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D STEPS 6-10
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Hosted by: Dyan Rowe Davis, B.S.Pharm, R.Ph, J.D., President, Regulatory Division, Brandsymlol
Special Guest: Cole Roach, Managing Partner, Brandsymiol
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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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HOST -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 Rowe Davis, B.S. Pharm,, R.Ph., J.D.
President, Regulatory Division

Brandsymlbol

dyan@brandsymbol.com
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GUEST SPEAKERBIO

Cole H. Roach, Managing Partner , Brandsymbol

With over eight years of proven success at Brandsymbol, Cole has emerged as a trusted leader
in client partnerships and brand innovation. He drives strategic initiatives that cultivate long-term
relationships with some of the world’s most prominent organizations. Starting as an intern, his
client-first mindset and ability to inspire confidence quickly accelerated his rise into senior
leadership. Cole has led hundreds of branding initiatives, consistently aligning client vision with
transformative outcomes that deliver measurable impact.

Cole H. Roach
Managing Partner

Brandsymlbol

croach@brandsymbol.com
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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.

—
.

N o g s~ ® N

10.

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).

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

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

= Information Check List
= |dentify the Start Date
= Assemble Your Timeline

= When can a sponsor use a nonproprietary name?
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INFORMATION CHECK LIST

v Product Information

= Profile Details — Code Name, Description, Classification, Indication, Dosage Form, Route of Administration, Dosing
= CAS number and receipt

= Molecular Formula, Molecular Weight, Structure Images (e.g, ChembDraw) or Model(s) in PDF document

= Additional information per the Guidance document required for a completed application

v Name Candidates

= The sponsor will PRIORITIZE THE CORRECT NUMBER OF TOP NAME CANDIDATES FOR SUBMISSION (STEP 5 of 10 STEP PROCESS),
and the sponsor will include the stem(s) with meaning in each name candidate. If there is more than one stem option,
provide the stems in order of appropriateness and include support for most appropriate stem option for your asset.

v Application Form

= |dentify the individual who is the main point of contact for the subbmission
= Fill out the online application form for WHO INN sulbmission — if INN is your first sulbbmission
= Sign up for the USAN PORTAL, following instructions for application — if USAN is your first submission.

v Fee(s)

= |dentify the proper fee per application.
= USAN application has a different fee structure and payment process than WHO INN Application; for details check out
https://www.ama-assn.org/system/files/usan-application-fee.pdf (18 August 2026)
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INFORMATION CHECK LIST — USAN PORTAL

“To all prospective applicants: USAN application and USAN payments must be submitted electronically through the USAN Application Portal.”*

USAN Application Portal
U Create an Account

The USAN Program is accepting application AP, O Review FAQS

submissions and payments exclusively through the q S : Access the USAN Q Download FORM A-F

USAN Application Portal. — Application Portal. | |deﬂtlfy “users”
R, ol

& United States Adopted Names Application Portal

Welcome, Dyan Rowe Davis

B Orug Finder Application Instructions

5% Under Consideration Applications

B About USAN Councl Draft Submitted In Review Approved / Closed

SAMPLE HOME PAGE

*Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/usan-application-forms
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INFORMATION CHECK LIST = USAN PROGRAM

STAFF

For general information on the USAN program, email USAN@ama-assn.org.

USAN program staff contacts

Please use the contact information to ask general questions about the USAN process.

For questions regarding:

«  Cell therapy and gene therapy applications
Correct application of stems

*  Scope of USAN

*  INNreview procedure

+  Name-selection process

Contact Amy.Cadwallader@ama-assn.org.

For questions regarding:

. General information on stems

. Monoclonal antibodies

«  Organic radicals and counterions

+  USAN modified applications

Contact Gail Karet, senior scientist at gail.karet@ama-

assn.org.

Brandsymbol

For questions regarding:

+  Contact lens applications

+  Publications

+  Publication deferments

*  USAN procedural inquiries

*  USAN revised applications

+  USAN website inquiries

Contact Brad Wells, operations manager at brad.wells@ama-assn.org.

For questions regarding:

»  Electronic application submissions

*  Electronic fund transfers

*  General administrative inquiries

+  General status of applications

+  Payment and application address

Contact Miki Hewitt, staff assistant at miki.nhewitt@ama-assn.ora.
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INFORMATION CHECK LIST — INN ONLINE APPLIC.

Source: INN online application..https://www.who.int/teams/health-product-and-policy-standards/inn/inn-online-application

For user manual and more info click here.....

INN Request [pdf]
To apply for a new INN using the on-line application,
please use the INN Request Form

Please, download the INN request form and open it using Acrobat
Reader as a stand alone application!!
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IDENTIFY THE START DATE

= SUBMISSION TO AGENCY #1

= WHAT is your START DATE to start monitoring your overall timeline?

= |[F a sponsor submits to USAN first, the PORTAL will confirm the completed application; this is your
START date.

= |F a sponsor submits to INN first, the sponsor will receive a confirmation email AND identification of
the INN Consultation Meeting Date(s) — the consultation meeting date is your START date for INN
review.

= SUBMISSION TO AGENCY #2
= WHEN can a sponsor SUBMIT to AGENCY #2?

= |F a sponsor submits to USAN first, the USAN council will submit to INN on the sponsor’s behalf - to the
next available consultation. USAN will facilitate correspondence with the sponsor.

= |[F a sponsor submits to INN first, once a sponsor receives correspondence with a proposed INN
(pINN) and the 4-month comment period begins, then the sponsor can submit the USAN application
materials via the USAN portal.
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TIMELINE CONSIDERATIONS - USAN

= USAN review is an average estimate: 21-37 weeks fromm completed application START date.

= USAN has a rolling submission review — so you can submit when you are ready!

= Sponsors typically receive an Acknowledgement Letter on the completed application by the
USAN Council.

= USAN will send USAN Council (USANC) Results in a letter to the Applicant (or Sponsor). At this
time, the sponsor needs to “agree” or “challenge” the suggested USAN for the asset. Time may be
specified but we estimate 2-3 weeks at most unless there are objections.

= USAN typically publishes “names under consideration” every 3 months.
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TIMELINE CONSIDERATIONS - INN

If you want to have your INN application reviewed during the SPRING 2027 consultation meeting..
Here is how you start estimating your timeline... (working backwards)..

« The meeting date for the SPRING 84" INN Consultation: TBD MARCH or APRIL 2027

« The meeting deadline for new submission: TBD, estimate JAN/FEB 2027

+ The Agenda Clock “new requests” opens about a month (DEC/ JAN 2027) before the deadline
and closes once 30 agenda spots are taken! Early submissions are strongly encouraged for
INN applications!

« Begin your nonproprietary naming initiatives to allow about 2 to 4 months depending on
whether you are submitting to USAN or INN first.
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WHEN CAN YOU USE YOUR
NONPROPRIETARY NAME?

IF you submit to USAN first, then according to USAN's website*

- A letter and adoption statement formally notifies the applicant that the negotiation has been completed and a
USAN assigned. A firm may begin using a USAN when it receives an adoption statement.

IF you submit to INN first, according to the World Health Organization (WHO) website,

« Once the name has been published as a riNN, it is intended for use in labeling and publications on drug
information, and it is advised not to use the pINN until it has become a riINN to avoid confusion.

-  Why should a sponsor wait to use their nonproprietary name?

« Although an objection to a published INN is rare, there is a public comment period where objections may be
made by the public.

« The review of the pINN by the USAN Council could result in changes.

*Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/adopted-names
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WEBINAR SERIES 2026 CALENDAR

January
February
March
April
May
June
July
August
September
October

Brandsymbol

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

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

19



THANK YOU!

WEBINAR SERIES

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