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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 
(WCA), 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 Name 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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POLLING QUESTIONS
Q1. In your planning stage, how long to you estimate the review time for a completed USAN application to 
USAN Council review? 

o 30 days

o 2-3 months

o average 6 months

o 1 year

▪ Q2. In order for the INN name selection process to run smoothly, due to massive INN request submissions 
close to the deadline, the INN Experts limit the number of requests that will be accepted during the last 
month before the deadline.

o TRUE

o FALSE
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AGENDA
▪ STEP 1 DETERMINE WHETHER YOU ARE SUBMITTING TO USAN COUNCIL OR WHO INN FIRST

▪ USAN COUNCIL APPLICATION & TIMELINE

▪ WHO INN APPLICATION & TIMELINE 



DEFINITION & REGULATORY AGENCIES

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).

Brand Name (nonproprietary name)

United States Adopted Names Council (USANC) 

International Nonproprietary Names (INN) 
World Health Organization (WHO)

The United States Adopted Names (USAN) Council serves 
health professionals of the United States by selecting simple, 
informative & unique nonproprietary names for drugs by 
establishing logical nomenclature classifications based on 
pharmacological &/or chemical relationships. The council 
consists of one representative from each of the following: The 
American Medical Association (AMA), United States 
Pharmacopeia (USP) and the American Pharmacists 
Association (APhA) as well as one member-at-large and a 
Food and Drug Administration (FDA) liaison.

The World Health Organization (WHO) International 
Nonproprietary Name (INN) program is based on WHO’s 
constitution & operational since 1953 “to provide one 
single name worldwide for active pharmaceutical 
substances.”



10 STEPS TO A NONPROPRIETARY NAME
1. 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).



STEP 1
Determine whether you are submitting to AMA USAN or WHO INN first?

United States Adopted Names (USAN)

▪ Submission to USAN first should consider a 21–37-
week timeline from completed submission FORM 
to adopted USAN.    

▪ USAN Council estimate review is 2-3 months 

▪ Negotiating USAN is handled through rounds of 
balloting via correspondence.

▪ Wait for USAN suggested name & when all parties 
agree, submit to INN via compulsory online 
application & appropriate fees.  

International Nonproprietary Names (INN)

▪ Submission to INN is ~16-32 months from submission for 
recommended INN

▪ Negotiating INN is handled twice annually (e.g., Spring & 
Fall Consultations) 

▪ The INN is formally placed by WHO in the public domain 
with a 4- month public comment period.

▪ INN has 2 publications a year for proposed INNs (pINN) 
and recommended INNs (rINN).

▪ *NOTE:  At the time start of the 4-month comment period, 
submit pINN to USAN via correct application FORM & fees. 

▪ What is your national agency? If you are a non-US company, consider submitting to INN first. 
▪ Are you a US Based company?  If yes, then consider submitting to USAN first.
▪ Consider timing considerations (outlined below)



TIMELINE – USAN APPLICATION
Log into the USAN PORTAL. 

https://www.ama-assn.org/about/united-states-adopted-names-usan/usan-application-forms

A list of USAN FORMS* (e.g., A-F) are listed below:

A. Single Entity Drug & Salt Form Small molecules, enzymes, peptides, other drug substances & their salt or ester.
B. Single Entity Drug (no salt form)
C. Modified Salt Form (a salt of a substance that already received a USAN.)
D. A revision to a published adoption statement by USAN (need copy of USAN adoption statement). Used for single 

name.
E. Contact Lens material
F. A biologic (monoclonal antibody, gene therapy, cellular therapy & non-cellular therapy).

*Please note that there are different fees for each FORM. 
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TIMELINE – USAN REVIEW TIME
▪ Average estimate: 21-37 weeks from completed application to USAN

▪ 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. 

▪ Estimate review time for USAN Council is 2-3 months (POLLING QUESTION)

▪ 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.  
▪ NOTE: The most recent publication was February 2, 2026, for names in October 2025, 

November 2025 and December 2025. The next anticipated update would be May 2026. 



PROCESS TIMELINE – USAN FIRST, THEN INN
Estimated Date(s) Step # Process Steps Actual Dates

FEB / APRIL 2026 1 START NONPROPRIETARY DEVELOPMENT PROCESS 

MAY 2026 2 USAN APPLICATION / NAMES IN PRIORITIZED ORDER / INTENT TO SUBMIT TO FALL 83rd INN 
CONSULTATION

MAY / JUNE 2026 3 USAN Confirmation Letter

MAY/JUNE/JULY/AUG 4 USAN Review Time CLOCK (estimate 2–3-month review)

JULY/AUG/SEPT 2026

5 USAN Review Ends.  Expect USAN Correspondence regarding proposed USAN

6 Sponsor agrees / confirms proposed USAN

7 USAN submits to INN on sponsor’s behalf

8 INN AGENDA CLOCK STARTS (30 days before INN Deadline for New Submissions)

OCT/ NOV 2026 9 FALL 83rd INN CONSULTATION MEETING 

NOV/DEC 2026/ JAN 2027 10

All correspondence will come to the sponsor from USAN (if you go to USAN first in the process)

USAN Council ADOPTION STATEMENT – RECEIPT & REVIEW CLOCK
Following a successful INN review, USAN adoptions occur the last Wednesday of each month 
and an ADOPTION STATEMENT is sent to the sponsor

60 days after receive 
Adoption Statement 11 There are only 60 days for the sponsor to correct any mistakes on the Adoption Statement.  A 

firm may then use the USAN immediately, and it is typically published 60 days later. 

at or + additional 6 
Months 

(at time of 60-day 
expiration)

12

A USAN appears on the USAN website and is communicated to USP for inclusion in the USP 
Dictionary of USAN and International Drug Names and to CAS to be included in their database. 
(A firm may request a publication deferral of up to 6 months.)



TIMELINE –ADOPTION STATEMENT
Always review your correspondence  & check for potential errors!

According to AMA’s USAN website regarding corrections and updates to USAN adoption 
statements and publication:  

➢ From the date of receiving the adoption notice, a manufacturer has 60 days to review the 
statement for accuracy, initial and return to the USAN office. 

➢ After the 60 days expires, with or without an initialed adoption statement, the 
manufacturer’s adopted USAN will be published on the USAN website after the first of the 
following month. 

➢ Any changes, edits or modifications made on the manufacturer’s behalf after the 60-day 
period will result in a revision/modification fee of $5,000.

 
GOTO United States Adopted Name (USAN) Drug Finder to look for adoption statements
Source:  https://searchusan.ama-assn.org/finder/usan/search/*/relevant/1/

https://searchusan.ama-assn.org/finder/usan/search/*/relevant/1/
https://searchusan.ama-assn.org/finder/usan/search/*/relevant/1/
https://searchusan.ama-assn.org/finder/usan/search/*/relevant/1/




TIMELINE – USAN COUNCIL & STAFF
When does industry learn about updates to policy issues and items of interest? 

Answer:  The USAN Council & staff meets semiannually to discuss outstanding 
negotiations, new items of interest, & policy issues.  

These meetings are referenced as SPRING or WINTER meetings. 

Example of Meeting Minutes from 2025 WINTER MEETING found on AMA’s website:

“The 2025 Winter Meeting via Microsoft Teams of the USAN Council was held Friday, Dec. 5, 
2025.   The topics discussed at this meeting included general USAN activities and policy, 
issues relating to drug nomenclature, and proposed USAN name reviews and 
recommendations.”



WHO INN APPLICATION - DATES
GOTO:  https://www.who.int/teams/health-product-and-policy-standards/inn/inn-online-application/

Hyperlink 

Date “filled in” by WHO (Left) and 
date autofill on application (Right)



TIMELINE – INN CONSULTATION DATE
WHO INN Consultation Dates

If you wanted to have your INN application reviewed during the SPRING 2026 meeting…

Here is what you need for your timeline…. (working backwards)…

• The meeting date for the SPRING 82nd INN Consultation:  21-24 April 2026

• The meeting deadline for new submission:  13 February 2026

• The Agenda Clock “new requests” opens on 13 January 2026 (and closes once 30 agenda 
spots are taken!)

• Early submissions are strongly encouraged for INN applications!

• The date of the next meeting, Fall 83rd INN consultation - estimated to be OCT/NOV 2026 – but 
need to wait until the date is released in the meeting notes from the SPRING 2026 meeting.



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

INN Deadline:  Friday 13 January 2026

IMPORTANT NOTE:    In the pre-planning stage, 
use 13 FEB as the INN DEADLINE date BUT 
also add to your timeline 12 JAN as the 
AGENDA CLOCK COUNTDOWN begins about 
1 month before the deadline date. 

TIMELINE – INN CLOCK COUNTER
• Friday 30 JAN at 10:30 AM ET

• Tuesday 3 FEB at 8:57 AM ET – 
CLOCK is the SAME



TIMELINE – INN PUBLICATIONS
• An INN is formally placed by WHO in the public domain

• Proposed List – 2 publications each year

• Recommended List – 2 publications each year 



TIMELINE – INN PUBLICATIONS EXAMPLE
• 75th INN Consultation held 18-21 October 2022, 

then….
• Proposed INN (pINN) List 129 

• 6 AUGUST 2023

• 4 Month Public Comment Period
• Deadline 19 December 2023

• Recommended INN (rINN) 
• List 91  26 MARCH 2024

List of Recommended & Proposed 
INNs Publication Dates

• 2023 Publication Dates Volume 37
• #1 Recommended INN List 89 30 MAR 2023
• #2 Proposed INN List 129  06 AUG 2023
• #3 Recommended INN List 90 26 OCT 2023
• #4 Proposed INN List 130  29 FEB 2024

• 2024 Publication Dates Volume 38
• #1 Recommended INN List 91 26 MAR 2024 
• #2 Proposed INN List 131  11 AUG 2024
• #3 Recommended INN List 92 17 NOV 2024
• #4 Proposed INN List 132  13 FEB 2025



TIMELINE – INN FORECAST 2025 - 2027
2025

INN List Publication Date Affiliated Proposed/Recommended
List

Proposed List 132 13 Feb 2025 (Vol. 38, #4 of 2024) Recommended List 94
Recommended List 93 15 April 2025 (Vol. 39, #1 of 2025) Proposed List 131

Proposed List 133 10 July 2025 (Vol. 39, #2 of 2025) Anticipate Recommended List 95
Recommended List 94 3 Nov 2025 (Vol. 39, #3 of 2025) Proposed List 132

2026

INN List Anticipated Publication Affiliated Proposed/Recommended
List

Proposed List 134 29 Jan 2026 (Vol. 39, #4 of 2025) Anticipate Recommended List 96
Recommended List 95 Spring 2026 (Vol. 40, #1 of 2026) Anticipate Proposed List 133

Proposed List 135 Summer 2026 (Vol. 40, #2 of 2026) Anticipate Recommended List 97
Recommended List 96 Late 2026 (Vol. 40, #3 of 2026) Anticipate Proposed List 134

2027

INN List Anticipated Publication Affiliated Proposed/Recommended
List

Proposed List 136 Early 2027 (Vol. 40, #4 of 2026) Anticipate Recommended List 98
Recommended List 97 Spring 2027 (Vol. 41, #1 of 2027) Anticipate Proposed List 135

Proposed List 137 Summer 2027 (Vol. 41, #2 of 2027) Anticipate Recommended List 99
Recommended List 98 Late 2027 (Vol. 41, #3 of 2027) Anticipate Proposed List 136

NOTE:  INN correspondence will 
include a proposed list number – 
this number will allow you to track 
the process from pINN, 4-month 
comment period and anticipated 
rINN publication date. 

WHO INN Consultation Dates

• Spring: 80th INN 18-21 March 2025

• Fall 81st INN 14-17 October 2025

• Spring 82nd INN 21-24 April 2026

• Fall 83rd  INN [TBD, OCT/NOV 2026] – 
date is usually released in the 
meeting notes from the previous 
consultation. 



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. 

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

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 rINN 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. 

• If you go to USAN first, the objection of the pINN could lead to a change. 
• If you go to INN first, the review of the pINN by the USAN Council could result in changes.
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MONTH Meeting Date Time of Webinar Series # Steps 
Discussed TOPIC (S)

January Wednesday, January 7, 2026 10:00 AM EST – 10:20 AM EST Webinar 1 All 10 10 STEPS TO NONPROPRIETARY NAMING 

February Wednesday, February 4, 2026 10:00 AM EST – 10:20 AM EST Webinar 2 1 USAN OR INN SUBMISSION & TIMELINES

March Wednesday, March 4, 2026 10:00 AM EST – 10:20 AM EST Webinar 3 2-5 LET’S DISCUSS STEMS

April Wednesday, April 1, 2026 10:00 AM EST – 10:20 AM EST Webinar 4 2-5 LET’S DISCUSS NAMING SCHEMES

May Wednesday, May 6, 2026 10:00 AM EST – 10:20 AM EST Webinar 5 2-5 NP TRADEMARK & LINGUISTIC REVIEW

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 

WEBINAR SERIES 2026 CALENDAR

Date:  December 29, 2025



THANK YOU!

Questions or Comments
Dyan Rowe Davis, B.S.Pharm., R.Ph, J.D.

dyan@brandsymbol.com 

mailto:dyan@brandsymbol.com
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