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 T
he protection of pub-
lic health is an es-
sential aim of the EU 
legislation governing  

the  promotion  of  medici-
nal  products. Article 86(1) of 
EU Directive 2001/83/EC (as 
amended) (the Directive) on 
medicinal products for human 
use defines the advertising 
of medicinal products as ‘any 
form of door-to-door informa-
tion, canvassing activity or in-
ducement designed to promote 
the prescription, supply, sale 
or consumption of medicinal 
products...’ 

However, it specifically ex-
cludes ‘information relating to 
human health or diseases, pro-
vided  that  there  is  no  refer-
ence, even indirect, to medici-
nal  products’  from  the scope 
of the advertising of these 
products. 

The Medicinal Products 
(Control of Placing on the 
Market) Regulations 2007 
implement this Directive in 
Ireland. A recent decision of 
the European Court of Justice 

(ECJ) suggests that what could 
constitute the ‘promotion’ of 
medicinal products in the EU 
should be interpreted very 
strictly (Frede Damgaard, 
C-421/07).   

The case 
A Danish journalist in the 
health-food sector provided in-
formation on his website about 
a medicinal product, Hyben 
Total, which had been banned in 

 T
he National Centre for 
Inherited Metabolic 
Disorders (NCIMD) has 
launched two DVDs to 

explain PKU (phenylketonuria) 
to parents and to demonstrate 
low-protein  cookery.  A  low-
protein diet is an important 
treatment in the lives of people 
with PKU. 

Metabolic Dietitian Manager, 
Anne Clarke, said that the idea 
behind the new ‘PKU’ and ‘Low-
Protein Cookery’ DVDs was to 
allow new parents or carers, 
who are faced with a diagnosis 
of PKU, to have a reference to 
refer to at the beginning. 

“The multidisciplinary team 
in the NCIMD meets all new-
ly diagnosed babies and their 
parents when they come to 
the hospital and it can be quite 
overwhelming to meet so many 
disciplines over a few days and 
to absorb what is being said. 
The idea was to produce some-
thing they could reflect on af-
terwards,” she said. 

The centre, which is located 
at the Children’s University 

Hospital Temple Street, 
screens for PKU, as well as four 
other metabolic disorders, as 
part of the National Newborn 
Screening Programme. 
Established in 1966, it was one 
of the first such national pro-
grammes in the world. Out of 
all the metabolic disorders, 
PKU accounts for the biggest 
patient group, with 600 chil-
dren being looked after at the 
Temple Street hospital. PKU 

is mainly treated through a 
low-protein diet and around 
12 babies with the condition 
are born in this country every 
year, although the number has 
increased significantly in re-
cent years. 

Multidisciplinary team
The NCMID is responsible for 
the management of all meta-
bolic disorders as the tertiary 
care referral centre. It consists 

of a multidisciplinary team 
including dieticians, doctors, 
social workers, psychologists, 
a genetics counsellor, nursing 
staff and metabolic laboratory 
staff. They were all involved in 
the making of the DVDs and 
they feature in the DVD that 
explains PKU. 

The Metabolic Dietitian 
Manager said it was hoped that 
the low-protein cookery DVD 
would help people to comply 
with what was ‘a very difficult 
diet to follow in the long term’. 
Previously, there were no Irish 
PKU cookery DVDs and they 
had to be ordered from hospi-
tals in the UK. 

“A slice of bread, for instance, 
has 3 grams of protein and 
many of our protein-restricted 
patients have a maximum al-
lowance of just 4 grams daily,” 
explained Clarke. 

“The DVD features our own 
patients and parents in their 
own homes and using their 
own recipes. I thought that this 
angle was important, rather 
than having a home economist 

feature
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DVDs help patients with PKU
Two new Irish-
made DVDs 
for patients 
with PKU, and 
their families, 
aim to help 
them to make 
the necessary 
lifestyle changes  

● Investing in patients

● Medico-legal advice

Reporter fined for 'promoting' 
medicinal product on website

Claire Callanan of Beauchamps Solicitors reports on a case 
in which a medical reporter — despite having no  commercial 
interest in a drug — was fined for 'advertising'  it

demonstrate the cooking.” The 
DVD features starter, main 
course and dessert ideas. She 
added that the DVDs were user 
friendly and they had received 
good feedback from a number 
of families who have used 
them. Similar DVDs could be 
made for other rare metabolic 
disorders and also for chronic 
conditions such as diabetes or 
cystic fibrosis, said Clarke. 

“The DVD is sometimes more 
accessible than a book, and the 
information is easily retained. 
It can also be less intimidating, 
particularly if there are liter-
acy difficulties in the family,” 
she added. 

The DVDs were produced 
by Screentime ShinAwil 
Productions Ltd with funding 
of €20,000 from the Hospital 
Fundraising Department. 
They took around six months 
to complete. Clarke said it was 
a very worthwhile project to 
undertake. Both DVDs can be 
bought from the NCIMD at the 
Children’s University Hospital 
for €10 each. 

l For more details con-
tact Dietetic Secretary 
Liz McCarthy at liz.mcca 
rthy@cuh.ie or on (01) 878 
4602. 

PKU is treated with a low-protein diet

Denmark. Hyben Total was pre-
viously marketed in Denmark 
as a food supplement intended 
to treat gout, and many other 
ailments, until marketing au-
thorisation was refused by the 
Danish authorities. 

Danish court fine
The journalist then posted in-
formation on his website set-
ting out the benefits of the 
product, and, of its availability 
in other EU member states. 
As a result, he was fined by a 
Danish court for the offence 
of disseminating information 
about non-authorised medici-
nal products. 

The journalist appealed this 
decision claiming that he had 
no connection with the prod-
uct manufacturer or any com-
mercial interest in it. 

He also claimed his activities 
were limited to communicat-
ing information to interested 
parties and were therefore not 
‘advertising’ within the terms 
of the Directive. 

A Danish court asked the ECJ 
how to interpret the EU defini-
tion of the advertising of me-
dicinal products.

ECJ decision
On April 2, 2009 the ECJ held 
that the absence of legal, com-
mercial or other links between 
the manufacturer of a medici-
nal product and a third party 
disseminating information 
about it does not exclude activi-
ties of that third party from the 
definition of advertising in the 
Directive. The dissemination of 
information by anyone on the 
properties and availability of 
a product could influence con-
sumers’ behaviour and encour-
age its consumption; hence all 
are subject to the Directive. 

The ECJ stated that adver-
tising of medicinal products 
has potential to harm public 
health, the safeguarding of 
which is the essential aim of 
the Directive. 

It also held that is for nation-
al courts to determine whether 
or not the content of the com-
munication constitutes adver-
tising within the meaning of 
the Directive.

Following this decision, any 
third party communication 
about a medicinal product may 
now fall within the scope of 
‘advertising’. It should be noted 
the EU is currently considering 
amending the current rules on 
the provision of information to 
patients in the EU. A clarifica-
tion of the exact position would 
be welcome. 

l Claire Callanan,
Partner, Beauchamps Solicitors
Email: 
c.callanan@beauchamps.ie


