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DESCRIPTION

In 2026, Brandsymbol will begin our nonproprietary name webinar series - held on the first Wednesday of the month.
On Wednesday, August 5, 2026, we will review what is included in a summary statement or summary document that is
described in my 10-step process to obtain a nonproprietary name. This will also discuss additional material that may
be included with your application to both USAN and/or INN.

You can send your questions to dyan@brandsymbol.com.

Register today to reserve your spot!
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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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2 TYPES OF SUMMARY DELIVERABLES

1. Summary Statement

2. Nonproprietary Naome Summary Document
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1. SUMMARY STATEMENT INNEXAMPLE

SPONSOR retained the services of [PARTNER] to provide [SUMMARY OF SERVICES — creative, assessment,
etc.?] for the nonproprietary names selected for [ASSET DESCRIPTION OR CODE].

[Partner]| utilized their [description of any processes or tools| to assess the names lbeing considered for
INN submission. Specifically, the following was included:

« A similarity search of each test name to avoid conflicts or similar products that may increase the
likelihood of confusion in practice.

« A promotional review considered any potential meaning in the fantasy prefix.

. A trademark screening to avoid trademarks with similarity in class 5 (pharmaceuticals) in North
America, EU, UK, UAE, Australia, Ching, India, Japan, New Zealand, Republic of Korea, Singapore,
Thailand, Vietnam, Brazil and WIPO.

« A linguistic evaluation included a search for meaning and potential negative connotations in
[number of| language markets.
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2. S SUMMARY DOCUMENT usaNEXAMPLE

Section 1. Methodology

Section 2. Test Name candidates
Section 3. Target Audience

Section 4. Executive Summary Results

Section 4 Example: Executive Summary Results on a nonproprietary name

Namel

Linguistic Review
. List Here or None

Trademark Review

. List Here or None
Conflict Check
. List Here or None

Promotional Review

. List Here or None

Section 5. FDA POCA Output
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INN APPLICATION SUMMARY OPTIONS

Download INN request form using online application
(mandatory) at

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

3. Permission is granted to the W HO Secretaniat to include a Chemical Abstract Mame and registry number for the co mpound, its
corresponding  free acud, bas ¢ or alecchol. N.B.: A letter fro m Chemical Abstracts Serviee confirming the CAS Registry
Number and the CA Index Name needs to be submitted by originators of requests together with the INN application form.
Llawtorization est accordée a MOMS, par la présente, d inclurve le nom ef le numeéra auribues par le Chemical Abstvacts Service a
la swhstance foisant lobjet de o demande on § Pocide fibve, base ou alcool corvespondant N8B, : Une lettre do Chemical Absiraces
Service confirmani e numére de registre du CAS et Je mom du CAS dodt &re présentée par e regqoérant pour chagoe demande
de DCT enr miéne femps gue {a sowmission de fa demarde.

ADDITIONAL COMMENTS?
REMARDUES

Date 2026-07-17 Signature

L |
MOLECULAR FORMULA:
FORMULE BRUTE

Molecular Formula

CHEMICAL ABSTRACTS SERVICE (CAS) REGISTRY NUMBER: _
NUMERG DU REGISTRE CAS Y

TRADE NAME (known or contemplated):
NOM COMMERCIAL {romiin ou envisage) Trade Name

ANY OTHER NAME OR CODE:
AUTRE NOM OU CODE Manufacturer Code

PFRINCIPAL THERAPEUTIC USES AND POSOLOGY ; PHARMACOLOGICAL ACTION:
LTILATE THERAPEUTIOQUE ET POSOLOGIE; ACTION PHARMACOLOGIOUE
Pharmacological Action

=)
< <

Addiional Files:  |mamrammen | g [reecrames 3 _ 2. Summary Document

Addivfonal Information siay be given overleafiToute Syfoveiaiion coupldmentaire d_fournie i verso
Comditions and Exrlanatory Nores overleafiCondinms er modes explicarives au verso.

Brandsymbol

1. Summary Statement
(type here, watch word
count! 200-300 words.

(attach here)



https://extranet.who.int/tools/inn_online_application

USAN APPLICATION SUMMARY OPTIONS

USAN
Application
FORM

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. Modifi)ed Salt Form (a salt of a substance that already received a
USAN.

D. A revision to a published adoption statement by USAN (need copy
of USAN adoption statement). Used for single name.

E. Contact Lens material

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

In an attached cover letter
to USAN, a sponsor may
include Summary
Statement.

A Summary Document is
typically added to the
USAN PORTAL.
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WEBINAR SERIES 2026 CALENDAR

MONTH Meeting Date Time of Webinar TOPIC (S)
Discussed

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

September Wednesday, September 2, 2026

October Wednesday, October 7, 2026

Date: December 29, 2025

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
Special Guest — Cole Roach, Managing
Partner, Brandsymbol!

10 STEPS PROCESS Q & A
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THANK YOU!

WEBINAR SERIES

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