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Medicine packaging pictograms in the 
context of the electronic product 
information (ePI) proposal
Violeta Getova    ,1,2 Ilko Getov    3

Contemporary drug regulations and phar-
macovigilance have to search constantly 
for innovative ways to improve the quality 
of drug safety information offered to the 
public, patients and medical specialists. 
The problem of reliability of information 
is well known in healthcare, and has 
become especially current in the age of the 
internet and COVID- 19.1 During the last 
decade, many approaches have been 
adopted in order to assist both patients 
and healthcare specialists in matters 
regarding medicinal products. One recent 
example is the development of the Medical 
Terms Simplifier introduced by the Euro-
pean Medcines Agency (EMA) following 
the inclusion of patients in the sponta-
neous reporting of adverse drug reactions 
in 2012 and the introduction of ad hoc 
public hearings during referrals of drug 
safety in 2017. It is a compilation of terms 
to be used in delivery of user- friendly drug 
information.2 All this points to greater 
patient involvement in treatment 
decisions.

To benefit from these tools, patient 
awareness and compliance with treat-
ment is key. A study conducted in Bulgaria 
showed that those using medicine on a 
daily basis were less informed on adverse 
drug reactions than respondents who 
used medicines only occasionally. In addi-
tion, participants in this survey did not 
recognise the patient leaflet as a source 
of drug information.3 This indicates a 
rather significant gap in the overall health 
education and could potentially lead to 
irrational, ineffective and even dangerous 
medicine use. In the context of all the 
activities which the EMA undertakes 
towards patient inclusion, an appropriate 
future goal is the improvement of society’s 
health education. It is extremely important 

for public health that a clear distinction is 
made between scientific- based informa-
tion and fake news.

Probably one of the most important gaps 
in social order shown by the COVID- 19 
pandemic is the need for an update in 
several areas including healthcare and 
dissemination of reliable information. As 

generations change, mindsets and habits 
change and so does the need for infor-
mation. For a long time now the internet 
and social media have played a key role 
in everyday life, so the inclusion of web- 
based tools in drug regulation must unde-
niably be one of the future approaches. 
This idea is not new, bearing in mind some 
mobile applications that have already been 
developed to control and analyse social 
media.4 5 The most recent proof of this 
is the joint EMA- HMA- EC collaboration 
on the development of electronic product 
information (ePI). Its aim is the develop-
ment and implementation of an electronic 
source of scientifically validated informa-
tion on medicinal products authorised in 
the EU. This information will be accessible 
to both patients and healthcare specialists, 
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Table 1 EU countries with requirements on medicinal package information for medicines for 
hospital use
Country Text on the legal status Symbol

Bulgaria  ► Prescription only
 ► Special prescription (narcotics)
 ► Limited prescription (for hospital use only)
 ► For hospital use
 ► OTC

Two red/blue stripes

France  ► Prescription only
 ► Special prescription +additional considerations
 ► For hospital use
 ► On hospital prescription
 ► Initial hospital prescription
 ► Prescription by a specialist
 ► Use by specialist
 ► Urgent use

Red or green rectangle in which the 
warning text is placed

Hungary  ► Prescription only
 ► OTC
 ► Prescription only for ambulatory use
 ► Prescription only for ambulatory use under supervision of a specialist
 ► Special prescription for hospital use
 ► On special prescription, narcotic/psychotropic content
 ► On special prescription, could lead to misuse or abuse
 ► On special prescription, new medicine with not enough known about 

ADR

N/A

Germany  ► Prescription only
 ► OTC, only in pharmacy
 ► For hospital use

N/A

Italy  ► OTC
 ► OTC for self- treatment
 ► Prescription only
 ► Prescription only for unique dispensing
 ► On special prescription
 ► On special prescription for unique dispensing for a certain patient
 ► On special prescription, narcotic/psychotropic content
 ► For hospital use
 ► Use by specialist

N/A

Poland  ► OTC
 ► Prescription only
 ► On limited prescription
 ► On special prescription
 ► For hospital use

OTC
Rp and Rpz
Rpw
Lz

Slovenia  ► For hospital treatment
 ► For health institution treatment
 ► For diagnosis in hospital and ambulatory treatment
 ► For ambulatory treatment
 ► OTC, available in pharmacy only
 ► OTC

H
ZZ
H/Rp
Rp/Spec

Spain  ► Prescription only
 ► For hospital use
 ► For diagnosis in hospital
 ► Prescription only for ambulatory use under supervision of a specialist
 ► Hospital package
 ► Long- term treatment

H
DH
ECM

ADR, adverse drug reaction; OTC, over the counter.
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with one of the expected benefits being 
facilitation of the decision- making process 
on treatment. This could be of great value 
to hospital staff and clinical pharmacists. 
The ePI is designed to complement the 
electronic medical dossier as well as the 
digitalisation of healthcare in Europe 
in general.6 Interestingly, one of the key 
principles suggests making ePI available 
through scanning technologies. As we 
know, the packaging of medicinal prod-
ucts is an important part of their regula-
tory documentation. Moreover, the outer 
package of the product is the first part 
which consumers encounter. The infor-
mation it holds is immediately obvious 
and accessible. It seems logical to consider 
the packaging of medicinal products as a 
source of safety information and could be 
suitable for placement of key information 
about the product or special warnings, 
as applicable. Visual elements and picto-
grams are one way to make the best use of 
the limited space on the outer packaging 
box. However, contemporary drug regu-
lations somehow fail to make the best use 
of this.

An analysis of the significance of 
warning symbols on medicine packs may 
be difficult as there are a lot of national 
differences. Information on packaging 
varies greatly among EU member states.7 
Moreover, some requirements are obliga-
tory in the EU while others are a matter 
of national regulation. In general, an over-
view of symbols and warning texts which 
are present on packaging of medicines in 
EU countries shows a variety of unsyn-
chronised and nationally specific symbols. 
Despite some similarities, the warnings 
remain very different in terms of text and 
pictograms. It is worth noting, however, 
that in many countries medicines aimed 
for hospital use only (preparation and 
administration) are marked with a special 
warning (table 1).

An interesting example of a country- 
exclusive warning is the red letter К 
which concerns intravenous medicines 
containing more than 1 mEq/mL potas-
sium, which can be lethal if not diluted 
before use. It is quite obvious that this 
warning is primarily aimed at hospital 
staff. Having said that, it is reasonable 
to ask to what extent the packaging of 
medicines is key for safety surveillance 
and how it can be improved in order to 
be useful for healthcare professionals and 
patients. In the dynamic decision- making 
process in hospitals, a quick look or a 
scan of the medicinal package which will 
provide the most valuable information on 
a medicinal product seems like a dream 
worth aiming for. In the hospital environ-
ment where medicines are predominantly 
not self- administered by patients, it is the 
hospital pharmacists’ knowledge and level 
of understanding that is key for pharma-
cotherapy and outcome. Perhaps hospital 
and clinical pharmacists are already a step 
ahead in using technologies and product 
information.

With this in mind, the development 
of the ePI is a good opportunity to take 
a closer look at the packaging of medic-
inal products and focus on its synchroni-
sation across Europe. The introduction 
of medicine packaging as a risk minimi-
sation measure for various stakeholders 
would be a milestone in drug regulation, 
especially if linked to a digital platform 
containing accurate and scientific infor-
mation. Maybe this process should start 
with hospital- only medicinal products.
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