= The names selected for discussion in this webinar series are for educational purposes only and
were accessed from publicly available drug information databases.

= A brand name or nonproprietary name selected for discussion in this webinar series does not

imply that Brandsymbol or any of its employees, affiliates or partners created or evaluated the
name prior to approval or publication by a regulatory agency.
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10 STEPS TO A NONPROPRIETARY NAME

Determine whether you are submitting to US/USAN or WHO INN First & Develop a Process Timeline.

—
.

2. ldentify proper naming scheme for your compound / asset / active pharmaceutical ingredient.

3. Start Creative — but don't forget to prescreen your nonproprietary names!

4. Select a short-list of names to evaluate according to WHO_INN & USAN Guidelines.

5. Prioritize the correct number name candidates for Agency #1.

6. Determine who is the point of contact for the application.

7. Prepare Application #1- don't forget any required information & fee(s) per Agency’s instructions.

8. Submit to the Agency #1 (and WAIT for correspondence).

9. While you are waiting for correspondence, prepare application materials (and fees) for Agency #2
10. Submit to Agency #2 (and WAIT for correspondence).
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USAN APPLICATION FORM & FEE

A list of USAN FORMS (e.g., A-F) are listed below:
A. Single Entity Drug & Salt Form Small molecules, enzymes, peptides, other drug substances & their salt or ester.
B. Single Entity Drug (no salt form)
C. Modified Salt Form (a salt of a substance that already received @ USAN.)
D. A revision to a published adoption statement by USAN (need copy of USAN adoption statement). Used for single

name.
USAN Application E. Contact Lens material
FORM F. A biologic (monoclonal antibody, gene therapy, cellular therapy & non-cellular therapy).

Additional Considerations:

« Please review the USAN process of review & fees at: https://www.ama-assn.org/about/usan-council

« Application Portal https://apply-usan.ama-assn.org/

« If US. based sponsor submits to USAN first (before INN online mandatory application), then USAN will submit INN name on
behalf of sponsor

To all prospective applicants: USAN application and USAN payments must be submitted electronically through the USAN
Application Portal https://apply-usan.ama-assn.or

To streamline the application process & ensure compliance with current & future FDA & International Nonproprietary
Names (INN) policies, USAN applications have been revised. There are now 6 separate application forms & a specific fee

USAN PAYMENT for each form. Always check the USAN website for any updates on fees.

INFORMATION

Once the USAN Council initiates the application review, refunds are no longer possible.

+ NOTE: 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 & include code designations or other relevant
reference information.
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WHO INN APPLICATION & FEE

INN Submission

Please review the INN conservative process of review & fees at http://www.who.int/medicines/services/inn/en/

Download INN request form using online application (mandatory) at

https://extranetwho.int/tools/inn_online application

Please see https://extranetwho.int/tools/inn_online_application/ for the following if relevant to the project scope:
+ Mandatory additional information for proteins (including monoclonal antibodies)
« Mandatory additional information for Nucleic Acid based substances (if relevant)
-+ Mandatory additional information for Cell-based therapies (if relevant)

« User Manual for online application (if needed)

FAQ Help (2010):

https://extranet who.int/tools/inn _online application/INN _online application files/OnLine Application VOI1.pdf

INN Payment
information see online
form for more details.

Request for an international nonproprietary name (INN)
Fee: US $12000 (for details see overleaf)

See image from INN online form (12/2025):

The processing of a request for an International Nonproprietary Name (INN) is subject to the payment of a fixed fee of
USS 12000. (No other currency is accepted and any bank charges/transaction fees/taxes should be covered by the applicant)
Payment by bank transfer or by bankers certified cheque must be included with each request and should be made payable by

Bank transfer: UBS SWITZERLAND AG
Rue des Noirettes 35
CH-1227 Carouge, Switzerland
Account Name: World Health Organization
USD Account: 240 C0 1699203
USD Account IBAN: CH31 0024 0240 C01699203
Swift code: UBSWCHZH80A

Any bank fees/taxes should be covered by the applicant.

For USA Applicants: Wells Fargo Bank
420 Montgomery Street
San Francisco, CA 94104
USA

Account Title: WHO INVESTMENT ACCOUNT
Account Number: 2000008942142

ACH/Wire routing number: 121000248

SWIFT BIC: WFBIUS6S

!1!Bank transfer is strongly preferred instead of cheque!!!

PLEASE ENSURE OUR REFERENCE NUMBER IS QUOTED ON PAYMENT:
INN-CoMP-67251

No request for an INN will be processed without payment having been received by WHO by the deadline.
The INN form (signed hard copy) must be received by the WHO INN Secretariat at least the week following the deadline
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CHEMICAL ABSTRACT SERVICE or CAS
NUMBER

= CAS Registry Number or CAS Number is a unique numerical identifier assigned by the
Chemical Abstracts Service (CAS) to every chemical substance described in scientific
literature.

= A CAS number is not required for cellular or non-cellular based therapy

= A CAS number (& confirmation certificate) is required on most USAN FORMS.

= Please find more information at https://www.cas.org.

= Phone: 1-800-753-4227 (North America) +1-814-447-3731 (outside North America); 8 a.m.- 6
p.Mm. Monday - Friday, U.S. Eastern Time

=  Email: help@cas.org
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WHEN CAN YOU USE YOUR
NONPROPRIETARY NAME?

IF you submit to USAN first, then according to USAN's website*

- A letter and adoption statement formally notifies the applicant that the negotiation has been completed and a
USAN assigned. A firm may begin using a USAN when it receives an adoption statement.

IF you submit to INN first, according to the World Health Organization (WHO) website,

« Once the name has been published as a riNN, it is intended for use in labeling and publications on drug
information, and it is advised not to use the pINN until it has become a riINN to avoid confusion.

-  Why should a sponsor wait to use their nonproprietary name?

« Although an objection to a published INN is rare, there is a public comment period where objections may be
made by the public.

« The review of the pINN by the USAN Council could result in changes.

*Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/adopted-names
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WEBINAR SERIES 2026 CALENDAR

January
February
March
April
May
June
July
August
September
October

Wednesday, January 7, 2026
Wednesday, February 4, 2026
Wednesday, March 4, 2026
Wednesday, April 1, 2026
Wednesday, May 6, 2026
Wednesday, June 3, 2026
Wednesday, July 1, 2026
Wednesday, August 5, 2026
Wednesday, September 2, 2026
Wednesday, October 7, 2026

Date: December 29, 2025
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10:00 AM EST —10:20 AM EST
10:00 AM EST —10:20 AM EST
10:00 AM EST - 10:20 AM EST
10:00 AM EST —10:20 AM EST
10:00 AM EST —10:20 AM EST
10:00 AM EST —10:20 AM EST
10:00 AM EST —10:20 AM EST
10:00 AM EST —10:20 AM EST
10:00 AM EST —10:20 AM EST
10:00 AM EST —10:20 AM EST

Webinar 1
Webinar 2
Webinar 3
Webinar 4
Webinar 5
Webinar 6
Webinar 7
Webinar 8
Webinar 9
Webinar 10

All 10
1
2-5
2-5
2-5
2-5
All 10
6-10
6-10
All 10

10 STEPS TO NONPROPRIETARY NAMING
USAN OR INN SUBMISSION & TIMELINES
LET'S DISCUSS STEMS

LET'S DISCUSS NAMING SCHEMES

NP TRADEMARK & LINGUISTIC REVIEW
NP CONFLICT CHECK

10 STEPS PROCESS Q & A

NP SUMMARY DOCUMENT

NP APPLICATION FOR USAN / INN

10 STEPS PROCESS Q & A



THANK YOU!

WEBINAR SERIES

Questions or Comments
Dyan Rowe Davis, B.S.Pharm, R.Ph, J.D.
dyan@brandsymbpol.com
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