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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.

Brandsymbol



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.

—
.

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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AGENDA

= QUESTIONS & ANSWERS
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ASSESSMENT QUESTION #1

|One correct answer| According to the 10-step process, what should be
done in STEP 1 = when the process begins?

A. NP Conflict Check

B. USAN or INN Submission & Timelines
C. NP Summary bocument

D. NP Trademark & Linguistic Review

Answer: B. USAN or INN Submission & Timelines.
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ASSESSMENT QUESTION #2

[One correct answer] What is the USAN Council's estimated review time
for a completed application?

A. 30 days

B. 2-3 months

C. Average 6 months

D. 1year

Answer: B. 2-3 months.
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ASSESSMENT QUESTION #3

[One correct answer] How often do the WHO INN consultation meetings
occur each calendar year?

A. Monthly

B. Quarterly

C. Twice annually

D. Only on request

Answer: C. Twice annually - SPRING and FALL time of year
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ASSESSMENT QUESTION #4

[One correct answer] When is an INN intended for use in labeling and
drug information publications according to the deck?

A. Once it is submitted online

B. Once it is published as a pINN

C.Once it is published as a rINN

D. During the agenda clock countdown

Answer: C.Once it becomes an riNN.
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ASSESSMENT QUESTION #5

[True/False]| True or False: A designated stem can change over time.

Answer: True.
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ASSESSMENT QUESTION #6

|One correct answer| What is the role of a fantasy prefix in a
nonproprietary name?

A. Indicate the pharmacologic family

B. No particular meaning and helps to differentiate a drug name from
other members of the same class

C. Replace the stem

D. Serve as the application fee code

Answer: B. No particular meaning and helps to differentiate a drug
name from other members of the same class
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ASSESSMENT QUESTION #7

[Match the correct answers] Match each term (#1 - #4) to the definition
A, B, C or D in the yellow space provided.

T N ™

1 Naming scheme
2 Stem

3 Substem

4 Prefix

Answer: 1-B, 2-A, 3-C, 4-D.

A

B

Usually defines the pharmacologically related group

Building blocks and number of words used for the
nonproprietary name

Provides more detail about mechanism, target, activity, or
pharmacologic classification

Usually helps differentiate and has no meaning
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ASSESSMENT QUESTION #8

|One correct answer| Where in the nonproprietary naming scheme are
designated stems usually located?

A. At the beginning of a name only

B. In the middle only

C. At the end of a name, with some exceptions

D. In the application cover letter only

Answer: C. At the end of a name, with some exceptions.
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ASSESSMENT QUESTION #9

[Select all that apply] Which of the following are letter-based rules
recommended when developing nonproprietary names?

A. Use f instead of ph

B. Use t instead of th

C.Useiinstead of y

D. Avoid h, k, J, and w

E. Always use duplicate letters for emphasis

Answer: A, B, C,andD.
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ASSESSMENT QUESTION #10

[Select all that apply] Which items listed below are linguistic review
considerations?

A. Use appropriate Latin alphabet

B. Ease of pronunciation

C. No obvious meaning in created/unique portions

D. Guaranteed patentability

E. Global sales forecast

Answer:A,B,andC.
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ASSESSMENT QUESTION #11

[True/False] A nonproprietary name is ownable by the Sponsor when it is
published by WHO INN or a national agency (e.g., USAN Council)

Answer: False. A nonproprietary name is not ownable.
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ASSESSMENT QUESTION #12

[True/False]| True or False: It is a common practice to file a trademark
application for the nonproprietary name at the time of first USAN or INN

sulbmission.

Answer: False. A nonproprietary name is not ownable.
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ASSESSMENT QUESTION #13

[Select all that apply] According to the trademark screening basics, why
IS trademark screening important?

A. Avoid legal conflicts

B. Identify patient-safety concerns

C. Address regulatory approval requirements

D. Aids in making the nonproprietary name ownable
E. Help catch risky similarities early

Answer:A,B,C,andE.
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ASSESSMENT QUESTION #14

[One correct answer| Which three review types may be used for
determining whether a nonproprietary name is unique?

A. Clinical, manufacturing, and reimbursement review

B. Linguistic, trademark, and regulatory review

C. Legal, finance, and marketing review

D. Packaging, labeling, and advertising review

Answer: B. Linguistic, trademark, and regulatory review.
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ASSESSMENT QUESTION #15

[Select all that apply] Which review considerations may be included in a
regulatory review?

A. Ease of pronunciation

B. Promotional review

C. Safety review/conflict check
D. Television advertising review
E. Manufacturing site inspection

Answer:A,B,andC.
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ASSESSMENT QUESTION #16

[One correct answer] POCA is a tool used to determine similarity
between a name pair. What does the abbreviation, P-O-C-A stand for?
A. Product Ownership Classification Analysis

B. Phonetic and Orthographic Computer Analysis

C. Pharmacology-Oriented Candidate Assessment

D. Public Objection Comment Analysis

Answer: B. Phonetic and Orthographic Computer Analysis.
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ASSESSMENT QUESTION #17

[One correct answer| If a sponsor submits an application to USAN first,
how many proposed name candidates should a sponsor plan to submit
in prioritized order for application FORM A (single entity and salt form),

FORM B (single entity only) or FORM F (biologic, cell or gene therapy)?
A 2

B.5
C.0
D. 10

Answer:B. 5.
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ASSESSMENT QUESTION #18

[One correct answer| What is the estimated USAN timeline from
completed submission form to adopted USAN?

A. 2-3 weeks

B. 21-37 weeks

C. 16-32 months

D. 1-2 years

Answer: B. 21-37 weeks.
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ASSESSMENT QUESTION #19

|One correct answer] If a sponsor submits an application to WHO INN
first, how many proposed name candidates should a sponsor plan to

submit in prioritized order for an INN application?
A. 2

B.5
C.0
D. 10

Answer:C.6.

Brandsymbol



ASSESSMENT QUESTION #20

|One correct answer| What is the approximate length of time to
calculate an INN process — from completed submission to
recommended INN (rINN)?

A. 2-3 months

B. 6 months

C. 16-32 months

D. 37 weeks

Answer: C.16-32 months.
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WEBINAR SERIES 2026 CALENDAR

MONTH
Jandery

Februeary 7 7
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?
Webinar 8
Webinar 9
Webinar 10

}
2-5
2-5

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

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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