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In this Issue Human Medicines
Change to local 
representative details  

The HPRA wishes to advise MA 
holders that for nationally approved 
products, if the details of the local 
representative are being amended 
an updated package leaflet with the 
new details can be submitted at the 
next regulatory opportunity involving 
a change in the product information. 
There is no requirement to submit 
a specific article 61(3) notification 
for this change. For products 
approved through the centralised 
procedure the MAH should contact 
the EMA, and for products approved 
through the Mutual Recognition or 
Decentralised procedures the MAH 
is advised to contact the reference 
member state. The HPRA Guide 
to Labels and Leaflets of Human 
Medicines has been updated 
accordingly and is available on  
our website www.hpra.ie.  

http://www.hpra.ie
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The HPRA has recently commenced 
publishing ATC codes on the ‘Find a 
medicine’ webpage for each medicine.  
This information may be useful when 
searching for individual medicines or 
classes of medicines.   

The Anatomical Therapeutic Chemical 
(ATC) Classification is an internationally 
accepted classification system for 
medicines that is maintained by the 
World Health Organisation (WHO).  
The WHO assigns ATC codes to 
all active substances contained in 
medicines based on the therapeutic 
indication for the medicine. Using 
the ATC code, active substances are 
classified in groups at five different 
levels according to the organ or system 
on which they act and their therapeutic, 
pharmacological and chemical 
properties.  

Where the relevant information is 
available, a full ATC code will have 
7 elements made up of letters and 
numbers. For example, the ATC 
code for a medicine containing the 
active substance omeprazole for the 
treatment of acid reflux and ulcers in 
the gut is A02BC01. All medicines 
containing omeprazole as a single 
active substance are given the ATC 
code A02BC01. Medicines containing 
omeprazole and one or more active 
substances are given a separate but 
related ATC code.

 In some cases, an ATC code is partially 
assigned with a reduced number of 
elements, and in other cases an ATC 
code is not assigned. 

The ATC code records held by the 
HPRA have been reviewed and 
updated where necessary, and 
available on the website. A short 
explanatory document on the ATC 
code has also been published. The 
Summary of Product Characteristics 
(SmPCs) have not been updated, but 
where necessary, these can be updated 
by the marketing authorisation holder 
at the next regulatory action. The ATC 
code for new products will be reviewed 
at the time of authorisation.    

Queries concerning the ATC code can 
be submitted to atc@hpra.ie  

Further information on ATC codes is 
available from the WHO website.  

 

Human Medicines

ATC (Anatomical Therapeutic Chemical) 
Codes

The full operation of the European 
Medicines Agency’s (EMA) Medical 
Literature Monitoring (MLM) service 
was launched on 1st September 
2015, following an initial phase which 
began on the 1st July 2015, previously 
highlighted in HPRA Medicinal Products 
Newsletter Issue 50. As a result of 
Directive 2010/84/EU there is a legal 
requirement for EMA to monitor 
selected medical literature sources for 
reports of suspected adverse reactions 
containing certain active substances and 
to enter individual case safety reports 
(ICSRs) into the EU adverse reaction 
database (EudraVigilance). This aims to 
improve safety monitoring of medicines 
and reduce the administrative burden 
on Marketing Authorisation Holders 
(MAHs). MAHs will have access to up-
to-date results of MLM activities and 

ICSRs generated for selected medicinal 
products. The service aims to benefit 
the maximum number of companies by 
focusing on established substances, i.e. 
those substances in multiple medication 
products. 300 chemical and 100 herbal 
substance groups are covered by the 
scope of the service.

The EMA has created a dedicated 
webpage for information related to 
MLM services (available on www.ema.
europa.eu). This webpage includes the 
list of active substances that will be 
covered by its new literature monitoring 
service and a reference to the journals 
that will be covered by the service, as 
well as a detailed guide, a training video 
and a document detailing the inclusion 
and exclusion criteria to be used when 
screening the literature. 

As previously advised, MAHs should 
review the information published by 
EMA and consider the impact for their 
business processes. MAHs should 
particularly note the provisions set out 
in Article 107(3) of Directive 2001/83/
EC which removes the requirement for 
MAHs to report ICSRs from the listed 
medical literature and  associated 
with the relevant active substances 
to the EudraVigilance database, or 
to concerned national competent 
authorities such as the HPRA. All other 
appropriate medical literature should 
continue to be monitored and any 
suspected adverse reactions reported 
in the usual way. Visit the EMA website 
www.ema.europa.eu for relevant 
updates and publications relating to 
MLM services. 

Medical Literature Monitoring by the EMA 
– Full Service Launched

http://www.whocc.no/atc_ddd_index/
http://www.ema.europa.eu
http://www.ema.europa.eu
http://www.ema.europa.eu
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Veterinary Medicines

On the 11th August 2015 the European 
Medicines Agency (EMA) published 
an updated version of GVP Module 
IV on Audits. This update included a 
clarification on the definition of what 
constitutes an audit. 

In addition, a public consultation was 
launched for revision 2 of GVP Module 
VIII and its Addendum on Post-
authorisation safety studies (PASS).  

This revision aims to clarify  
the link between the legislation on 
non-interventional PASS and categories 
1-4 of non-interventional PASS for 
risk management planning, and to 
update procedural and transmission 
requirements.

All documents and relevant information 
are available on the EMA website 
www.ema.europa.eu. 

Updates to Good Vigilance Practice (GVP) 
Guidelines
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From 1st July 2015 the use of 
electronic application forms (eAFs) 
is now mandatory for veterinary 
centralised procedure applications 
(initial MAAs, variations, renewals). 
Forms can be downloaded from the 
electronic Application Forms (eAF) 
website.

The same content is reflected in the 
electronic forms as was previously in 
the paper based versions but offer 
users a more structured process.

It is also recommended to use the 
published eAFs for Dentralised, Mutual 
Recognition and National procedures 
although this is not mandatory until 
January 2016.

The Use of Electronic Application forms 
for Veterinary Centralised procedure 
applications

http://www.ema.europa.eu
http://esubmission.ema.europa.eu/eaf/index.html
http://esubmission.ema.europa.eu/eaf/index.html


Veterinary Medicines

Further to the survey conducted by 
the Veterinary Sciences Department 
earlier this summer on the above, we 
received a 50% response rate from the 
companies surveyed. It appears that the 
following are the key attributes when 
choosing a RMS, given in the order of 
ranking:

1. Good lines of communication

2. Openness to meet and provide 
advice

3. Availability of pertinent advice on the 
procedure

4. Ability / track record of the RMS in 
defending products

5. Adherence to timelines

6. Ease of booking procedures for 
assessment, especially at short notice

7. Quality of assessment

8. Efficiency of issuing authorisations

9. Range of technical expertise 
available in the RMS

10.Cost of applications

We are pleased that you rated the 
HPRA well in your experience where 
the HPRA acted as a RMS for one of 
your products. The reasons given, in the 
order of ranking, were as follows:

1. Open lines of communication

2. Availability to take on the work of 
RMS

3. Helpfulness of HPRA personnel in 
meeting your needs

4. Speed of response to queries

5. Openness to meet and provide 
advice 

6. Efficiency of issuing authorisations

7. Openness to help reduce 
administrative burden where possible

8. Providing guidance on the website. 

Areas flagged as opportunities for 
improvement were in relation to 
simplifying the fee structure and in 
reducing fees overall. 

We will reflect on the outcome of 
the survey, particularly in relation to 
the fees, but must point out that the 
veterinary fee structure is linked to 
that of human medicines and that a 
fundamental review of the fee structure 
cannot take place before 2016.  
In the meantime, we are seeking to 
simplify certain fee categories.  
We hope to continue to serve the 
needs of stakeholders who choose the 
HPRA as RMS in the coming years, and 
would encourage you to consider the 
HPRA in the future. Please contact Ms. 
Elaine Hynes, Planning & Authorisation 
Manager, (elaine.hynes@hpra.ie) if you 
have further queries or advice for us.

Feedback on Survey on choice  
of Reference Member State 

Compliance

The theft or unaccounted loss of 
controlled drugs and precursor 
chemicals (scheduled substances) 
in any form, for example, active 
substances, intermediates, bulk 
product or finished medicinal product, 
must be reported to the HPRA.  
 

In order to facilitate the notification of 
same, the HPRA has developed form 
‘Report of Theft or Unaccounted Loss 
of Controlled Drugs and Precursor 
Chemicals’. This form can be found on 
the HPRA website under Controlled 
Substances.  

 

If a theft or unaccounted loss of a 
controlled drug or precursor chemical 
has occurred the completed form must 
be sent to controlleddrugs@hpra.ie.  

It is important to note that any 
suspected theft should also be 
reported to An Garda Síochána in  
the first instance.

Reporting the theft or unaccounted loss  
of controlled drugs and precursor 
chemicals to the HPRA
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http://http://www.hpra.ie/homepage/about-us/publications-forms/forms-applications/item?id=a5b80326-9782-6eee-9b55-ff00008c97d0 


Compliance

Proposals for two new European 
Regulations for medical devices are 
currently under discussion and are  
due to be finalised in the near future.  
They are: 

• ‘Proposal for a Regulation of the 
European Parliament and of the 
Council on medical devices and 
amending Directive 2001/83/EC, 
Regulation (EC) No 178/2002 and 
Regulation 1223/2009’.  
Ref - COM (2012) 542 

• ‘Proposal for a Regulation of the 
European Parliament and of the 
Council on in vitro diagnostic 
medical devices’.  
Ref - COM (2012) 541 

Once in force, these two regulations 
will replace the current European 
Directives for medical devices; Council 
Directives 90/385/EEC and 93/42/EEC 
and 98/79/EC. 

The HPRA is responsible for monitoring 
the safety and performance of 
medical devices in Ireland throughout 
their lifecycle. In its role as market 
surveillance authority, the HPRA 
monitors medical devices after they 
are placed on the market and currently 
conduct audits at medical device 
manufacturing facilities, amongst 
other regulatory activities in this 
area. The Regulations will introduce 
new requirements and obligations 
for all economic operators, including 
distributors. As such, the HPRA will be 
required to monitor the compliance 
of medical device distributors with 
the requirements laid down in the 
Regulations, which are anticipated to 
essentially constitute Good Distribution 
Practice (GDP) for medical devices.  

 

Prior to the adoption and 
implementation of the new 
Regulations, the HPRA would like  
to invite distributors of medical  
devices to participate in a pilot 
inspection programme. The intention 
of this series of inspections is to 
promote compliance by facilitating 
distributors in gaining feedback on 
the standard of GDP within their 
facilities as well as an opportunity 
for HPRA to gain an understanding 
of current industry practices. The 
inspections would be fact-finding and 
the outcomes presented to participants 
as ‘opportunities for improvement’ 
in terms of future requirements for 
distributors upon implementation of 
the new Regulations. There will be no 
fee charged for the pilot inspections.

Should you wish to participate or  
if you have any questions please 
contact compliance@hpra.ie by  
09 October 2015. 

Pilot Inspection Programme for 
Distributors of Medical Devices

In its role as competent authority for 
the regulation of cosmetic products 
in Ireland, the HPRA plans to host 
information evenings on the European 
Cosmetic Regulations for smaller 
and emerging manufacturers and 
distributors of cosmetic products. 
These information evenings, which 
are free to attend, will consist of 
presentations outlining the European 
Regulations and there will be an 
opportunity to meet with HPRA 
representatives on a one to one  
basis to answer questions. 

The information evenings are open 
to anyone who makes, distributes or 
sells cosmetic products (examples 
include: soaps, moisturising creams, 
shampoos, cosmetic tanning products, 
deodorants, hair dyes, toothpaste, 
make-up).

The information evenings will be held 
on the following dates and locations:

- 6 October 2015 , 18:30 -21:00 
Hibernian Hotel, Mallow, Cork

- 15 October 2015, 18:30 -21:00  
The Connacht Hotel, Galway

Registration in advance of the events is 
required. More information on location 
and how to register are available on 
our website www.hpra.ie

HPRA to host regulatory information 
evenings around Ireland for smaller 
and emerging cosmetics companies 
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