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Different indications require different dosage regimens. Please refer to the full SPC for more prescribing information.

Reference: 1. Gelenberg AJ, Freeman MP, Markowitz JC, Rosenbaum JF, Thase 
ME, Trivedi MH et al. Practice guideline for the treatment of patients with major 
depressive disorder (Third Edition) American Psychiatric Association 2010. 
2. Baldwin et al. Evidence-based pharmacological treatment of anxiety disorders, 
post-traumatic stress disorder and obsessive-compulsive disorder: A revision 
of the 2005 guidelines from the British Association for Psychopharmacology 
Journal of Psychopharmacology 1–37 2014. 3. Seroxat SPC August 2015. Job No: MLT_GIB/PXT/0003/16

Date of preparation: March 2016

SEROXAT ABRIDGED PRESCRIBING INFORMATION
Please refer to full Summary of Product Characteristics (SPC) before prescribing. 
TRADE NAME: SEROXAT. ACTIVE INGREDIENT: Paroxetine. PHARMACEUTICAL FORM: Film-coated 
tablets, 20mg. THERAPEUTIC INDICATIONS: Major Depressive Episode, Obsessive Compulsive Disorder, 
Panic Disorder with and without agoraphobia, Social Anxiety Disorders/Social phobia, Generalised 
Anxiety Disorder, Post-traumatic Stress Disorder. POSOLOGY AND METHOD OF ADMINISTRATION: 
Administer once daily in the morning with food. Refer to full SPC for dosing information for specific 
conditions. Withdrawal symptoms seen on discontinuation of Paroxetine: abrupt discontinuation should 
be avoided. Elderly: maximum dose should not exceed 40mg daily. Children and adolescents: Should 
not be used. Renal/hepatic impairment: Dose should be restricted to lower end of dosage range. 
CONTRAINDICATIONS: Hypersensitivity. Should not be used in combination with MAOIs, thioridazine or 
pimozide. PRECAUTIONS FOR USE: Treatment to be initiated 2 weeks after terminating treatment with 
an irreversible MAOI or 24 hours with a reversible MAOI. Do not use in children and adolescents under 
the age of 18 years. Suicidal thoughts or clinical worsening: an improvement may not occur in the first 
few weeks of treatment. Akathisia. Serotonin syndrome/neuroleptic malignant syndrome may develop 
rarely: discontinue if such events occur. History of mania, renal and hepatic impairment, diabetes and 
in epilepsy, narrow angle glaucoma or history of glaucoma, patients with cardiac conditions or at risk 
of hyponatraemia, concomitant use with oral anticoagulants or drugs that increase risk of bleeding, 
history of bleeding disorders. Paroxetine may lead to reduced concentrations of endoxifen, one of 
the most important active metabolites of tamoxifen: concomitant use should be avoided. Withdrawal 
symptoms may occur on discontinuation of Paroxetine treatment. DRUG INTERACTIONS: Caution 
for use in combination with serotonergic drugs like St John’s Wort, L-tryptophan, tramadol, linezolid, 
methylthioninium chloride, triptans, SSRIs, pethidine and lithium. Concomitant use with MAOI’s is 
contraindicated. Caution with pimozide, anticonvulsants and with drugs metabolised by CYP 2D6. 
Reduced efficacy of tamoxifen. Caution in patients at an increased risk of bleeding and in patients on oral 
anticoagulants, NSAIDs, acetylsalicylic acid and antiplatelet agents. Adjust Seroxat dosage if necessary 
when given with drug metabolising enzyme inducers or with fosamprenavir/ritonavir. Concomitant use 
of alcohol is not advised. PREGNANCY AND LACTATION: Fertility: SSRIs may affect sperm quality 
but this is reversible following discontinuation of treatment. Pregnancy: Use in pregnancy only when 
strictly indicated (see full SPC for more detail). Lactation: Use during lactation can be considered. 
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES: Patients should be cautioned about their ability 
to drive a car and operate machinery. UNDESIRABLE EFFECTS: Very Common (≥ 1/10): Nausea, 
Sexual dysfunction; Common (≥ 1/100, < 1/10): Increases in cholesterol levels, decreased appetite, 
somnolence, insomnia, agitation, abnormal dreams (including nightmares), dizziness, tremor, headache, 

blurred vision, impaired concentration, yawning, constipation, diarrhea, vomiting, dry mouth, sweating, 
asthenia, body weight gain. Increased risk of bone fractures in patients receiving SSRIs and TCAs. 
Common withdrawal symptoms include: dizziness, sensory disturbances, sleep disturbances, anxiety 
and headache. Adverse events from paediatric clinical trials: Increased suicidal related behaviours 
(including suicide attempts and suicidal thoughts), self-harm behaviours and increased hostility. Refer 
to full SPC for the full list of adverse reactions. LOCAL PRESENTATION: Seroxat Tablets (by 30 tablets)
MARKETING AUTHORISATION HOLDER: SmithKline Beecham Ltd. MARKERTING AUTHORISATION 
NUMBERS: MA172/00201. DATE OF PREPARATION: April 2015.

IN ORDER TO ENSURE THAT THIS PRODUCT INFORMATION REFLECTS THE MOST UP-TO-DATE 
CLINICAL AND POST-MARKETING SURVEILLANCE DATA, PLEASE ALWAYS REFER TO THE LATEST 
SPC, WHICH IS AVAILABLE FROM: GSK (MALTA) LIMITED (TEL: 21238131)

REPORTING ADVERSE EVENTS (AEs): 
If you become aware of any AEs, medication errors and/or use during pregnancy in 
association with GSK products, please report the event promptly to: GSK (Malta) 
Limited, 1, De la Cruz Avenue, Qormi QRM 2458, Malta (Tel: +356 21238131)
Alternatively, any suspected AEs and medication errors can also be reported via the 
national Adverse Drug Reactions (ADRs) reporting system:
Report forms can be downloaded from www.medicinesauthority.gov.mt/adrportal 
and posted to the Malta Medicines Authority, Post-licensing Directorate, 
203, Level 3, Rue D’Argens, Gżira GŻR 1368, MALTA, or sent by email to 
postlicensing.medicinesauthority@gov.mt
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Update on eHealth 
developments in Europe Hugo 

Agius 
Muscat

eHealth

Cross-border exchange of health records
The European Union (EU) has long aspired to support the 

freedom of movement of its citizens between member states by 
facilitating the transfer of their health records across borders. This 
is not as simple as might first seem, because few countries have a 
robust legal basis for such a transfer, records in different European 
countries are often in different languages, and the structure of 
health records varies greatly from country to country. At present 
most exchanges are informal and unstructured; hardly the best 
formula for safe and efficient healthcare.

Cross-border exchange of personal health data was first 
piloted during the epSOS (European Patient – Smart Open 
Services) project.1 This was a large-scale pilot that ran from 
2008 to 2014 and involved not only most EU countries but 
also Norway, Switzerland and Turkey. It focused on how to 
transfer patient summaries and ePrescriptions when citizens 
need unplanned health care while travelling outside their home 
country. Malta took part from 2011 onwards, and succeeded in 
exchanging patient summaries with various countries, including 
Italy, Portugal and Slovenia. The epSOS project drew up 
specifications for other use cases, such as transfer of a health care 
encounter report back to the patient’s home country, and direct 
patient access to the cross-border data. However, these use cases 
have not been widely tested yet.

The European Commission is now encouraging countries to 
set up cross-border health data exchange as a routine service, and 
is supporting this by making funds available from its Connecting 
Europe Facility (CEF).2 A call for applications opened in November 
2015, inviting proposals from EU member states interested in 
connecting to the EU’s new eHealth Digital Service Infrastructure 
(DSI). The call closed in March 2016 (CEF-TC-2015-2);3 twenty 
countries submitted a proposal, and it is expected that the eHealth 
DSI will go live in the first quarter of 2018.

In parallel, the EU has been actively cooperating with the 
US in the specification and testing of an International Patient 
Summary standard that draws upon EU epSOS and the US 
Meaningful Use experience.4

e-SENS (Electronic Simple European Networked Services)5 
The European Commission is keen on integrating 

the outputs of various projects into its Digital Service 
Infrastructures. One of these projects is e-SENS, which included 
an eHealth component that focused on using European e-ID 
services to improve access to eHealth services. The aim is to 
help EU citizens not just identify themselves when accessing 
health services, but also demonstrate their entitlement to care 
and facilitate access to their cross-border health records in 
real time. Estonia and the Netherlands are the first countries 
testing the e-SENS online processes which allow the checking of 
health insurance entitlements of visiting citizens in real time by 
communicating with that citizen’s own member state.

Mobile health (mHealth) applications
In the past few years, the increasingly widespread possession 

of smartphones has led to a veritable explosion in the number of 
mobile apps available to the man in the street. More than 100,000 
of these are related to health and lifestyle. A more recent trend 
is the increase in wearable devices, especially smartphones and 
fitness bracelets; this has further fuelled interest in mHealth. 
Jurisdictions around the world are trying to keep up with this 
rapid evolution. The challenge is to reap the benefits without 
losing sight of crucial factors such as safety, privacy and efficacy.

In April 2014, the European Commission issued a Green 
Paper on mobile health (mHealth) to help identify the right 
way forward to unlock the potential of mHealth in the EU. The 
summary report of the consultation, issued in January 2015,6 
makes for interesting reading; it addresses points such as the need 
for certification in order to generate trust in specific mHealth 
apps, and the role of standards in the generation of “big data” 
from such apps.

More recently, the European Commission has facilitated the 
creation of an industry-led Code of Conduct on mobile health 
apps, covering the topics of privacy and security. The objective 
is to foster citizens’ trust in mHealth apps and to raise awareness 
of and facilitate compliance with EU data protection rules for 
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app developers. It covers issues such as user consent, purpose 
limitation, data retention, disclosure of data to third parties and 
data gathered from children. The Draft of this Code was published 
on 7 June 2016,7 and it is now being looked at by the Article 29 
Working Party on data protection.

Another recent EU policy initiative is the preparation of 
mHealth app assessment guidelines. In February 2016, the 
European Commission appointed a working group to draft 
these guidelines. The group includes representatives of patients, 
health professionals and providers, payers, industry, academia 
and public authorities. The group is seeking to provide common 
quality criteria and assessment methodologies that could 
help different stakeholders, in particular end-users, to assess 
the validity and reliability of mobile health applications. The 
guidelines are expected to build on existing initiatives and best 
practices in Europe. The latest draft may be downloaded from 
the dedicated web page.8

Research and innovation in eHealth
Through its Horizon 20209 Programme, the EU provides 

substantial funding for research and innovation projects in the 
field of ICT for health and wellbeing. A few examples of such 
projects10 are:
•	 A Decision Support System incorporating a validated 

patient-specific, multi-scale Balance Hypermodel towards 
early diagnostic Evaluation and efficient Management plan 
formulation of Balance Disorders (EMBalance)

•	 Clinical Intervention Modelling, Planning and Proof for 
Ablation Cancer Treatment (ClinicIMPPACT)

•	 Wearable Sensing and Smart Cloud Computing for Integrated 
Care to COPD Patients with Co-morbidities (WELCOME).

New research & innovation actions that will open in November 
2016 and close in March 2017 include “In-silico trials for 
developing and accessing biomedical products” (SC1-
PM-16-2017) and “Personalised computer models and in-silico 
systems for well-being” (SC1-PM-17-2017).11

eHealth Week in Malta: May 2017
From Tuesday 9th to Friday 12th May 2017, a series of 

eHealth events known collectively as “eHealth Week”12 will be 
jointly organised and hosted in Malta by the Maltese Presidency, 
the European Commission and HIMSS-Europe.13 eHealth 
Week is an annual gathering of the top eHealth policy makers 
and practitioners in Europe. It is estimated that around 2,000 
delegates will attend from Europe and beyond.  

These events will be held in Malta because, since 2007, the 
EU member state holding the first-semester Council Presidency 
and the European Commission have hosted a High-Level 
eHealth Conference. Almost every year since 2010, this has been 
co-located with a Health IT conference and exhibition organised 
by HIMSS-Europe, the European branch of HIMSS, a global 
not-for-profit organization focused on better health through 

IT. Since 2012 the European Commission has also organised a 
meeting of its eHealth Network alongside these conferences.

The main conference and exhibition will be spread over 
the three days from 10th to 12th May.  It will include daily 
plenaries and parallel education sessions covering several 
themes. A particular feature is the SME Competition organised 
by the European Commission, which aims to recognise and 
reward SMEs that are leaders in the development of health IT 
applications. HIMSS also organises “matchmaking” sessions, 
which are opportunities for health IT companies, health 
providers and other stakeholders to meet.

Since January 2016, the Ministry for Health has been 
working on the thematic content of the Conference. It is planned 
to take forward discussions on the following themes:
•	 Giving patients direct access to their own data;
•	 Using data for personalised medicine, health technology 

assessment and analytics;
•	 Moving personal health data across borders (even for 

migrants);
•	 Supporting European Reference Networks14 through eHealth;
•	 Joining up patient data from different sources;
•	 Improving safety and privacy of mobile health;
•	 Moving health data safely onto cloud infrastructure.

Visitors will be able to see Malta’s eHealth systems in action, 
including the new version of the myHealth portal and other 
local Health IT deployments. A central theme in eHealth Week 
2017 will be how to keep IT at the service of patients, citizens 
and society in general.

eHealth Week 2017 will be a golden opportunity for local 
healthcare providers and health IT companies to network with 
health IT leaders from all across Europe. For more information 
on this series of events, or on other eHealth matters, readers are 
encouraged to contact the Ministry for Health’s Information 
Management Unit on digitalhealth@gov.mt.  

1.	 www.epsos.eu/ 
2. 	 ec.europa.eu/digital-single-market/en/connecting-europe-facility 
3. 	 ec.europa.eu/inea/en/connecting-europe-facility/cef-telecom/apply-

funding/2015-cef-telecom-call-ehealth-2015-cef-tc-2015 
4. 	 ec.europa.eu/digital-single-market/en/news/trillium-bridge-recommends-

international-patient-summary-standard 
5. 	 esens.eu/
6. 	 ec.europa.eu/digital-single-market/en/news/summary-report-public-

consultation-green-paper-mobile-health 
7. 	 ec.europa.eu/digital-single-market/en/news/code-conduct-privacy-

mhealth-apps-has-been-finalised 
8. 	 ec.europa.eu/digital-single-market/en/news/current-initiatives-unlock-

potential-mobile-health-europe
9. 	 ec.europa.eu/programmes/horizon2020/ 
10. 	 ec.europa.eu/digital-single-market/en/programme-and-projects/project-

factsheets-ehealth 
11. 	 ec.europa.eu/digital-single-market/en/news/funding-ehealth-projects-new-

horizon-2020-work-programme-2016-2017 
12. 	 ehealthweek.org/ 
13. 	 himss.eu/
14. 	 ec.europa.eu/health/ern/policy/index_en.htm

Relvar Ellipta is for symptomatic treatment of
patients with a FEV1 <70% predicted normal
(post-bronchodilator) and an exacerbation history1

COPD

Practical efficacy

For many patients like Joe with a history of exacerbations, COPD already
takes up too much space in their life, yet they fear losing even more.
So, when they need maintenance therapy, choose new Relvar Ellipta:

The first ICS/LABA combination to deliver continuous 24-hour efficacy2 

In a practical, once-daily dose1

Delivered in an easy to use device that patients prefer to their
current inhaler3,4*
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Relvar Ellipta (fl uticasone furoate/vilanterol) Abridged Prescribing 
Information

 This medicinal product is subject to additional monitoring. This will allow 
quick identifi cation of new safety information. Healthcare professionals are 
asked to report any suspected adverse reactions. See section 4.8 on SPC how 
to report adverse reactions.

Please refer to the full Summary of Product Characteristics before prescribing

Trade Name: RELVAR ELLIPTA. Active Ingredients: 92 micrograms or 
184 micrograms of fl uticasone furoate and 22 micrograms of vilanterol 
(as trifenatate). Pharmaceutical Form: 92  micrograms/22  micrograms or
184 micrograms/22 micrograms inhalation powder, pre-dispensed. 
Indications: The 92 micrograms/22 micrograms dose: for the regular 
treatment of asthma in adults and adolescents aged 12 years and older where 
use of a combination medicinal product (long-acting beta2-agonist and 
inhaled corticosteroid) is appropriate; and for the symptomatic treatment of 
adults with COPD with a FEV1<70% predicted normal (post-bronchodilator) 
with an exacerbation history despite regular bronchodilator therapy. The 
184 micrograms/22 micrograms dose: for the regular treatment of asthma in 
adults and adolescents aged 12 years and older where use of a combination 
medicinal product (long-acting beta2-agonist and inhaled corticosteroid) 
is appropriate. Dosage and Method of Administration: For Athsma: One 
inhalation of Relvar Ellipta 92/22 micrograms or 184/22 micrograms once 
daily. Patients usually experience an improvement in lung function within 
15 minutes of inhaling Relvar Ellipta. However, the patient should be 
informed that regular daily usage is necessary to maintain control of asthma 
symptoms and that use should be continued even when asymptomatic. If 
symptoms arise in the period between doses, an inhaled, short-acting beta2-
agonist should be taken for immediate relief. A starting dose of Relvar 
Ellipta 92/22 micrograms should be considered for adults and adolescents
12 years and over who require a low to mid dose of inhaled corticosteroid in 
combination with a long-acting beta2-agonist. If patients are inadequately 

controlled on Relvar Ellipta 92/22 micrograms, the dose can be increased to 
184/22 micrograms, which may provide additional improvement in asthma 
control. For COPD: One inhalation of Relvar Ellipta 92/22 micrograms once 
daily. Relvar Ellipta 184/22 micrograms is not indicated for patients with 
COPD. Relvar Ellipta is for inhalation use only. It should be administered at 
the same time of the day, each day. Contraindications: Hypersensitivity to 
the active ingredient or excipients. Precautions for Use: Fluticasone furoate/
vilanterol should not be used to treat acute asthma symptoms, for which 
a short-acting bronchodilator is required. Caution in severe cardiovascular 
disease, moderate-to-severe hepatic impairment, pulmonary tuberculosis 
or in patients with chronic or untreated infections, history of diabetes 
mellitus and for paradoxical bronchospasm and pneumonia in patients with 
COPD. Drug Interactions: Beta-blockers, CYP3A4 inhibitors, P-glycoprotein 
inhibitors and sympathomimetic medicinal products (refer to the full 
Summary of Product Characteristics for list of drugs). Fertility, Pregnancy and 
Lactation: Pregnancy: No adequate data available. Lactation: insuffi cient 
information available. Fertility: There is no data in humans. Animal studies 
indicate no effect on fertility. Effect on Ability to Drive or Use Machines: 
No or negligible infl uence. Undesirable Effects: Very common side effects 
include headache and nasopharyngitis (refer to the full Summary of Product 
Characteristics for complete list of undesirable effects). Overdose: There is no 
specifi c antidote. Treatment of overdose should consist of general supportive 
measures. Local Presentations: Relvar Ellipta 92 micrograms/22 micrograms 
inhalation powder, pre-dispensed and Relvar Ellipta 184 micrograms/
22 micrograms inhalation powder, pre-dispensed. Legal Category: POM. 
Marketing Authorisation Holder: Glaxo Group Limited, 980 Great West Road, 
Brentford, Middlesex TW8 9GS, United Kingdom Marketing Authorisation 
Numbers: EU/1/13/886/001-6 DATE OF PREPARATION: December 2013

In order to ensure that this product information refl ects the mos
up-to-date clinical and post-marketing surveillance data, please always refer 
to the latest Summary of Product Characteristics (SPC) which is available 
from GlaxoSmithKline (Malta) Ltd (Tel: +356 21238131)

REPORTING ADVERSE EVENTS (AEs):
Malta & Gibraltar: If you become aware of any AEs, medication errors and/or 
use during pregnancy in association with GSK products, please report the event 
promptly to: GSK (Malta) Limited, 1, De la Cruz Avenue, Qormi QRM 2458, Malta 
(Tel: +356 21238131)
Malta: alternatively, any suspected AEs and medication errors can also be reported 
via the national Adverse Drug Reactions (ADRs) reporting system
Report forms can be downloaded from www.medicinesauthority.gov.mt/adrportal 
and posted to the Malta Medicines Authority, Post-licensing Directorate, 203, 
Level 3, Rue D’Argens, Gżira GŻR 1368, MALTA, or sent by email to postlicensing.
medicinesauthority@gov.mt
Gibraltar: alternatively, any suspected AEs and medication errors can also be 
reported via the UK regulatory authority (MHRA): https://yellowcard.mhra.gov.uk/

*Patients’ current or previous maintenance inhalers: HandiHaler/ DISKUS/ MDI/ HFA (COPD); 
DISKUS/ MDI/ HFA (asthma).4

References: 1. Relvar Ellipta Summary of Product Characteristics. GlaxoSmithKline; 2013.
2. Bleecker ER et al. Fluticasone furoate/vilanterol 100/25mcg compared with fl uticasone 
furoate 100mcg in asthma: a randomized trial. JACI In Practice 2013 (in press). 3. Svedstater 
H et al. Ease of use of a two-strip dry powder inhaler (DPI) to deliver fl uticasone furoate/
vilanterol (FF/VI) and FF alone in asthma. ERS. 2013. 4. Woepse M et al. Qualitative assessment 
of a two-strip dry powder inhaler (ELLIPTA™) for COPD and asthma. EAACI. 2013.
MLT_GIB/RESP/0004/16  Date of preparation: Feb 2016
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