World Health INN Working Doc. 21.531

November 2021

Organization Distr GENERAL

ENGLISH ONLY

New INN monoclonal antibody (mADb)
nomenclature scheme

Geneva, November 2021

International Nonproprietary Names (INN) Programme
and Classification of Medical Product)

INN and Classification of Medical Products Unit
Health Product Policy and Standards Department (HPS)
Access to Medicines and Health Products Division (MHP)
World Health Organization, Geneva

© World Health Organization 2021

The designations employed and the presentation of the material in this publication do not imply the expression of
any opinion whatsoever on the part of the World Health Organization concerning the legal status of any country,
territory, city or area or of its authorities, or concerning the delimitation of its frontiers or boundaries. Dotted lines
on maps represent approximate border lines for which there may not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they are endorsed or
recommended by the World Health Organization in preference to others of a similar nature that are not mentioned.
Errors and omissions excepted, the names of proprietary products are distinguished by initial capital letters.

All reasonable precautions have been taken by the World Health Organization to verify the information contained in
this publication. However, the published material is being distributed without warranty of any kind, either expressed
or implied. The responsibility for the interpretation and use of the material lies with the reader. In no event shall the
World Health Organization be liable for damages arising from its use.



’!?‘*\}‘:, World Health
/¥ Organization

Suffixes/stems

As the previous INN nomenclature scheme for monoclonal antibodies (mAb), this new INN mAb
nomenclature scheme is used for all substances that contain an immunoglobulin variable domain that
binds to a defined target, and that is composed of only immunoglobulin-derived pharmacologically active
components. The suffix is preceded by an infix that indicates the target class.

However, in contrast to the previous INN mAb nomenclature scheme, the new INN mAb nomenclature
scheme divides the substances that contain an immunoglobulin variable domain into four groups, there
being three groups for monospecific immunoglobulins and one for bi- and multi-specific
immunoglobulins, independent of their type, shape and form.

Group 1 -tug for unmodified immunoglobulins

Monospecific full length and Fc unmodified™ immunoglobulins of any class. Molecules which might
occur as such in the immune system. Including:

-1gG, IgA, IgM, IgD, IgE

- only allelic variants

- Glycoengineering without mutation

- C-terminal lysine deletion without any other mutation in the Fc region

Group 2 -bart for antipody artificial

Monospecific full length immunoglobulins with engineered constant domains (CH1/2/3).

Monospecific full length immunoglobulins that contain any point mutation introduced by engineering
for any reason anywhere (hinge, new glycan attachment site, mixed allelic variants which would not
occur in nature, altered complement binding, altered FcRn binding, altered Fc-gamma receptor binding,
etc.)

e.g. IGHG4 with S>P mutation, stabilized IgA

Group 3 -mig for multi-immunoglobulin
Bi- and multi-specific immunoglobulins regardless of the format, type or shape (full length, full length
plus, fragments)

Group 4 -ment for fragment
All monospecific domains, fragments of any kind, derived from an immunoglobulin variable domain
(all monospecific constructs that do not contain an Fc domain)

[1] Do not contain any amino acid differences with the native sequence (constant region amino acid
changes by comparison with the closest genomic C gene and allele).

Notel: Immunoglobulin fusions are only included in the monoclonal antibody nomenclature scheme if
both domains have immunoglobulin derived variable domains (eg. mAb fused with a cytokine is under
the -fusp nomenclature scheme).

Note2: Antibody-drug conjugates (ADC) also follow this new mAb nomenclature scheme and no special
suffix is added, as the second word indicates that the substance is a conjugate.
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Infixes

The mechanisms of monoclonal antibodies are complex, may be different for different indications may
and might not be completely understood during development. Therefore, the infix is assigned according to

the proposed known mode of action at the time of the INN request.

The changes for the new scheme are in green.

Infix Definition
-ami- serum amyloid protein (SAP)/amyloidosis (pre-
substem)
-ba- bacterial
-ci- cardiovascular
-de- metabolic or endocrine pathways
-eni- enzyme inhibition
-fung- fungal
-gro- skeletal muscle mass related growth factors and
receptors (pre-substem)?*
-ki- cytokine and cytokine receptor?
-ler- allergen
-sto-  immunostimulatory
-pru- immunosuppressive
-ne- neural
-0s- bone
-ta- tumour
-toxa- toxin
-vet- veterinary use (sub-stem)
-vi- viral
[1] At the 69th INN Consultation, the infix changed from -gros- to -gro- to avoid a conflict with the
infix -0s-.
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