
Insight 

ATC code applications 

An Anatomical Therapeu c Classifica on (ATC) code is a set of 6 

le ers and numbers issued by the World Health Organisa on 

(WHO) that iden fies and classifies an ac ve substance accord-

ing to its therapeu c use.  

Prior to submi ng an MAA, an ATC code applica on should be 

submi ed. The procedure is straigh orward, and there is no 

fee, however there are some key considera ons. 

Timing 

In order to limit the number of ATC codes granted to ac ve sub-

stances that are not subsequently marketed, an ATC code appli-

ca on should be submi ed only when the submission date of 

the MAA is known, taking into account that the WHO ATC code 

commi ee meet twice yearly, in March and October. Premature 

applica ons will be rejected by WHO. 

Generally, submission of an applica on two mee ngs prior to 

the intended MAA submission date is likely to be accepted.  

The deadlines for submission are published on the WHO web-

site, and are approximately 2 months before each mee ng. 

Documenta on 

The applica on documents are an applica on form (completed 

online), a jus fica on document. 

The jus fica on document should include: 

 Chemical structure and rela onship to similar drugs 

 Pharmacology and mechanism of ac on and rela on-
ships to similar drugs 

 Main indica on as shown in the product informa on in 
major countries where it is licensed or submi ed for li-
censing 

 Other indica ons which are licensed or for which licens-
ing is proposed in the future 

 Proposed ATC classifica on with jus fica on based on 
the evidence submi ed 

 Status concerning marke ng authorisa on 

 Informa on about therapeu c use, if available 
 

Whilst not required for an ATC code applica on, it is advisa-

ble to have a dra  SmPC in place at the point at which the 

ATC code applica on is submi ed to ensure the intended 

indica on is precisely described and harmonised through-

out company documenta on moving forward. 

Procedure 

The applica on is submi ed online by a aching the jus fi-

ca on document to the online applica on form. 

Confirma on of receipt will then be issued by WHO (by e-

mail only) and within 6-8 weeks, a dra  ATC code is usually 

assigned. 

The dra  ATC code is then approved at the next working 

group mee ng and published on the website, together with 

a deadline for receipt of objec ons. Any objec ons re-

ceived are discussed at the next Working Group mee ng at 

which point either the dra  ATC code is made final, or in 

the event of objec ons being upheld, a new ATC code is 

published and a deadline for new objec ons set.  

If the drug substance is difficult to classify, the dra  code 

may be discussed at the Working group mee ng before 

being issued to the applicant. 

Once the ATC code is considered final, it is published on the 

WHO website and publica on and the applicant no fied by 

e-mail. 

Insights 

 The applica on should be submi ed two Working 

Group mee ngs before the planned MAA submis-

sion date, although it is possible to submit an MAA 

whilst the ATC code applica on is under review. 

 Whilst this is a rela vely straigh orward process, 

the jus fica on document should be well wri en 

because there is no opportunity for clarifica on or 

presenta on of addi onal informa on.  

 

ATC = Anatomical Therapeutic Classifica on   


