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1. General introduction

The present guidelines on the use of INNs are intended as a general explanation of the INN selection
process. They have been developed for drug regulatory authorities for use in the marketing authorization/
registration of products, drug manufacturers who are requesting new INNs and those using INNs, patent
authorities/offices, trade-mark attorneys and trade-mark specialists, scientists, teachers, health
professionals, as well as any person interested in nomenclature,

1.1 General information on the INN system

An International Nonproprietary Name (INN) identifies a pharmaceutical substance or active
pharmaceutical ingredient by a unique name that is globally recognized and is public property. A
nonproprietary name is also known as a generic name.
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The INN system as it exists today was initiated in 1950 by a World Health Assembly resolution WHA3.11
and began operating in 1953, when the first list of International Nonproprietary Names for
pharmaceutical substances was published. The cumulative list of INNs now stands at some 7000 names
designated since that time, and this number is growing every year by some 120 - 150 new INNs.

Since its inception, the aim of the INN system has been to provide health professionals with a unigue and
universally available designated name to identify each pharmaceutical substance. The existence of an
international nomenclature for pharmaceutical substances, in the form of INNs, is important for the clear
identification, safe prescription and dispensing of medicines to patients, and for communication and
exchange of information among health professionals and scientists worldwide.

As unique names, INNs have to be distinctive in sound and spelling, and should not be liable to confusion
with other names in common use. To make INNs universally available they are formally placed by WHO
in the public domain, hence their designation as “nonproprietary”. They can be used without any
restriction whatsoever to identify pharmaceutical substances.

Another important feature of the INN system is that the names of pharmacologically-related substances
demonstrate their relationship by using a common “stem”. By the use of cormmon stems the medical
practitioner, the pharmacist, or anyone dealing with pharmaceutical products can recognize that the
substance belongs to a group of substances having similar pharmacological activity. For example all
iodine-containing contrast media are given the prefix jo-, while all B-adrenoreceptor antagonists the
suffix -olol. The use of stems is described later in more detail.

The extent of INN utilization is expanding with the increase in the number of names. Its wide application
and global recognition are also due to close coliaboration in the process of INN selection with numerous
national drug nomenclature bodies. The increasing coverage of the drug-name area by INNs has led to
the situation whereby the majority of pharmaceutical substances used today in medical practice are
designated by an INN. The use of INNs is already common in research and clinical documentation, while
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the importance of the programme is growing further due to expanding use of generic. names for
pharmaceutical products.

The names which are given the status of an INN are selected by the World Health Organization on the
advice of experts from the WHO Expert Advisory Panel on the International Pharmacopoeia and
Pharmaceutical Preparations. The process of INN selection follows three main steps:

B a request/application is made by the manufacturer or inventor,
W after a review of the request aproposed INN (prop. INN) is selected and published for comments,
W after a time-period for objections has lapsed, the name will obtain the status of a recommended
INN (rec. INN) and is published as such.
The procedures relating to each of these steps are described in the present document in full detail.

INNs are selected in principle only for single, well-defined substances that can be unequivocally
characterized by a chernical name (or formula). Itis the policy of the INN programme not to select names
for mixtures of substances, while substances that are not fully characterized are included in the INN
system in exceptional cases only. INNs are not selected for herbal substances (vegetable drugs) or for
homoeopathic products. It is aiso the policy of the INN programme not to select names for those
substances that have a long history of use for medical purposes under well-established names such as
those of alkaloids (e.g. morphine, codeine), or trivial chemical names (e.g. acetic acid).

The INN is usually designated for the active part of the molecule only, to avoid the multiplication of
entries in cases where several salts, esters, etc. are actually used. In such cases, the user of the INN has
to create a modified INN (INNM) himself ; mepyramine maleate (a salt of mepyramine with maleic acid)
is an example of an INNM. When the creation of an INNM would require the use of a long or
inconvenient name for the radical part of the INNM, the INN programme will select a short name for such
a radical (for example, mesilate for methanesulfonate),

Names of pharmaceutical preparations, such as used in pharmacopoieal monograph titles, usually
consist of two elements, the first designating the active substance (an INN is used here), and the other
designating the dosage form of the product. Rules for creating such names fall outside the INN
programme and are not discussed here.

In the process of INN selection, the rights of existing trade-mark owners are fully protected. If in the period
of four months following the publication of a proposed INN, a formal objection is filed by an interested
person who considers that the proposed INN is in conffict with an existing trade-mark, WHO will actively
pursue an arrangement to obtain a withdrawat of such an objection or will reconsider the proposed name.
As long as the objection exists, WHO will not published it as a recommended INN.-

With the growing number of INNs and trade-marks, the possibility of conflicts between the two has
gradually increased, even with full protection of the rights of existing trade-marks. The main source of
conflict is usually an attempt by a manufacturer to propose a new trade-mark containing stems
established in the INN programme. If protection is granted to such a name, this may diminish the freedom
of the INN programme in selecting further INNs in the same series of substances. To prevent such
occurrences, the matter was taken up in a resolution of the World Health Assembly WHA46.79. This
issue is discussed in more detail in section 4.

Further background information on the INN programme may be found in Annex 1.

1.2 Use of INNs

Nonproprietary names are intended for use in pharmacopoeias, labelling, product infromation,
advertising and other promotional material, drug regulation and scientific literature, and as a basis for
product names, e.g. for generics. Their use is normally required by national or, as in the case of the
European Community, by international legislation. As a restult of ongoing collaboration, national names
such as British Approved Names (BAN), Dénominations Communes Frangaises (DCF), Japanese Adopted
Names (JAN) and United States Accepted Names (LISAN) are nowadays, with rare exceptions, identical
to the INNs.
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Some countries have defined the minimum size of characters in which the generic nonproprietary name
must be printed under the trade-mark labelling and advertising, In several countries the generic name
rmust appear prominently in type at least half the size of that used for the proprietary or brand-name. In
some countries it has to appear larger than the trade-mark name. Certain countries have even gone so far
as to abolish trade-marks within the public sector.

To avoid confusion, which could jeopardize the safety of patients, trade-marks cannot be derived from
INNs and, in particular, must include their common stems, As already menitoned the selection of further
names within a series will be seriously hindered by the use of a common stem in a brand-name.

2. Elements in the INN system

2.1 Proposed INNs

The selection of a new INN relies on a a strict procedure. Upon receipt of an INN request form, the WHO
Secretariat examines the suggested names for conformity with the general rules, for similarities with
published INNs and potential conflicts with existing names, including published INNs and trademarks.
A note summarizing the result of these checks is added and the request is subsequently forwarded to the
INN experts for comments, Once all experts agree upon one name, the applicant is informed of the
selected name.

Newly selected, proposed INNs are then published in WHO Drug Information, which indicates a
deadline for a 4-month objection period. This period is allowed for comments and/or objections to the
published names to be raised. The reasons for any objection must be stated clearly and these will be
evaluated by the experts for further action. Users are invited to refrain from using the proposed name until
it becomes a recommended INN, in order to avoid confusion should the name be maodified.

Two lists of proposed INNs are published yearly. An example is set out below.

actdum locanlidleum (122)

locantidic {121 acid 15-(p["*#Jiodophenyl)pentadecansic acid
radiodiagnostic agent

acida iocanlidiqua {1¥3) acida 15-{4-['B(jiodophényl)pentadécanaique
produit & usage radicdiagnostique

acido icpanlidico (1291) acido 15-(p'%liodotenilipentadecanoico
agente de radiodiagndstioo

CyHg'™®I0,  74858:17-7

/@/\/\/\/\/\/\/\/COEH
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2.2 Recommended INNs

The final stage of the selection process is the recommended INN. Once a name has been published as a
recommended INN it wilt not normally be modified further and is ready for use in labelling, publications,
on drug information. It will serve to identify the active pharmaceutical substance during its life-time
worldwide. Since the name is available in the public domain it may be used freely. However, it should
not be registered as a trademark since this would prevent its use by other parties (see also chapter 4.).

Recommended INNs are published in the WHQ Drug Information as a consequence of the objection
procedure applied to proposed INNs (see 2.1 above). As from 1997, two lists of proposed INNs are
published yearly and as from list 37 of recommended INNs, graphic formulae are also included for better
identification of the substances.
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An example of an entry in the list may be found below:

agomalatinum

agamelatineg M[2-(7-mathoxy-1-naphthyl)ethyljacetamide
agomaélatine N-{2-(7-méthoxynaphtalén-1-yhéthyllacétamide
agomelatina N[2-(7-metoxi-1-naftil)etilacetamida
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2,3 Names for radicals and groups

During the 1975 meeting on Nonproprietary Names for Pharmaceutical Substances the experts discussed
the issue of INNs for salts and esters and noted that requests had frequently been received for INNs for
salts, esters, or combination products of substances for which INNs already existed. At that time, the
experts decided that INNs for the simple sait and esters should be devised from the INN in conformity with
normal chemical practice.

Some of the radicals and groups involved are, however, of such complex composition that it makes it
inconvenient to use the chemical nomenclature. It was thus decided that in such cases, shorter
nonproprietary names are selected for these inactive moieties and published in proposed lists under the
title “Names for Radicals and Groups”. Separate names for salts and esters derived from this procedure
are not published. If a “radical and group name” is used in conjunction with an INN, they are referred to
as International Nonproprietary Name (Maodified) or INNM.,

A comprehensive list of radicals and groups may be obtained from the Distribution and Sales unit or the
INN Secretariat (INNs: Names for radicals and groups, combined summary list, WHO/PHARM 5/NOM
1506, updated regularly).

2.4 Modified INNs (INNMs)

In principle, INNs are selected only for the active part of the molecule which is usually the base, acid or
alcohol. In spme cases, however, the active molecules need to be expanded for various reasons, such as
formulation purposes, bioavailability or absorption rate. in 1975 the experts designated for the sefection
of INN decided to adopt a new policy for naming such molecules. In future, names for different salts or
esters of the same active substance should differ only with regard to the inactive moiety of the molecule.
For example, oxacillin and ibufenac are INNs and their salts are named oxacillin sodium and ibufenac
sodium. The latter are called modified INNs (INNMs).

Before the existence of this rule, some INNs were published for salts. [n such cases, the term “modified
INN" may also be used for a base or acid. For example, fevothyroxine sodium was published as an INN
and levothyroxine may thus be referred to as an INNM,

Please see also chapter 2.4 for radicals and groups (see also 2.4) which are used in conjunction with INNs
and which are also referred to as INNM.

2.5 Cumuiative jist

All names selected as proposed and recommended INNs are published in a Cumulative list, which is
updated periodically. The generic names are presented in alphabetical order by Latin name. Each entry
includes:
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equivalent nonproprietary names: in Latin, English, French, Russian and Spanish;

a reference to the INN fist in which the name was originally proposed or recommended, or fast
amended: '

reference to names of substances that have been abandoned or never been marketed:
reference to national nonproprietary names;

reference to pharmacopoeial monographs or similar official references:

reference to names issued by the International Organization for Standardization (150);
reference to the Convention of Psychotropic Substances, if applicable;

reference to the List of Narcotic Drugs under International Control, if applicable;

the molecular forrmulz;

its Chemical Abstracts Service (CAS) number.

The layout for information contained in the Cumulative list of INNs is as follows:

() Request numter

List of proposed INN Abbreviations far national
(&) List of narnes identical to the INN
recommended*®
INN INN it English MM im French.
INN in Latin &y
| :
0625 G804 paracetamolum 1 paracetamal paragétamet
BAN BPC CHP CSP DCF EP' INCP napausTamon paracetamel
IP MXP USSRP YP
use ACETAMINGPHEN
JP AGETAMINOPHENLIM
DeIT PARACETAMOLD
i 1£3-90-2 CaHs NO,
INM in Russi i i
CAS registry number in Russian INN in Spanish
National aame(s) Mualecular formula

dittering from the INN
{abbreviation for source of ngme (left),
and name {right))

* Anasteriskin plage of a recommended list number signifies that an objection has been raised to
the proposed name.

Note: Cross-references are provided for entries corresponding to (a) English,
French and Spanish INN that appear in different alphabetical positions
from the Latin INN and (b) national names that differ from the INN.
Entries for (a) are printed in lower-case letters (as in the example of
aceburic acid, below) while entries for (b) are printed in capitals (asin the
examples of ACEBUTOLOL HYDROCHLORIDE and ACEBUTO-

LOLO).
English INN Cross-reterence to Latin INN
3377 L. aceburig acid —. acidum acaburicum
3295 — ACEBUTOLOL HYDROGHLORIDE — gcebulololum
3295 |—— ACEBUTOLOLO — acebutolelum

National namea(s)
differing from the INN
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3. Principles for selection of INNs

3.7 General rules

General rules were established at the beginning of the INN programme in order to guide the members of
the INN committee and to allow health professionals to understand the rationale for a number of new
names. At first, some countries used shortened chemical names as generic names, but this system was
found to be very limited, since many molecules contain similar elements and groups, such as phenol,

chlor, methy! or benzene-rings, in their chemical structures. In addition, a name that indicates
relationship to a group of pharmacological similarly-acting substances is more meaningful to users.

In its Twentieth Report (WHO Technical Report Series, No. 581, 1975), the WHO Expert Committee on
Nonproprietary Names for Pharmaceutical Substances reviewed the general principles for devising, and
the procedures for selecting, international nonproprietary names (INN) in the light of developments in
pharmaceutical compounds over the years. The current version of the General principles for guidance in
devising international nonproprietary names for pharmaceutical substances is reproduced in Annex 2.

.2 Use of stems

Usually, an INN consists of a random, fantasy prefix and a common stem; substances belonging to a group
of pharmacologically related substances show their relationship by the use of a common stem. Sometimes
sub-stems are established to differentiate between different related groups of substances, e.g. -ofof for b-
adrenoreceptor antagonists and antihypertensives, -teplase for tissue-type-plasminogen activators and -
uplase for urokinase-type-plasminogen activators.

A list of common stems used in the selection of INNs may be found in Annex 3.

J.3 Slereoisomers

An INN for a new chemical entity does not routinely specify the stereoisomeric state of the molecule in
the nonproprietary name. If the stereochemistry has been determined, then this information is presented
in the chemical name(s) to identify the substance. An INN can, therefore, identify the racemic mixture
{e.g. ibuprofen, tetramisole), the levo- isomer (e.g. amifostine, lofentanil, prenalterol, remoxipride,
quadazocine), or the dextro form (e.g. butopamine). Subsequently if an INN is needed for a different
enantiomer or for the racemic form, the following prefixes should be added to the existing INN:

(a) For the levo form, the lev-Alevo- prefix is used, e.g. levocarnitine, levamisole.
(b) For the dextro form, the dex- prefix is used, e.g. dexamisole, dexibuprofen.
(c) For the racemic form, the rac-/race- prefix is used, e.g. racepinefrine.

7.4 Radioactive compounds
A name for a drug substance containing a radioactive atom should list, in the following order:

) the name of the substance containing the radioactive atom,
) the isotope number,

) the element symbol, and

4) the name of the carrier agent, if any,

1
2
3

(
(
(
(

e.g. cyanocobalamin (% Co), technetium (** Tc) bicisate, technetium (%™ T¢) sestamibi.

3.5 Specific groups of biological compounds

Because of the complexity of certain new types of pharmaceutical products, such as compounds
produced by biotechnology, general rulas are not always easily formulated. Some of these substances
may already have descriptive names assigned by other institutions such as the International Union of
Biochemistry (IUB), International Union of Pure and Applied Chemistry (IUPAC), Joint Commission on
Biochemical Nomenclature JCBN). These names may not be suitable as INNs.




WHO/PHARMS/NOM 1570

Annex 4 summarizes nomenclature schemes for groups of biological compounds

(for details and examples please also see document WHO/PHARM 5/NOM 135: The use of comman stems
in the selection of international nonproprietary names (INN) for pharmaceutical substances, updated
regularly).

4. Protection of INNs

Lists of both proposed and recommended INNs are sent together with a note verbale by the Director-
General to WHO Member States (at present 191), to national pharmacopoeia commissions and 1o other
bodies designated by Member States. In his note verbale, the Director-General of the World Health
Organization requests that Member States should take such steps as are necessary to prevent the
acquisition of proprietary rights on the name, including prohibiting registration of the name as a
tradename.

Over the years, the need to maintain the integrity of the INN system has become urgent. This is reflected
in the following extract from the Fifth Report of the WHO Expert Committee on the Use of Essential Drugs
which met in November 1991

“The procedure for selecting INNs allows manufacturers to contest names that are either
identical or similar to their licensed trade marks. In contrast, trade mark applications are
disallowed, in accordance with the present procedure, only when they are identical to an INN.A
case for increased protection of INNs is now apparent as a result of competitive promotion of
products no longer protected by patents. Rather than marketing these products under generic
name, many companies apply for a trade mark derived from an INN and, in particular, including
the INN common stem. This practice endangers the principle that INNs are public property; it can
frustrate the rational selection of further INNs for refated substances, and it will ultimately
compromise the safety of patients by promoting confusion in drug nomenclature.”

These concerns were debated during the sixth International Conference of Drug Regulatory Authorities
(ICDRA), in Ottawa, in October 1991,

Based on recommendations made by the WHO Expert Committee on the use of Essential Drugs the
resolution WHA46.19 on Nonproprietary Names for pharmaceutical substances was adopted in May,
1993 during the Forty-sixth World Health Assembly requesting Member States to:

B “enact rules or regulations, as necessary, to ensure that international nonproprietary names (or
the equivalent nationally approved generic nam used in the labelling and advertising of
pharmaceutical products are always displayed prominently;

B to encourage manufacturers to rely on their corporate name and the international
nonproprietary names, rather than on trade-marks, to promote and market multisource products
introduced after patent expiration;

M to develop policy guidelines on the use and protection of international nonproprietary
names,and to discourage the use of names derived from INNs, and particularly names including
established INN stems as trade-marks.”

In the Director General’s note verbale attention is drawn to this resolution concerning the use and
protection of International Nonproprietary Names (INNs).
The full text of the resolution is reproduced in Annex 5.

As a matter of principle, it may thus be recommended that trade marks should not be derived from INNs,
In particular, the intentional incorporation of meaningful INN stems in trade marks should be avoided.

Similarly, inclusion of elements from biochemical nomenclature (like -feron from interferon, or -leukin
from interleukin) in trade marks in anticipation is discouraged since these elements are likely to be utilized
as stems within the INN nomenclature. Their inclusion in trade marks could pre-empt the logical
development of the INN nomenclature.

' WHO Technical Report Series, Mo, 825, 1992,
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In accordance with resolution WHA46.19, registration of an INN together with a firm’s name is perfectly
acceptable, as long as it does not prevent another manufacturer from using the same approach.

5. How to apply for an INN

5.1 Procedure for sefection of INNs

The selection of INNs is based on the Procedure for selection of international nonproprietary names for
pharmaceutical substances. The text adopted is set out in World Health Assembly resolution WHA3.11
(Text adopted by the Executive Board of WHO in resolution EB15.R7 (Off. Rec. Wid Health Org., 1955,
60, 3) and amended by the Board in resolution EB43.R9 (Off. Rec. Wid Hith Org., 1969,173, 10).]. The
application/request form for INN is attached as Annex 6 in its updated version.

In countries with national nomenclature commissions, applications for international nonproprietary
names should be made through the national authorities (addresses - see Annex 7). In countries without
a national nomenclature commission, requests for INNs may be forwarded directly to WHQO.
Applications for INNs should be addressed to:

Secretary of the INN Programme
Quality Assurance - INNs
Drug Management and Policies
World Health Organization
20, Avenue Appia
CH-1211 Geneva 27
internet: koppkubels@who.ch
Fax : +4122792107 46
Tel. : +41 22791 36 36/36 60

5.2 INN request form

Before a suggested name can be evaluated by the INN Secretariat, complete information must be
provided on a request form to facilitate uniform handling of the data and to assure that pertinent items
have notbeen omitted. Itis important that the information is as comprehensive as possible. If parts of this
information are missing or explanations are unclear or incomplete, the INN Secretariat will request the
applicant to furnish the missing data. This can result in delay because 5e[ect10n of an INN requires the
availability of all relevant information to the INN experts.

The following explanations will help applicants to complete the INN form. If additional information is
needed, an applicant may contact the INN Secretariat at the World Health Organization, DMP/QAS, 20
Avenue Appia, CH-1211 Geneva 27, Switzerland. (Telephone: +41/22/791 36.36/36.60. Facsimile:
+41/22/791.07.46. Internet: koppkubels@who.ch).

Suggested names in order of preference

An applicant may make 3 suggestions for an INN relating to the acid, base or alcohol of a specific
chemical entity under investigation. The suggested name should be a single word and notinconveniently
fong.

Nonproprietary names are developed by a system that relates compounds with chemical,
pharmacological or therapeutic similarity. Therefore, whenever justified, the suggested name must
incorporate the established common stem. A list of stems may be found in the document entitled The use
of common stems in the selection of international nonproprietary names (INN) for pharmaceutical
substances (WHO/PHARM S/NOM 15) which is updated reguiarly.

Occasionally stems require modification. For example, some drugs inhibit a-adreno-receptors as well as
f-adrenoreceptors and exhibit a specific structural variation fromn the “-olol” prototype. Accordingly, for
this type of drug, the stem was modified by one letter to “-alol”. This change introduces a nuance in the

8
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naming of related groups of drugs that may not be apparent to every observer but would be understood
by someone familiar with the naming conventions of the f-adrenoreceptor antagonists and related
cormpounds. The important point is that similar compounds have a common element in the name that
imparts useful information.

It is imperative that the newly suggested name does not conflict with existing chemical names, other
nonproprietary names or trade-marks. Therefore, the INN Secretariat requests the applicant to verify the
absence of conflicts with existing chemical names, common names for insecticides, other nonproprietary
names, and trade-marks. Some firms routinely perform exhaustive searches for possible conilicts with a
suggested INN and for pharmacologically and chemically related compounds with already assigned
INNs; the INN Secretariat would appreciate receiving this information to avoid search duplication,

Chemical name and description

Chemical information should be as complete and as current as possible. Information on stereochemistry
should be included if known. The chemical names will be in accordance with the nomenclature rules of
the International Union of Pure and Applied Chemistry (IUPAC; as interpreted by the Chemical Abstracts
Service (8th collective period); the Chemical Abstracts Index names in their current style may also be
included as additional information. The chemical name provided by the manufacturer is reviewed for
accuracy and to confirm that its construction follows accepted chemical nomenclature rules.

A description is used to identify a substance that is insufficiently defined to be assigned an IUPAC and CAS
chemical name. This description will be superseded by the chemical name when the drug substance is
fully characterized.

Precautions are taken to ensure confidentiality of the material submitted to WHO, but an applicant
should not atternpt to obtain an INN before all patent procedures are completed and until full chemical
information can be made available to WHQ.

Graphic formula

Without a graphic formula, it may be difficult to determine if an INN already exists. In addition, the
graphic formula is necessary to relate the new drug to existing compounds in the same chemical family.
Guidelines for drawing structures may be found in the document entitled Graphic representation of
chemical formulae in the publications of International Nonproprietary Names for pharmaceutical
substances (WHO/PHARM/95.579), available from the INN Secretariat upon request.

Molecular formula

A one-line molecular formula constructed in accordance with accepted chemical practices should be
supplied. The molecular formulas should be given in the following manner, e.g. C, H, N,.

Chemical Abstracts Service (CAS) registry number

If a CAS5 registry number has been assigned to @ new compound before it is submitted to the INN
Secretariat, the number should be included on the form. If no number has yet been assigned, the
manufacturer should obtain the CAS registry number from Chemical Abstracts Services for publication in
the INN lists. Proof of the entry will be required.

Tradenames (known or contemplated)

If a trade-mark has been issued for the drug, it should be entered on the form. Llist any national or
international trade-marks (and manufacturers) and the name of the country where the trade-mark is
registered,
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Any ather name or code

Sometimes, long before a nonproprietary name or a trade-mark has been selected for a new compound,
it may acquire a trivial name that has been used in the laboratory and scientific literature. The INN
Secretariat would like to be made aware of such names but requests manufacturers not to create, use, or
in any way encourage the creation of trivial names for new drugs. The fact that a trivial name has become
accepted in the literature will not ensure its adoption as a nonproprietary name and may only cause
confusion when an official nonproprietary name is selected. 1t is therefore recommended to use codes
before the publication of a recommended nonproprietary name and indicate these on the request form
to the INN Secretariat as an additional reference.

Principal therapeutic use(s} and posology

It is important to know the therapeutic category for the new compound as such information may
determine the stem selected for the nonproprietary name. Pertinent reprints presenting evidence of the
claimed therapeutic use should be included with the application (for terminology, please see
Pharmacological Action and Therapeutic Use of Drugs, a list of terms, English/French/Spanish, 1996
{PHARM/96.320).

Pharmacelogical action

The pharmacological action should be explained in as much detail as possible, since it may also influence
the stern selected for the compound. Again, pertinent reprints must be included to support the claimed
action (for terminology, please see above).

Verso side of request form

Date of clinical trial

As a general guide, the development of a drug should progress up to the point of clinical trials (phase II)
before an application is submitted to the INN Secretariat for name selection. An approximate date when
clinical trials began is requested. The intent of this request is to assure that clinical trials are under way.
It is the belief that if a drug has entered clinical trials, there is a reasonable expectation that it will be
marketed and thus the name selected will have been developed for that need and purpose.

In case the development is stopped, the manufacturer should inform the INN Secretariat as soon as
possible, in order to halt the selection process.
Availability of suggested names

The originator of the INN request confirms with his signature that the suggestion is made on the
understanding that, insofar as is known, none of the suggested names are either registered or pending
registration.
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Permission to publish the CAS registry number

The applicant herewith confirms that the CAS registry number sent to the INN Secretariat is correct and
may be used in the INN lists.

Additional comments

This section allows the applicant to give additional comments and/or information,

6. References for supporting material

Documents:

W The use of common stems in the selection of international nonproprietary names (INN) f o r
pharmaceutical substances (WHO/PHARM S/NOM 15) INN Programme, WHOQ, Geneva -
updated regularly

B Craphic representation of chemical formulae in the publications of international nonproprietary
names (INN) for pharmaceutical substances (WHQ/PHARM/95.579), INN Programme, WHO,
Geneva

B Pharmacological Action and Therapeutic Use of Drugs, list of terms, English/French Spanish,
1996, (PHARM/96.320), WHQ, Geneva

W /NNs: Names for radicals and groups, combined summary list WHO/PHARM S/NOM1506, INN
Programme, WHO, Geneva - updated regularly

W Definition of INNs for Substances Prepared by Biotechnology, PHARM S/NOM 1348,INN
Programrme, WHO, Geneva

Publications:

B Cumulative List of INNs, No. 9, 1996, WHQO, Geneva
B WHQO Drug Information (quarterly journal published by the World Health Organization)
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