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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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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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AGENDA

* NONPROPRIETARY NAME - DEFINED
= 3 TYPES OF REVIEW

= REGULATORY REVIEW BASICS
= EASE OF PRONUNCIATION
* PROMOTIONAL REVIEW
= SAFETY REVIEW [ CONFLICT CHECK
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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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3 TYPES OF REVIEWS

@ LINGUISTIC REVIEW
TRADEMARK REVIEW < >

REGULATORY REVIEW
Y O 7

Is your nonproprietary hame unique?
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REGULATORY REVIEW - BASICS

There are three considerations when evaluating a nonproprietary name...

« Safety Review [ Conflict Check

v' There should be limited sound-alike or look-alike product names that could conflict with the

proposed nonproprietary naome candidate to help avoid a potential conflict and ultimately help
avoid confusion in practice.

Names of products considered relevant in a nonproprietary name review
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SAFETY REVIEW [ CONFLICT CHECK

USAN Standard of Review*: A name should not conflict, mislead or be
confused with other nonproprietary names and with established trademarks.

INN Standard of Review**. The INN Expert Group assesses whether a new INN
candidate is too similar to an existing one.

This is a subjective judgement depending on each INN Expert’s background in
languages, the geographic and cultural context as well as one’s affinity or
aversity to risk.

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

**INN Source: https://extranet.who.int/soinn/pluginfile.php/263/mod_resource/content/6/Linguistis_Master.pdf
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SAFETY REVIEW [ CONFLICT CHECK

It must be acknowledged that nonproprietary names share “word parts” or “stems” and
are inherently designed to be similar to each other [in the same pharmacological class].

In addition..
« USAN will consider US marketed products in their conflict check.

« INN will consider marketed products in regions that a WHO INN review is considered a
national review.

Use the FDA POCA algorithm created for brand or proprietary name safety review may
also be used to identify sound-alike and look-alike names to your newly created
nonproprietary names.

 Link to online FDA POCA system: https://poca-public.fda.gov/name_search

But..row similar is too similar?
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SAFETY REVIEW - EXAMPLE

created nonproprietary name revised nonproprietary name Safety Review Results
. . Similar INN
neﬂlmogene hellmOgene velimogene aliplasmid
Not Recommended
Removed “double letters” and replace with one letter 1- 2 letters off from an existing INN
Similar INN
labearminogene laberminogene taberminogene vadenovec
Not Recommended
Replace “ea” vowel combination with “e” 1= 2 letters off from an existing INN
Similar INN
kalipoaene cdlioooene alipogene tiparvovec
p g p g Not Recommended

Avoid the letter “k” as a starting letter, replace with

closest letter “c” for pronunciation consistency. I= 2 letters off from an existing INN

NOTE: These nonproprietary names are EXAMPLES ONLY and are not actual nonproprietary names
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SAFETY REVIEW-FDA'S POCA TOOL

[pIY U.S. FOOD & DRUG Phonetic and Orthographic Computer Analysis (POCA)
2.19.5 - Release Date: 2026-04-01) :

(Public Version

NAME SEARCH Direct Search USAN Stem Search

:Q Name Search

Q, search Criteria ~

Err‘w:1::ie;o:l1v‘:gp'\r§;;z.sed Drug Name ;5”:3”‘::. o A feW terms defined...
 The FDA POCA tool helps the similarity between a name pair (YOUR created

= e nonproprietary name or candidate vs. a cited product name).

B + POCA means “PHONETIC and ORTHOGRAPHIC COMPUTER ANALYSIS”

« SafeMark Model - is the name of the methodology created by Dyan Rowe
Davis for the evaluation of “names” being considered for regulatory

consideration.

a

United States Adopted Names 2026-01-15 780

®

FDA Proprietary (BRAND) NAME SafeMark Model NONPROPRIETARY NAME
POCA THRESHOLDS for similarity POCA THRESHOLDS for similarity
0 —54% Low Similarity ‘ 0-64% Low Similarity
55 - 69% Moderate Similarity 65 - 79% Moderate Similarity
70 —100% High Similarity 80 —100% High Similarity
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SAFETY REVIEW-FDA'S POCA TOOL

Advanced Search Result

Search Term: semaglutide

Name of Concern Orthographic Score Phonetic Score

Combined Score

Semaglutide 100 100 100
Teduglutide 80 86 83
Dapiglutide 80 81 80
Efmedaglutide 88 73 80
Vensemaglutide 90 70 80
Zovaglutide 75 85 80
Beinaglutide 80 78 79
Sitogluside 75 83 79
Glepaglutide 83 72 78
Dulaglutide g2 72 77
Seglitide 82 72 77
Albiglutide 80 73 76
Efsubaglutide g1 72 76
Liraglutide 80 72 76
Taspoglutide 78 74 76
Tomoglumide 73 80 76
Amiglumide 79 71 75
Anvoglutide 75 73 74
Apraglutide 77 72 74
Ecnoglutide 73 75 74
Elsiglutide 82 67 74
Pimelautide 75 72 74
Sematilide 83 65 74
Sinapultide 73 75 74
Taglutimide 84 65 74

Using SafeMark Model Data Sources search tool and
“semaglutide” as an example test name candidate for
the POCA search....the output shows many INNs with
the same ‘glutide’ stem or similar.

Using SafeMark Model “high similarity threshold” of 80-
100% for NP names...consider these names in the
conflict. However, due to different prefix, starting letter,
etc. these INNs would not be deemed a similarity
concern.

SafeMark Model nonproprietary NAME
POCA THRESHOLDS for similarity

0 —64% Low Similarity
65 - 79% Moderate Similarity
80 - 100% High Similarity
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SAFETY REVIEW-5 LETTER RULE

We strongly encourage you to consider a “5 Letter Rule” in your regulatory prescreening
efforts — which compares your new nonproprietary name to an existing product name

and ask, are there 5 letters in common? If yes, then this name pair is highly similar and
should be further evaluated as a potential safety issue or conflict check.

KONVOTINIB vs. KONVOMEP

Outcome: Highly similar name pair, not recommended for INN or USAN review.

Additional Inquiry: What else could be flagged with this name pair? See Next Slide.
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SAFETY REVIEW-5 LETTER RULE +

KONVOTINIB vs. KONVOMEP

The other issue with the proposed nonproprietary name, considers the starting letter in
the nonproprietary name.

Rember our “ease of pronunciation” rules...The letter “K"” should be avoided.
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SAFETY REVIEW - INNs SAME PREFIX

Consider how may INNs have the SAME PREFIX (3 letters, 4, letters and 5 letters) to your
creative nonproprietary name?

VITINIB — there are 92 INN's with “vi” prefix (vay 2020)

Qutcome:

« The "vi” prefix is less than 2 syllables and only 2 letters and therefore, due to the short length of
the prefix, USAN and/or INN could deem this prefix unacceptable due to being “too short.”

« In addition, this nonproprietary name would be not recommended because there were 92 other
INNs in existence with the prefix, “vi".

« NOTE: On average, we would consider less than “10” existing prefixes to be considered an
acceptable outcome for the similarity review.
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SAFETY REVIEW - FORMAL OBJECTIONS
PINN published ~ rINN acknowledged & published

>

Proposed INN Objection based on m

deforolimus everolimus pINN changed
vanalimab ianalumab pINN changed
saridegib sonidegib pINN changed
votrisiran Votrient® pINN changed

*These are examples of formal objections raised by 3rd parties
against proposed INNs during their objection period. The final call
on similarity and risk of confusion lies with the INN Experts. Thiere
is no legal remedy if an afflicted party is in disagreement.

School of INN %) World Health

INN: linguistic.aspects

Organization

**INN Source: https://extranet.who.int/soinn/pluginfile.php/263/mod_resource/content/6/Linguistis_Master.pdf
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SAFETY REVIEW - EXAMPLES

“purdotide” conflicts with the tradename Purdox®

1.

2. "ezemetinib” conflicts with the trademark Eze® and the existing USAN/INN, ezetimibe
3. “rizatrilotor” conflicts with rizatriptan
4
5

. "plufibatide” conflicts with plecanatide

. 2-Word Name Schemes: “pritalentivec” (gene therapy) conflicts with Pritacort® and
Pridadol®
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WEBINAR SERIES 2026 CALENDAR

MONTH
Jandery

Februeary 7 7
July Wednesday, July 1, 2026 10:00 AM EST —10:20 AM EST
August Wednesday, August 5, 2026 10:00 AM EST —10:20 AM EST
September Wednesday, September 2,2026  10:00 AM EST —10:20 AM EST
October Wednesday, October 7, 2026 10:00 AM EST —10:20 AM EST

Date: December 29, 2025

Webinar2
Webinar3
Webinar4
Webinar5
Webinar6
Webinar 7
Webinar 8
Webinar 9
Webinar 10

]
2-5
2-5
2-5
2-5

All 10
6-10
6-10
All 10

Meeting Date Time of Webinar Series # _Steps TOPIC (S)
Discussed
, , : : Webinart AlHO 10-STEPS-TO-NONPROPRIETARY-NAMING

10 STEPS PROCESS Q & A

NP SUMMARY DOCUMENT

NP APPLICATION FOR USAN / INN
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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