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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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PRESENTER BIO

Dyan Rowe Davis, B.S.Pharm, R.Ph., J.D. President of the Regulatory Division, Brandsymbol.

Dyan has over 20 years of unique experience and education in pharmacy and law providing the
pharmaceutical industry with a practical, regulatory, and comprehensive research-based
methodology of evaluating proposed proprietary and nonproprietary name candidates being
considered for submission to global regulatory bodies (e.g., FDA, EMA, Health Canada, Japan
MHLW, China FDA, Brazil/ANVISA, etc.).
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PRESENTER BIO

Danny Plaisance, Managing Director, Brandsymbol

Daniel brings more than 29 years of experience in healthcare naming and branding, including six
years spent building and leading his own agency.

He has deep expertise in global pharmaceutical and healthcare brand name development,
market research, nonproprietary naming, clinical trial branding, and global regulatory consulting.
This breadth of experience enables him to provide seasoned, strategic leadership to the
Brandsymlbol team and its clients. His work has contributed to the development of some of the
most recognized and impactful brands in the pharmaceutical industry.

Brandsymbol




PRESENTER BIO

Kim A. Smith, Senior Creative Project Manager , Brandsymbol

Senior Project Manager with a collaborative, solutions-driven approach, guiding projects with
precision from kickoff through completion. Skilled at navigating cross-functional environments
and partnering with creative and regulatory teams to drive alignment and successful outcomes.

Blends strategic thinking with creative instinct bringing brands to life, while integrating linguistic
analysis into the nonproprietary naming process to ensure clarity, distinctiveness, and global
viability, continuously refining processes to deliver high-quality, client-focused results.
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10 STEPS TO A NONPROPRIETARY NAME

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

—
.

Identify proper naming scheme for your compound / asset [ active pharmaceutical ingredient.

Start Creative — but don’t forget to prescreen your nonproprietary names!

Select a short-list of names to evaluate according to WHO-INN & USAN Guidelines.

Prioritize the correct number name candidates for Agency #1.

Determine who is the point of contact for the application.

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

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

© ® N O O~ W N

While you are waiting for correspondence, prepare application materials (and fees) for Agency #2

S

Submit to Agency #2 (and WAIT for correspondence).
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POLLING QUESTION

Question 1.

What steps may be involved in prescreening of your nonproprietary names prior to submitting them as
part of your INN and/or USAN application?

Prescreening involves..
A. Linguistic Review

B. Trademark Review
C. Safety Review
D

. All of the above
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POLLING QUESTION

Question 1.

What steps are involved in prescreening your nonproprietary names prior to submitting them as part of
your INN and/or USAN application?

Prescreening involves..
A. Linguistic Review

B. Trademark Review
C. Safety Review
D

. All of the above

Answer: All of the above. Our Coffee Break Series in MAY Webinar will discuss Linguistic and Trademark
Review and our JUNE Webinar will discuss the Safety Review

Brandsymbol



LINGUISTIC REVIEW BASICS




NONPROPRIETARY NAME - DEFINED

Brand Name (nonproprietary name)

A nonproprietary name is a single name that is simple (easy to pronounce), informative (e.g.,
suggests the pharmacological class), unique (e.g, void of conflicts), & is not ownable but used for
active pharmaceutical substances assigned by WHO INN or a National Agency (e.g, USAN Council).
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PROPER COMMUNICATION

Linguistic rules that govern the INN communication are based on the following..

—
.

Vocabulary: the names themselves
Morphology: how they are built
Orthography: how they are spelt
Pronunciation: how they are pronounced

Semantics: what meaning they convey

o oA W N

Grammar: how they are used in context

To facilitate and ensure accurate exchange of information around the globe,
itis key to respect these linguistic rules.

Source: https://extranet.who.int/soinn/pluginfile.php/263/mod_resource/content/6/Linguistis_Master.pdf
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https://extranet.who.int/soinn/pluginfile.php/263/mod_resource/content/6/Linguistis_Master.pdf

LINGUISTIC REVIEW BASICS

The following are basic linguistic rules that should be considered when evaluating a nonproprietary name:
v' Use appropriate Latin Alphabet
v"  Ease of Pronunciation

v There should be no obvious meaning in the created/unique portions of the nonproprietary name
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THE LATIN ALPHABET

A nonproprietary name is based on the Latin alphabet

There are “letter rules” that should be followed to support the world-wide use of a nonproprietary

name.

Examples of LETTER RULES...

« AVOID letter combinations that can be easily replaced
with single letter

« AVOID the blend or combination of vowels

- AVOID duplicate letters that can be easily replaced with a
single letter

“Certain letters or letter combinations can result in different pronunciations or spellings.”’

ch (use k)

ai, Oi, el

oo (use o)

Source: https://extranetwho.int/soinn/pluginfile.php/263/mod _resource/content/6/Linguistis_Master.pdf
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EASE OF PRONUNCIATION

Per the INN stem book (2013), “certain rules have been established in devising INNs to facilitate their use
internationally.

Per USAN*, “Because of the international exchange of drug information, specific guidelines have been
formulated to ensure appropriate translation of nonproprietary names into other languages.”

The following are examples of rules of preferred phonetic spelling that should be considered when
developing a nonproprietary name.

The letter “§" should be usedinstead of “ph”
The letter "t" should be usedinstead of “th”
The letter “I" should be usedinstead of "y”
AVOID the letters “h”, “k", “|", and “w"

The letter “q” should be followed by a “u” to facilitate pronunciation.

*USAN Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/united-states-adopted-names-naming-guidelines
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NO OBVIOUS MEANING

Per USAN*, the following are examples of restricted letter combinations ..

nou nou nou nmon nou

« Avoid chemical connotations such as “ben”, “bu”, “cat”, “cel”, “fen”, “flu”, “fo(s)”, and “piro” unless

chemically appropriate

nmou nou

« Avoid chemical symbols unless present in the compound “al”, “ba”, “ca”, “li", and “ni”

"o u nou

« The letter strings “ar”, “rac”,

nou

lev”, “"dex”, or “es” are reserved for stereochemical configurations

*USAN Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/united-states-adopted-names-naming-guidelines
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NO OBVIOUS MEANING

A linguistic review may be conducted as part of the prescreening exercise in the nonproprietary name
development process.

 Language(s)
« Word Parts
« Meaning
* Negative Association or Connotation

« Let's look at a few examples

*USAN Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/united-states-adopted-names-naming-guidelines
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LINGUISTIC REVIEW - LANGUAGES

A linguistic review should consider a wide range of languages such as..

Brazil (Portuguese) Germany (German)  Latin America (Spanish) South Korea (Korean)
Canada (French) Greece (Greek) Middle East (Arabic) Spain (Spanish)

China (Cantonese) India (Hindi) Netherlands (Dutch) Sweden (Swedish)

China (Mandarin) Italy (Italian) Portugal (Portuguese) US/UK/Australia (English)
France (French) Japan (Japanese) Russia (Russian)
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LINGUISTIC REVIEW - WORD PART

A linguistic review may consider the word parts in a nonproprietary name as well as the full name.

One Word Naming Fantasy Meaning Linguistics

Scheme Prefix Outcome

semaglutide

ST st 88 8 sl ST sema- -glu- ~tide glucagon-like peptide (GLP) analogues and agonists

Specialty Equipment Market Association (SEMA) of the
automobile aftermarket was formed in 1963 by Roy
Richter, Willie Garner, Bob Hedman, Robert E. Wyman,
John Bartlett, Phil Weiand, Jr,, Al Segal, Dean Moon, and
Vic Edelbrock, Jr. and now consists of 6,383 companies
worldwide, bringing together aftermarket
manufacturers, original equipment manufacturers
(OEM), media, car dealers, specialty equipment
distributors, installers, retailers and restoration
specialists.

Language Dictionary “sema” stem stem Not an issue

Turkish-English “sema” stem stem n. sky, heaven, firmament, welkin Consider

French-English “semer” stem stem N. sow, intersperse, scatter; spread, lose, miss Not an Issue

Direct South Asian botanical meaning: Semal [ & =
silk cotton tree, Bombax ceiba.

Brandsymbol
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LINGUISTIC REVIEW - WORD PART

A linguistic review may consider the meaning of a word parts in a nonproprietary name and consider it a
potential negative association or connotation.

MORT TOD / TOT
= French, Spanish, Portuguese: mort / muerte / = German: death [ dead
morte ("death”) = As of 24APR26 —no INN's with “TOD” or “TOT” prefix

= As of 24APR26 —no INN's with “mort” prefix

CLOA MARCI

= French/Spanish phonetic proximity to c/os, = [talian: from marcio, rotten [ spoiled [ corrupt-
cloague (sewer, waste) feeling.

= As of 24APR26 —no INN's with “cloa” prefix = As of 24APR26 —no INN's with “‘marci” prefix
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TRADEMARK REVIEW BASICS




POLLING QUESTION - TRADEMARK REVIEW

Question #2. True or False

A sponsor should file a trademark application for their nonproprietary name at the time of their first
application to USAN or INN?
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WHAT DOES NONPROPRIETARYMEAN?

“As unigue names, INNs have to be distinct in sound and spelling and should not be
liable to confusion with other names in common use. To make INNs universally
available they are formally placed by WHO in the public domain, hence their
designation as “nonproprietary.” They can be used without any restriction

whatsoever to identify pharmaceutical substances.”

Source: INN Guideline WHO 1997 Programme on International Nonproprietary Names (INN) Division of Drug Mangement & Policies WHO, Geneva
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TRADEMARK SCREENING BASICS

Nonproprietary trademark screening focuses on identifying existing trademarks in class 5 (ie,

pharmaceutical drugs) that may conflict with the newly created prefix or infix of your nonproprietary name.

Trademark screening usually includes an in-depth trademark and common-law conflict check based on

the first 5-letters of the nonproprietary name to eliminate high-risk candidates.
This search is usually conducted by trademark experts, and they may utilize legal software (e.g,

Coresearch®) for global searches that access all PTO databases and allows simultaneous screening in

several regions.
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TRADEMARK SCREENING BASICS (CONT.)

Why is trademark screening important?

1. Avoid legal conflicts

Even nonproprietary names can overlap with existing brand names or trademarks. If your proposed
name is too similar to a registered mark, you could face infringement claims, delays, or forced
rebranding.

2. Patient safety concerns
Drug names that look or sound alike can cause medication errors. Regulatory bodies specifically
evaluate names to reduce confusion. Trademark screening helps catch risky similarities early.

3. Regulatory approval requirements

Agencies require name clearance before approval. For example:

« The USAN Council reviews nonproprietary naming elements for use in the United States
«  The WHO manages the International Nonproprietary Names (INN) programme.

« If your name conflicts with existing USANs or INNs, it may be rejected.
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TRADEMARK SCREENING OUTPUT

Question: What is required of a trademark search for suggested USAN at the time a USAN application is
submitted?

Answer by USAN*: “All we [USAN COUNCIL] require is a preliminary, potential conflict review on the suggested
USAN at the time the USAN application is submitted.”

This search may be included..
« Aninternet search through a search engine such as Google or Yahoo
* A search on MedNet
« A search on the USAN website and USP database.
« An additional search at United States Patent and Trademark Office

« An additional search at Office for Harmonization in the Internal Market (Trademarks and Designs) that
provides information regarding the European Community.

We [USAN]| do not require c lengthy, detailed, commissioned analysis of suggested names.

Source: United States Adopted Names FAQ | American Medical Association
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POLLING QUESTION - TRADEMARK REVIEW

Question #2. True or False

A sponsor should file a trademark application for their nonproprietary name at the time of their first
application to USAN or INN?
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POLLING QUESTION TRADEMARK REVIEW ANSWER

Question #2. True or False

A sponsor should file a trademark application for their nonproprietary name at the time of their first
application to USAN or INN?

Answer. False. Review our definition of a nonproprietary name.

A nonproprietary name is a single name that is simple (easy to pronounce), informative (e.g, suggests the
pharmacological class), unique (e.g, void of conflicts), & is not ownable but used for active pharmaceutical substances
assigned by WHO INN or a National Agency (e.g, USAN Council)

Brandsymbol



INTERNET DOMAINQ&A

Source: USAN Insider Newsletter JUNE 2025

How is My Name Being Registered as an Internet Domain?

USAN and INN are in the public domain and cannot be owned. However, the same rule does not apply to
Internet domain names. There are certain parties that will register USAN and any names under
consideration without prior knowledge of the USAN Program or the applicant. Then, for a company to
obtain the proper domain name later following the selection and adoption of USAN and INN, substantial
fees are charged by the domain name owners. To combat this, USAN has started issuing notices in our
correspondence to applicants and has posted the USAN Council's statement on domain names on the
USAN web site, however it is still not illegal for USAN or names under consideration to be registered by
unaffiliated third parties.

The USAN Program strongly recommends parking your “names under consideration” and USAN Council

recommendations before they go to the INN. Internet sites such as godaddy. com or register.com will allow
you to either park your name or determine if your name has been taken
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WEBINAR SERIES 2026 CALENDAR
Jendary ; ; : : Webinard AlHO 10-STERSTONONPROPRIEFARY-NAMING

Februery ; ; Webinear2 1 USAN-ORINN-SUBMISSION-& HMELINES
June Wednesday, June 3, 2026 10:00 AM EST — 10:20 AM EST Webinar 6 2-5 NP CONFLICT CHECK
July Wednesday, July 1, 2026 10:00 AM EST —10:20 AM EST Webinar 7 All 10 10 STEPS PROCESS Q & A
August Wednesday, August 5, 2026 10:00 AM EST - 10:20 AM EST Webinar 8 6-10 NP SUMMARY DOCUMENT
September Wednesday, September 2,2026  10:00 AM EST —10:20 AM EST Webinar 9 6-10 NP APPLICATION FOR USAN / INN
October Wednesday, October 7, 2026 10:00 AM EST — 10:20 AM EST Webinar 10 All 10 10 STEPS PROCESS Q & A

Date: December 29, 2025
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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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