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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.



CONFIDENTIAL 4

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.



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).
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POLLING QUESTION
How many words may be included in the naming scheme for a 
nonproprietary name?

Options: (Select One)

A. One Word 

B. Two Words 

C. Three Words 

D. All of the Above
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AGENDA

▪ WHAT IS A NAMING SCHEME?

▪ WHEN IS A NAMING SCHEME REVIEWED?

▪ 1-2-3 WORD NAMING SCHEMES WITH EXAMPLES

▪ NOW YOU ARE READY TO BEGIN CREATING NONPROPRIETARY NAMES

▪ GUIDELINE RESOURCES



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 term “SINGLE NAME” used in the nonproprietary name definition refers to the entire 
nonproprietary name, which may actually be several words put together.  

Brand Name (nonproprietary name)

NONPROPRIETARY NAME - DEFINED



NAMING SCHEME* DEFINED

A NAMING SCHEME refers to not only the number 

of words that make up the nonproprietary name 

but also the building blocks (e.g., stems, prefix, 

infix, suffix) used for each word in the 

nonproprietary name. 

*Please note that since 2015, Dyan Rowe Davis has used the term “naming scheme” rather than INN TREE to help clients understand the process of building a nonproprietary name 
word by word and word part by word part;  this term is used in the 10 STEPS to a nonproprietary name.  



NAMING SCHEME

ONE WORD

WORD ONE WORD TWO

WORD ONE WORD TWO WORD THREE

Prefix | Infix | Suffix 

Prefix | Infix | Suffix Prefix | Infix | Suffix 

Prefix | Infix | Suffix Prefix | Infix | Suffix Prefix | Infix | Suffix 

semaglutide (rINN 63)

alipogene tiparvovec (rINN 61)  

copper (64Cu) zadavotide guraxetan (pINN 133)

KEY
Prefix

Substem A / Infix 1
Substem B / Infix 2 

letter(s) to help with pronunciation
Stem

N/A Not Applicable / Not Used
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WHEN IS A NAMING SCHEME REVIEWED?

During the application preparation, the sponsor includes the naming 
scheme in each name candidate developed for the compound which is 
reviewed by the regulatory agency (e.g., USAN Council or WHO INN). 

United States Adopted Names (USAN) International Nonproprietary Names (INN)

5 name candidates 6 name candidates



NAMING SCHEME – GETTING STARTED!
For the nonproprietary name…

Ask:  “How many words (e.g., one, two, three, etc.) are part of the nonproprietary 
name?”

Then, for each word…

1. Identify which part (prefix, infix, and/or suffix) is the stem?

2. Identify if there is a substem needed or required?  If so, what is the position (e.g., 
infix) of the substem? 

3. Are there any other word parts needed?

4. Confirm the placement of the fantasy letter string. 
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Prefix Infix Suffix

NONPROPRIETARY NAME - ONE WORD NAMING SCHEME

Example Fantasy Prefix Infix Suffix Meaning 

semaglutide

rINN List 63 9 March 2010
sema- -glu- -tide glucagon-like peptide (GLP) 

analogues and agonists

NAMING SCHEME – ONE WORD
KEY

Prefix
Substem A / Infix 1
Substem B / Infix 2 

letter(s) to help with pronunciation
Stem

N/A Not Applicable / Not Used
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“There is no expiration date for a published stem, 

nor for a published INN. They live forever.   The 

INN tree is, therefore, getting denser and more 

clustered, and to remedy this, the rules need to 

be adjusted gradually.”

Source:  https://extranet.who.int/soinn/pluginfile.php/263/mod_resource/content/6/Linguistis_Master.pdf

NAMING SCHEME –ADJUSTED

https://extranet.who.int/soinn/pluginfile.php/263/mod_resource/content/6/Linguistis_Master.pdf
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EXAMPLE #1 – ONE WORD RULES ADJUSTED

Example for one-word naming scheme based on “peptide” substem and evolution of GLP analogues

❖ 2011, 2013, 2018 official stem for GLP’s used in INN stem books
❖ “glutide” for “Glucagon-Like Peptide (GLP) analogues” 

❖ In 2024, INN stem book included 3 official substems for GLP analogues: 
❖ “glutide” for “glucagon-like peptide (GLP) analogues and agonists” (updated definition Stem Book 

Addendum 8/2021)
❖ “dutide” for “oxyntomodulin analogues and other dual agonists of glucagon-like peptide receptor 1 

(GLP-1R) and glucagon receptor (GCGR)” (Stem Book Addendum 2/2023, Prestem Suffix 8/2021)
❖ “enatide” for “glucagon-like peptide-1 receptor (GLP1R) agonists, exenatide (exendin-4) and 

analogues” (Stem Book Addendum 3/2022, Prestem Suffix 8/2021).

❖ In Feb 2026, a Prestem Suffix Publication included this 4th substem
❖ “trutide” for “antihyperglycemic triple agonist peptides (glucagon-like peptide-1 receptor (GLP-1R) / 

glucagon receptor (GCGR) and gastric inhibitory polypeptide (GIP) receptor agonist)”
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Monoclonal Antibodies is a great example for the evolution of a naming scheme because the class of drugs is 
growing in number. 

Original Naming Scheme for monoclonal antibodies (up to Proposed INN List 102) example - abciximab 

Second Naming Scheme (Proposed INN List 103 up to Proposed INN List 117) example - ontuxizumab

Third Naming Scheme (Proposed INN List 118 up to Proposed INN List 126)

Fourth Naming Scheme (Proposed INN List 127 (2021) to current) – examples - onvontatug, vedastotug, 
ascuprubart, vonaprument, tilrekimig

March 20, 2026, there were 430 pINN’s published with the fourth mAb naming scheme (i.e., suffix, -tug, -bart, -ment or -mig) 

March 20, 2026, there were 772 pINN’s published with the original / second / third mAb naming schemes (i.e., suffix -mab).

EXAMPLE #2 – ONE WORD RULES ADJUSTED
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Original Naming Scheme for monoclonal antibodies (up to Proposed INN List 102)

Example Fantasy Prefix Infix1 Infix2 Suffix Meaning

abciximab
pINN List 80 (1998)

ab- -ci- -xi- -mab

immunoglobulin G1, anti-(human integrin 
αIIbβ3, glycoprotein IIb/IIIa platelet 
aggregation inhibitor) Fab fragment 
(human-mouse monoclonal c7E3 clone 
p7E3VHhCγ1 γ1-chain), disulfide human-
mouse monoclonal c7E3 clone 
p7E3VκhCκ1 κ1-chain (approved under 
the tradename ReoPro® as an adjunct to 
percutaneous coronary intervention for 
the prevention of cardiac ischemic 
complications)

EXAMPLE #2 – CONTINUED
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Second Scheme (Proposed INN List 103 up to Proposed INN List 117)

Example Fantasy Prefix
Substem A

(target (molecule, cell and 
organ) class

Substem B 
(additional infixes based on 
immunoglobulin sequence, 

examples: vet, xizu)

Suffix stem

ontuxizumab 
pINN List 109 (2013)

A random/ fantasy letter 
string which contributes 

to a euphonious and 
distinctive name

Specific set of letters which 
indicates the target (molecule, 

cell and organ) class of the mAb

Specific set of letters that indicate 
the species on which the 

immunoglobulin sequence of the 
mAb is based

is used for all molecules 
which contain an 

immunoglobulin variable 
domain, which binds to a 

defined target. This includes 
intact immunoglobulins of all 
classes, fragments such as 
Fab and smaller molecules 

such as single-chain variable 
fragments (scFv)

on- -tu- -xizu- -mab

immunoglobulin G1-kappa, anti-[Homo sapiens CD248 (endosialin, tumor endothelial marker 1, TEM1), 
humanized/chimeric monoclonal antibody

EXAMPLE #2 – CONTINUED
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Naming Scheme Fantasy Prefix
Substem (target (molecule, cell and organ) class 

The defined list was approved by INN in 2017 and removed the need 
for substem B. 

Suffix 
stem

pINN Lists 118-126 included 
a total of 357 mAbs using 

this naming scheme. 

• pINN List 118 – 27 mAbs
• pINN List 119 – 31 mAbs
• pINN List 120 – 33 mAbs
• pINN List 121 – 42 mAbs
• pINN List 122 – 38 mAbs
• pINN List 123 – 40 mAbs
• pINN List 124 – 53 mAbs
• pINN List 125 – 56 mAbs
• pINN List 126 – 37 mAbs

Letters to help 
with distinction 
and pronunciation

a)-ami- for serum amyloid protein (SAP)/amyloidosis (pre-
substem)

b)-ba- for bacterial
c)-ci- for cardiovascular
d)-de- for metabolic or endocrine pathways
e)-fung- for fungal 
f) -gro- for skeletal muscle mass related growth factors 

and receptors 
g)-ki- for interleukin
h)-li- for immunomodulating
i) -os- for bone
j) -ta- for tumor
k) -toxa- for toxin
l) -vet- for veterinary use (substem)
m)-vi- for viral

-mab

Third Scheme (Proposed INN List 118 up to Proposed INN List 126) 

EXAMPLE #2 – CONTINUED
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Fourth Naming Scheme (Proposed INN List 127 (2021) to current 2026 – monoclonal antibody naming scheme

Fantasy Prefix Substem (target (molecule, cell and organ) class ; the 
defined list was approved by INN. 

Suffix stem (monoclonal antibodies)

Letters to help with 
distinction and 
pronunciation

a. -ami- for serum amyloid protein (SAP)/amyloidosis
b. -ba- for bacterial
c. -ci- for cardiovascular
d. -de- for metabolic or endocrine pathways
e. -eni- for enzyme inhibition
f. -fung- for fungal 
g. -gro- for skeletal muscle mass related growth factors and 

receptors (pre-substem)
h. -ki- for cytokine and cytokine receptors (updated definition)
i. -ler- for allergen
j. -ne- for neural
k. -os- for bone
l. -pru- for immunosuppressive (previously -li- for 

immunomodulating)
m. -sto- for immunostimulatory (previously -li- for 

immunomodulating)
n. -ta- for tumor
o. -toxa- for toxin
p. -vet- for veterinary use
q. -vi- for viral

Toxin conjugates: the suffix -tox is used the second word for mAbs 
conjugated to a toxin

a) -tug for unmodified immunoglobulins
• On 20Mar26, there were 145 proposed INNs (pINN List 

127 JULY 2022 to pINN List 134 (JAN 2026) with “tug”.
• Example:  onvontatug (pINN List 134)
• Example:  vedastotug (pINN List 134)

a) -bart for artificial immunoglobulins
• 183 proposed INNs (pINN List 126 JAN 2022 to pINN List 

134 JAN 2026) with the suffix stem ‘bart” 
• Example:  ascuprubart (pINN List 134)

a) -ment for immunoglobulin fragments
• 6 proposed INNs (pINN List 129 AUG 2023 to pINN List 

134 JAN 2026 with the suffix stem “ment” 
• Example:  vonaprument (pINN List 134)

a) -mig for multispecific and bispecific immunoglobulins
• 96 proposed INNs (pINN List 127 JULY 2022 to pINN List 

134 JAN 2026 with the suffix stem “mig” 
• Example:  tilrekimig (pINN List 132 FEB 2025)

EXAMPLE #2 – CONTINUED
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Prefix Infix Suffix Prefix Infix Suffix
WORD ONE WORD TWO

NAMING SCHEME – TWO WORDS

NONPROPRIETARY NAME – TWO WORD NAMING SCHEME

Example Fantasy 
Prefix

Infix Suffix Fantasy Prefix Infix Suffix

alipogene tiparvovec 
rINN 61 Mar 2009 A -lip- -o-gene ti- -parvo- -vec

baluretgene parvec 
rINN 94 Mar 2026

shorten to simplify
• remove the “i” after “ret” in 

infix “reti” to become “ret”
• No fantasy prefix word two
• Single word 2 “parvec” for 

same type of vector

balu- -ret- -gene (no longer needed) par-
(no longer need “vo”)

-vec

KEY
Prefix

Substem A / Infix 1
Substem B / Infix 2 

letter(s) to help with pronunciation
Stem

N/A Not Applicable / Not Used
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Prefix Infix Suffix Prefix Infix Suffix Prefix Infix Suffix

WORD ONE WORD TWO

NAMING SCHEME – THREE WORDS

NONPROPRIETARY NAME – THREE WORD NAMING SCHEME

KEY
Prefix

Substem A / Infix 1
Substem B / Infix 2 

letter(s) to help with pronunciation
Stem

N/A Not Applicable / Not Used

WORD THREE

Example Fantasy 
Prefix

Infix Suffix Fantasy 
Prefix

Infix Suffix Fantasy 
Prefix

Infix Suffix Publication(s)

copper (64Cu) 
zadavotide 
guraxetan 

Radionuclide 
Copper (64 Cu) zada- -vo- -tide gura- N/A -xetan pINN 131, rINN9, Nov 2024

nonacog beta 
pegol N/A N/A nonacog beta pegol

• nonacog alfa(rINN 39)
• nonacog beta pegol 

(rINN 65)
• nonacog gamma (rINN 

80)
• dalcinonacog alfa (rINN 

80)
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NOW YOU ARE READY TO BEGIN CREATING 
NONPROPRIETARY NAMES…
✓ Profile Information

✓ Identified proper naming scheme and appropriate stems for your asset

✓ Identify relevant examples on published INN lists (pINN, rINN) and USAN adopted names

✓ Remember our definition of a nonproprietary name…
• Informative & reflective of the compound’s mechanism of action (e.g., naming scheme, stem, sub 

stem, scheme)
• Distinct
• Easy to pronounce

✓ Review the relevant guidelines (see next slide) for the development of nonproprietary names.  
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GUIDELINE - SOURCES
INN Naming Guidelines:  (https://www.who.int/teams/health-product-and-policy-standards/inn/inn-
schemas)
▪ Guidance on the use of International Non-Proprietary Names (INNs) for pharmaceutical substances, 

(https://www.who.int/publications/m/item/guidance-on-the-use-of-inns, 12 July 2017)
▪ 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

USAN Naming Guidelines
▪ Source: https://www.ama-assn.org/about/united-states-adopted-names-usan/united-states-adopted-

names-naming-guidelines 
▪ Specific schemes such as monoclonal antibodies, fusion proteins, and contact lenses may also be found at 

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

No LIST is considered exhaustive!
▪ According to USAN’s website, “The nature of the nomenclature process is that new potential stems are 

constantly being considered and approved.”
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POLLING QUESTION
How many words may be included in the naming scheme for a 
nonproprietary name?

Options: (Select One)

A. One Words

B. Two Words

C. Three Words

D. All of the Above
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POLLING QUESTION ANSWER
How many words may be included in the naming scheme for a 
nonproprietary name?

Options: (Select One)

A. One Word (e.g., semaglutide)

B. Two Words (e.g., alipogene tiparvovec, where word one is for the  
“gene therapy” and word two is for the “vector”)

C. Three Words (e.g., copper (64Cu) zadavotide guraxetan, where word 
one is the “radionuclide”, word two is the “monoclonal antibody”, and 
word three is the “chelating agent”). 

D.All of the Above



THANK YOU!

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

dyan@brandsymbol.com 

mailto:dyan@brandsymbol.com


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

Please register for NP TRADEMARK & LINGUISTIC REVIEW on May 6, 2026, 10:00 AM EDT at:
https://attendee.gotowebinar.com/register/7037812753696207455

After registering, you will receive a confirmation email containing information about joining the webinar.

https://attendee.gotowebinar.com/register/7037812753696207455
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