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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 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.).

= Dyan is the President of the Regulatory Division at Brandsymbol.
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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.

—
.

2. Identify 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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POLLING QUESTION ANSWER

What regulatory agency assigns a STEM to a nonproprietary name?

Options: (Select One)

A. Only the United States Adopted Name Councill

B. Only the World Health Organization, INN Expert Committee
C.AandB

Answer C. The review of the appropriate stem for a nonproprietary
name is part of the application review process for a USAN application

and an INN application.
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AGENDA

= WHO ASSIGNS A STEM TO THE NONPROPRIETARY NAME?

= WHAT IS A STEM?

= WHEN IS A STEM REVIEWED BY THE REGULATORY AGENCY?

= WHERE CAN INDUSTRY ACCESS A LIST OF STEMS AND THEIR MEANINGS?
= DO STEMS CHANGS OVER TIME?

= WHAT INFORMATION IS NEEDED FOR STEM SELECTION PROCESS?
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WHO ASSIGNS A STEM?

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).

NOTE: The word “INFORMATIVE" used in the basic definition of a nonproprietary name refers to the
STEM in the nonproprietary name...
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WHATIS A STEM?

World Health
Organization

Stems are usually at the end of a name, with a few
exceptions (e.g, cef-), and indicate the drug's place Stems define the pharmacologically related group to
within the nomenclature scheme. Consequently, a new :
: : which the INN belongs. They are a syllables that are
suffix often but not always suggests a new mechanism

) , ) used to group pharmacologically related substances,
of action. Drugs with the same ending (stem) belong to which are protected (resolution WHA46.19) and it

the Same pharmacologic family. I'nflxes, appearing in should not be used in trademarks. In most of the cases,
the middle of the word, are sometimes used to further

classify the drug. Prefixes mean nothing. The sole [q stem| dppears ds d SUf.ﬂX' @rme ane ol @ e, DUk
purpose of a prefix is to differentiate a drug from other 't can also be in the beginning or middle of a name
members of the class.

Source: https://www.ama-assn.org/about/united-states- Sources: Prestem Suffixes Feb 2026

S dobted-narmes-usan/united-states-adonted. names (https://www.who.int/publications/m/item/inn-25-628), INN
= . - Stem Book 2024
naming-guidelines

(https://www.who.int/publications/i/item/9789240099388)
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USAN STEM, POSITION, MEANING, EXAMPLE

Position is indicated with a
hyphen (-) either as a
prefix-, —infix-, or —suffix.

A substemis a letter string that typically provides more information
about the mechanism of action or target to help further define the
activity or pharmacological classification.

¥

position substem definition
cept Suffix N/A receptor molecules or membrane ligands, natural, modified
cept -cept bacept B-cells briobacept
cept -cept bercept vascular endothelia growth factor (VEGF) receptors aflibercept
cept -cept cocept complement receptors mirococept
cept -cept farcept interferon receptors bifarcept
cept -cept lefacept | lymphocyte function-associated antigen 3 (LFA) receptors alefacept
cept -cept nacept Interleukin receptors rilonacept
cept -cept nercept tumor necrosis factor receptors (TNFRs) lenercept
cept -cept robocept receptor molecules, ROBO 2 receptor pathway sifarobocept
cept -cept tacept T-cell receptors belatacept
cept -cept tercept transforming growth factor receptors sotatercept
cept -cept vircept antiviral receptors alvircept
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WHEN IS A STEM REVIEWED?

= During the application preparation, the sponsor will PRIORITIZE THE CORRECT NUMBER OF TOP NAME
CANDIDATES FOR SUBMSSION (STEP 5 of 10 STEP PROCESS), and the sponsor includes the stem(s) in
each name candidate.

> N

iﬁ — \“3‘

(!5ep) United States Adopted Names (USAN) v@" World Health  International Nonproprietary Names (INN)
- M Organization

SUGGESTED NAME(S) IN ORDER OF PREFERENCE:

(Please attach verification of the absence of conflicts with existing chemical names,

inseclicides, other nonproprietary names or frademarks) SUGGESTED NAMES []]1 order of pTETE[E]]fE}' | Firs1 suggesied name 4 Fourh suggesisd name

1_ . nak. . . Ng 1 ke - FiEEEEs s EEEEStEEEESIEEEES EEEEES mEssEmmaa s mareEmEaann
DENOMINATIONS PROPOSEES (par ordre de préférence) 2 S0 sigesisdneme 5 [l suggested name
TI||| sugpe I.-d e 8 Gixth sugpested name

2.

; 5 names
; 6

5_ na mes

= The sponsor will include a cover letter (USAN application) or additional information (INN
application) that will provide details on the stem(s) selected. IF there is more than one possible
stem to consider for a compound — information supporting which stem option is the most
appropriate should also be mentioned.
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WHERE CAN INDUSTRY ACCESS A LIST OF STEMS?

The INN Stem Book

= International Nonproprietary Names (INN) for pharmaceutical substances 31 December 2017 | Publication

= Use of stems in the selection of International Nonproprietary Names (INN) for pharmaceutical substances,
2024 (INN Stem Book https://www.who.int/publications/i/item/9789240099388, 14 Oct 2024)

= INN Bio Review 2022 (https://www.who.int/publications/m/item/who-mhp-hps-inn-2022-2, 11 Dec 2023) —
stems for biological and biotechnological substances such as monoclonal antibodies and gene therapies

The USAN Stem List

= Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/united-states-adopted-
names-approved-stems

= This cumulative list represents common stems for which chemical and/or pharmacologic parameters
have been established. These council-approved stems & their definitions are recommended for use in
coining new nonproprietary drug names belonging to an established series of related agents.

No LIST is considered exhaustive!

= According to USAN’'s welbsite, “The nature of the nomenclature process is that new potential stems are
constantly being considered and approved.”
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DO STEMS CHANGE OVER TIME?

sAnswer: YES

4 )

Clarify stem definitions
(example: -netant)

Harmonization
(example: viroc)

\_ /

4 )

Example: -gly

\_ /

4 )

New STEM Criteria
should be followed

(see next few slides)

\_ %
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CHANGED STEMS

Existing stems may be changed to clarify stem definitions to be either more or less
encompassing...
* INN example of a “more encompassing” stem definition:
* INN updated the of the meaning of the sub stem “-netant”
« INN old meaning: “neurokinin NK3 receptor antagonists”
« INN new meaning: “neurokinin NK3 and dual Nk3-NKTreceptor antagonists (INN)".

Existing stems may be changed to harmonize between the agencies.
« USAN example, updating stem meaning to match INN stem meaning, stem, “viroc”
« USAN old meaning: antivirals, chemokine receptor (CCR) antagonists
« USAN new matches INN: CCR5 (Chemokine CC motif receptor 5) receptor antagonists.

Changes in naming schemes may be implemented to help accommodate the number
of compounds in a particular class and to help avoid similarity concerns.
« USAN and INN Example: monoclonal antibodies (mAbs)

« Will be discussed in APRIL's Noming Scheme Webinar
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NEW STEM CRITERIA

« Existing stems are identified that "“may fit” BUT these are not the “most appropriate” because the
existing stem is...
« “"too broad”
+ “not specific enough”
« “too limiting”
« “do not communicate the activity that is relevant to the development of this new asset”

« Whatis needed for a new stem?
- Sufficient scientific evidence showing support for the new stem

« Additional products in development that could potentially use or need this new stem.
Without additional products, there may not be enough support for a new stem.
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NEW STEM EXAMPLES

Approved at the December 5, 2025 Meeting

New stems
Stem Position Substem Definition Examples
cog -cog blood coagulation factors vonicog alfa
cog -C0g -eptacog coagulation factor VI oreptacog alfa, eptacog alfa
cog -cog -octocog coagulation factor VI
cog -cog -nonacog coagulation factor IX trenonacog alfa
cog -0 -tridecacog coagulation factor X1 catridecacog
cogin -cogin blood coagulation cascade inhibitors  pegnivacogin
deg -deg -blideg B-cell lymphoma (BCL) proteins foviblideg
deq -deg -sertideqg serine-threonine kinases relzasertideg
(fibjrancr -{fibjranor -(fib)jranor pan-peroxisome proliferator elafibranor, lanifibranor (OP-80)
activator receptor (PPAR) agonists,
other types
natrabit -natrabit Sodium-dependent neutral amino repinatrabit
acid transporter (SNAT) inhibitors
orexton -grexton orexin receptor agonists oveporextan
seclant -seclant skeletal muscle ignaseclant
specific chloride ion channel
inhibitors
segtor -segtor serine/threonine kinase activator (or  privosegtor
agonist)
tapopt -tapopt activator of p53 and apoptosis eprenetapopt, rezetapopt
inducer
tide -tide -colmitide collagen mimetics vezocolmitide

Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/united-states-adopted-names-approved-stems
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WHAT INFORMATION IS NEEDED FOR STEM
SELECTION PROCESS?

Q USAN and INN Guidelines
O Naming Scheme (STEM, MEANING, and PLACEMENT) options
L Relevant examples including existing adopted USAN names and published INN's

O Relevant Product Profile Information — see next slide
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PRODUCT PROFILE INFORMATION SHEET

Code Name

Description

Classification

CAS Number

Indication

Dosage Form 6
Route of Administration

Dosing

Clinical Experience

IUPAC identification

Molecular Formula

Molecular Weight

Structure

Physical Form / Solubility at
ambient temperature

Storage and Handling

Disposal
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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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