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HAI EUROPE NEWS 

friendly and navigable environment 
to all visitors. While HAI Global and 
HAI Europe no longer share the 
same website, HAI Global can still 
be found at www.haiweb.org. 

Earlier this month, HAI Europe  
launched its new website. Available 
at www.haieurope.org, the website 
features a more modern design, 
similar to that of HAI Europe’s partner 
websites, providing a more user-

HAI Europe’s New Website 

Health Action International (HAI) 
Europe is pleased to introduce our new 
newsletter. 
Sent straight to your inbox on a 
monthly basis, this newsletter aims to 
provide HAI members with up-to-date 
information regarding HAI Europe 
activities, including latest research, and 
meetings attended. The letter will also 
include updates regarding the 
European Medicines Agency’s.  
Members’ contribution welcomed: 
As a valued member of HAI Europe, 
you can contribute to the content of this 
newsletter. If you wish to share your 
latest publication or activities, or would 
like to make a special announcement 
regarding an upcoming event which 
may be of interest to other HAI Europe  

members, please get in touch by 
emailing us on press@haieurope.org. 
Due to space restrictions, such 
contributions will be published on a first-
come first-served basis. Please do not 
send anything longer than 60 words and 
include a link to the relevant website 
where further information may be found.  
Please make sure to check the 
Upcoming Events section for 
opportunities, as HAI members, to 
attend certain events. 
The newsletter will be uploaded on the 
HAI Europe website one month after its 
publication. 
We hope you will find this first issue 
informative.  
Welcome to HAI Europe Newsletter! 

Welcome to HAI Europe’s Monthly 

Newsletter! 
Inside this issue: 

HAI Europe News 1 

Publications 2 

Open Letters 2 

HAI Members' News 3 

European Medicines 

Agency News 

4 

Patients’ & Consum-

ers’ Working Party 

5 

Upcoming Events 5 
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PUBLICATIONS 

OPEN LETTERS 

         

Earlier this month, HAI 
Europe welcomed two 
volunteer interns in its 
office in Amsterdam. 
Prajeena Karmacharya 
will be creating a donor 
profile for potential 
funding programmes HAI 
Europe could apply to. 
Prajeena will also be 
p i l o t i n g  membe r 
recruitment strategies.  
She can be reached at  
membership@haieurope.

org. 
Cora Van den Bossche 
will be executing HAI 
Europe’s internal and 
external communications 
strategies. Her email is 
press@haieurope.org. 
They will be with us until 
the end of May 2011.  
Please do not hesitate to 
contact them should you 
have any queries 

New Interns 

HAI Europe is sponsoring 
an essay contest open to 
those resident in the 
European region who are 
in, or have completed, full 
time education in the last 
eight years. Please pass 
on this information to 
anyone who may be 
interested in participating.  
More information is 
available on our website, 
under the section titled 
HAI Europe Membership. 

Essay 

Competition 

HAI Europe’s latest research, The 
Patient & Consumer Voice and 
Pharmaceutical Industry Sponsorship, 
has established a link between patient 
and consumer groups’ perspectives on 
EU medicines policies, and the funding 
they receive from the pharmaceutical 
industry. “This suggests that corporate 
financing could jeopardise the unique 

voice of patients and consumers in 
specific policy debates,” said Katrina 
Perehudoff, HAI Europe Project Officer. 
To access the research article or the 
press release, please visit the 
Publications section of our website. 

  
 

 Research: Corporate Sponsorship & Patient Voice 

A joint Open Letter was 
sent to European 
Commissioner for Health 
and Consumer Policy, 
John Dalli, challenging 
the European Medicines 
Agency’s (EMA) decision 
to allow its former 
Executive Director, 
Thomas Lönngren, to 

take up an advisory role 
within the private 
pharmaceutical sector 
just weeks after leaving 
his position with the 
regulatory agency.  
The Open Letter and 
press release is available 
online under the 
Publications section. 

Commissioner Dalli 

A joint Open Letter was 
sent to Novartis, urging 
the Swiss pharmaceutical 
company to cease its 
legal process in India 
over the patenting of the 
anticancer drug Glivec. 
The Open Letter release 
is available online under 
the Publications section. 

Novartis 
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Ms Beth Hall 
Pharmaware,  
London, U.K. 
Topics of interest:  
Monitoring Medicines 
information; Promotion 
and Rational Use of 
Medicines. 
 
Ms. Emily Ward  
Pharmaware, London, 
U.K. 
Topics of interest: 
Monitoring Medicines 
information; Promotion 
and Rational Use of 
Medicines. 

Since the start of the 
year, HAI Europe has 
welcomed the following 
five new members. For 
contact details please 
contact HAI Europe: 
 
Professor Sergey 
Gatsura 
Moscow, Russian 
Federation 
Topics of Interest:  
Rational Use of 
Medicines; Regulation of 
relationship between 
doctors and sales  
reps. 

Ms Tessel Mellema 
Amsterdam, The 
Netherlands  
Topics of Interest: 
Intellectual Property 
issues; Access to 
Medicines. 
  
Ms Barbara van 
Paassen  
Amsterdam, The 
Netherland 
Topics of interest:   
Intellectual Property; 
Access to Medicines; 
Innovation. 
 

New HAI Europe Members 

Invitation for members to participate in 
public consultations launched by the 
European Commission: 
HAI Europe will respond to D.G. Internal 
Market’s public consultation on the 
enforcement of intellectual property in 
Europe. We invite you to review the 
background documents available at 
http://ec.europa.eu/internal_market/
consultations, and send your views to 
Project Officer Katrina Perehudoff 
available at Katrina@haieurope.org by 
22 March 2011. 
D.G. Health & Consumers recently 
published a consultation on the revision 
of the Clinical Trials Directive. More 
information is available at http://
ec.europa.eu/health/human-use/clinical-
trials/index_en.htm. 

HAI Europe invites members to review 
the Commission’s and send your views 
to Info@haieurope.org by 04 April 
2011.  
Members’ views will be integrated into 
HAI Europe’s response to the 
Commission. 
The European Commission is also 
seeking the views of all interested 
individuals and organisations on the 
Green Paper which proposes major 
changes to EU research and innovation 
funding to make participation easier, 
increase scientific and economic impact 
and provide better value for money. The 
deadline for contributions is Friday 20 
May 2011. More information is available 
at http://ec.europa.eu/research/csfri/
index_en.cfm. 

Ongoing Public Consultations 
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EUROPEAN MEDICINES AGENCY NEWS 

HAI Europe member, Donald W. Light of the University of Medicine and Dentistry 
of New Jersey, together with Rebecca Warburton published a research article 
under the  title of “Demythologizing the high costs of pharmaceutical research” in 
the Biosocieties journal. The full article is available at the following link:  
http://www.pharmamyths.net/. 

Members’ Publication 

The EMA has launched a 
new online survey to 
gather user feedback on 
the Agency's website 
(www.ema.europa.eu). 
To take part in the survey, 
which runs until Friday 11 
March, please click on 
the following link: 
www.surveymonkey.com/
s/CW6DDY7 

Survey about 

EMA Website 

The EMA reviews the 

benefit-risk balance of 

medicines five years after 

they were first authorised 

to be sold in Europe. 

Read the latest recom-

mendations on Tygacil 

(tigecycline) and Zerit 

(stavudine) on the EMA’s 

website. 

Benefit-risk 

Balance  

The Agency's Committee 
on Herbal Medicinal 
Products (HMPC) has 
launched a public 
consultation to initiate 
discussion on the 
conduct of clinical studies 
with herbal medicinal 
products in children. More 
information is available on 
the EMA website. 

Public 

Consultation 

Prescrire 

Last January, Hai Europe member 
Prescrire hosted the Pilule d’Or / 
Golden Pill Ceremony in Paris, 
France. The Conference-Debate was 
titled “Adverse effects of drugs: 
ignorance or knowledge?”.  

Prescrire also recently announced the 
results of their 2010 packaging review. 
Read more on Prescrire’s website: http://
english.prescrire.org/en/Summary.aspx  
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EMA Documents Online 

The EMA’s ’Final Road Map to 2015’, 
which sets out the Agency's vision in 
further developing its role as a 
European public-health agency in the 
field of medicines, is now available on 
the agency’s website. 

The EMA’s Geriatric Medicines 
Strategy was recently adopted and can 
be accessed online. It outlines the 
Agency's vision for the development of 
medicines for older people. 

EMA Announcements 

Supply problems with Simponi pre-filled 

pens could lead to a temporary 

shortage of the pharmaceutical form of 

this medicine  in some European 

countries. Read the EMA’s advice, 

available on the Agency’s website, for 

affected patients. 

Read the press release published on 

the EMA website regarding new 

evidence on suspected links between 

narcolepsy in children and adolescents, 

and Pandemrix.  

PATIENTS’ & CONSUMERS’ WORKING PARTY 

The minutes from the 
Patient & Consumers 
Working Party meeting, 
held on 29 November 
2010, have now been 
published online on the 
EMA website. 

HAI Europe was granted 
full membership of the 
PCWP in March 2010. 
View all member 
organisations on the EMA 
website. 

HAI Europe 

Membership 

Minutes of 

Meeting 

The EMA  adopted a new 
policy on handling 
conflicts of interests of 
Scientific Committee 
members and  experts. 
This policy has been 
discussed in the recent 
Working Party meetings.  

Conflicts of 

Interest 
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UPCOMING EVENTS HAI Europe’s 
partner offices  

Please be aware that, as a HAI Europe Member, you will shortly receive an email 
on our behalf requesting you to fill a Topic of Interest form. 
This is to update our database and ensure that you are kept aware of HAI work in 
your own area of interest. 

Update Topics of Interests 

The European Commission's DGs Research and Innovation, Enterprise and 
Industry and Health and Consumers are jointly organizing the Conference 
Innovation in Healthcare: from Research to Market, in Brussels on 30-31 May 
2010.  More details at http://ec.europa.eu/research/health/events-04_en.html 

Healthcare Innovation Conference 

Focus on the Package Leaflet 

DECO Proteste, http://www.deco.proteste.pt/, a Portuguese consumer group, 
investigated users’ preferences for the lay-out, length and language that appears in 
package leaflets.  
The EMA’s update on the package leaflet template is available at http://
haieurope.org/wp-content/uploads/2011/03/Update-on-package-leaflet-
template.pdf. 

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 
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HAI EUROPE OFFICE ACTIVITIES 

Welcome to the March 2011 Issue 

HAI Europe kindly invites its members 
to comment on the Concept Paper 
submitted for public consultation on the 
Revision of the Clinical Trials Directive 
2001/20/EC. The European 
Commission is planning to put forward, 
in 2012, a legislative proposal to revise 
the Clinical Trials Directive 2001/20/EC. 
This concept paper focuses on specific 
topics, namely on the centralisation of 
clinical trials authorisations, a reduction 
of the monitoring for non-interventional 

trials and non-academic research, as 
well as the need for better monitoring of 
clinical trials being conducted in third 
countries (countries outside the EU).  
The paper is available at http://
ec.europa.eu/health/files/clinicaltrials/
concept_paper_02-2011.pdf 
Deadline to submit comments to the 
HAI Europe Office: 1 May. Comments 
should be sent to Teresa Alves at 
teresa@haieurope.org. 

Ongoing Public Consultation on Clinical Trials 

Please note, to access the links in the newsletter, copy and paste  the url into your 
browser. We would also like to remind HAI members of the possibility to contribute 
to the content of this newsletter. Please send any relevant information or news 
articles to press@haieurope.org. 

In its response to the European Commission’s consultation on the Report on the 
IP Enforcement Directive, HAI Europe underlines the Commission’s failure to 
consider the public health dimension of IP enforcement. The full Response is 
available at the following link: http://haieurope.org/wp-content/uploads/2011/03/31-
Mar-2011-HAI-Europe-Response-to-DG-Internal-Market-Consultation-on-the-IP-
RED-Directive.pdf 
 

Consultation Response: EU Overlooks Public 

Health in IP Enforcement 

mailto:teresa@haieurope.org
mailto:press@haieurope.org.
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All eyes are on the EU-India trade agreement, and the repercussions it will have on 
access to medicines in India and for the developing countries that rely on Indian 
produced generic medicines. 
At the same time, the EU is in the process of negotiating other trade agreements 
that could harm or hinder access to medicines, such as this week’s negotiations 
between the EU and the Mercosur countries ( Argentina, Brazil, Paraguay, 
Uruguay. Bolivia, Peru, Chile, Colombia and Ecuador). 
The full statement can be found online at http://haieurope.org/wp-content/
uploads/2011/03/18-Mar-2011-HAI-Europe-Statement-EU-India-EU-Mercosur-
trade-agreement-negotiations.pdf 
The statement received media coverage from PharmaLetter. The article, only 
accessible to those subscribed to PharmaLetter, iis available online at http://
www.thepharmaletter.com/file/103009/hai-europe-now-expresses-concerns-on-eu-
mercosur-trade-accord.html. 

HAI Europe Statement on EU Trade Negotiations 

In response to HAI Europe's letter inquiring about the transparency of relationships 
between drug companies and patient groups in the Netherlands, the Minister of 
Health notes that relationships between doctors, patients and the pharmaceutical 
industry are essential to the framework of medicines development and use. ―The 
transparency of these relationships needs to be cultivated, namely through self-
regulation,‖ states the response letter 
The response letter is available online at:: http://haieurope.org/wp-content/
uploads/2011/03/24-mar-2011-VWS-response.pdf 
The HAI Europe letter can be read at the following link: http://haieurope.org/wp-
content/uploads/2011/03/02-Feb-2011-HAI-Europe-Letter-to-VWS-Minister-
Schippers.pdf. 

Dutch Minister of Health Reveals Standpoint on 

Financial Links Between Patients and Industry 

HAI Europe endorsed the KEI complaint letter to Anand Grover, UN Rapporteur on 
the Right to Health about the Trans-Pacific Partnership Agreement. The letter is 
available at: http://haieurope.org/publications/letters-consultations/ 
The letter received media coverage from IP Watch and the British Medical Journal. 
IP watch article:  www.ip-watch.org/weblog/2011/03/28/call-issued-for-un-
intervention-in-trans-pacific-regional-trade-pact/?
utm_source=daily&utm_medium=email&utm_campaign=alerts. 
BMJ article (only available if subscribed) : http://www.bmj.com/content/342/
bmj.d1993.full 
 
 

HAI Europe Endorses KEI Letter 
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HAI Europe will be responding to the public consultation launched by DG 
Enterprise and Industry on the Directive on the transparency of measures 
regulating medicines pricing and reimbursement. We invite members to review the 
Directive at http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?
uri=CELEX:31989L0105:en:HTML and send  comments to Katrina@haieurope by 
20 April 2011. 

Call for Member Responses to E.C. Consultation 

on Pricing and Reimbursement 

The European Medicines Agency (EMA) imposed a set of limitations on the future 
activities of Mr. Thomas Lonngren, the former Executive Director of the EMA, 
following concerns raised by health and transparency campaigners including HAI 
Europe.The restrictions, announced on 21 March, include prohibitions on taking 
managerial and executive positions in the pharmaceutical industry, and on 
providing product-related advice, as well as a ban on contact with Agency staff or 
committee members in the context of his professional activities for the next two 
years. More information at www.ema.europa.eu/ema/index.jsp?curl=pages/
news_and_events/news/2011/03/news_detail_001227.jsp&murl=menus/
news_and_events/
news_and_events.jsp&mid=WC0b01ac058004d5c1&jsenabled=true 
The Joint Open Letter sent by HAI Europe and partners is available at: http://
haieurope.org/wp-content/uploads/2011/02/25-Feb-2011-Joint-Open-Letter-to-
European-Commission.pdf.  
It receive extensive coverage by the media including: 
  Financial Times (www.ft.com/cms/s/0/8412aed0-425c-11e0-8b34-

00144feabdc0.html#axzz1FLp16gly) 
  The Parliament (www.theparliament.com/policy-focus/research/research-article/

newsarticle/campaigners-write-to-dalli-over-former-eu-agency-chiefs-job-move/)  
 SCRIP (www.scripintelligence.com/therapysector/The-EMAs-financial-juggling-act-

311907?REFID=DLYALT). 
 

Outcome of Revolving Door Concerning  

Former EMA Head 

Novartis responded to the Open Letter sent last month by HAI Europe and 
partners regarding the patenting of Glivec in India . The Response Letter is 
available at: www.evb.ch/
cm_data/110310_Response_Novartis_NGO_Open_Letter_Glivec.pdf. 
The original Open Letter is available on the HAI Europe website at http://
haieurope.org/publications/letters-consultations/. 

Novartis Response to Joint Open Letter from 

International NGOs  
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Our new member this month is Ms Fiona Rae, a medical student at the University 
of Edinburgh, U.K.,  who was the winner of the 2010 Essay Competition with her 
analysis "Intellectual Property Rights versus the Right to Access Essential 
Medicines: Why do patents still pose a threat to drug access after the Doha 
Declaration ?". This essay was presented by Fiona at the Amsterdam Annual 
General Meeting in October and has led not only to her own membership of the 
HAI Europe Association but also to Universities Allied for Essential Medicines 
(www.uaem.org) becoming involved in the work of HAI. Fiona’s main topics of 
interest are the reorientation of R & D, (e.g. new models of drug innovation), 
medicine prices and EU competition polices including regulatory transparency 
within the EU.  
The essay is available at  http://haieurope.org/wp-content/uploads/2011/02/Winner
-2010-HAI-Europe-Essay-Competition.pdf. 

HAI EUROPE UPDATES 

The HAI Europe Work Plan Brochure is now available online and can be 
accessed via the following link: http://haieurope.org/publications/policy-
briefs/. 

HAI Europe Work Plan 

A recent publication by the Centre for Research on Multinational Corporations  
(SOMO), Salud y Farmacos and Centre for Studies in Ethics and Rights 
(CSER) titled 'Putting Contract Research Organisations on the Radar. An 
exploratory study on the outsourcing of clinical trials by pharmaceutical companies 
to contract research organisations in non-traditional trial regions is available at 
http://somo.nl/publications-en/Publication_3615. 

Corporate Watchdog Reports on Clinical Trials 

Outsourcing 

Welcome to New HAI Member Fiona Rae 

HAI Europe Communications Internship 

HAI Europe is looking for a Communications intern to join its offices in Amsterdam. 
Duration: Minimum of four months, starting in May 2011. 
Hours: Minimum of 32 hours per week 
For more information please go to http://haieurope.org/hai-europe/vacancies/. 

http://www.uaem.org
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EMA Open Consultation  

HAI Europe Members wishing to respond to these consultations should contact 
the EMA directly. 
Schizophrenia treatment - Consultation on guideline on clinical investigation of 
medicinal products in the treatment of schizophrenia. More information at 
www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/02/
WC500102292.pdf. 
HIV infection - Consultation on concept paper on the development of medicines 
to prevent HIV infection. More information at http://www.ema.europa.eu/ema/
index.jsp?curl=pagesdocument_library/landing/
landing_page.jsp&mid=WC0b01ac05801b7e46&murl=menus/document_library/
document_library.jsp. 
 

EUROPEAN MEDICINES AGENCY NEWS 

The French justice has ruled that Prescrire did not "denigrate" Protopic° 
(tacrolimus). A Paris court handed down its ruling on Wednesday 2 March, 
rejecting a suit brought by pharmaceutical company Astellas against the French 
independent bulletin La Revue Prescrire. As French society reels in the wake the 
Mediator° (benfluorex), the ruling comes as very good news for healthcare 
professionals and for patients. Read the full article: http://english.prescrire.org/
en/81/168/46799/0/NewsDetails.aspx. 

Astellas Loses Case Against Prescrire 

An open letter was sent by Dr Gopal Dabade MS, President of Drug Action 
Forum—Karnataka, and HAI Europe member, to Dr Chan, Director General of 
World Health Organization (WHO). The letter is about the Indian National Vaccine 
Policy and asks that WHO clarifies its stance vis-à-vis this policy. The full letter is 
available at: http://www.theoneclickgroup.co.uk/news.php?id=5973#newspost. 

Open Letter to the WHO Director General 

HAI MEMBERS’ NEWS 

Research on Link between Advertising and Drug 

Recommendation 

A research team including HAI Europe member Dr. Joel Lexchin, published 
findings on ―The Influence Of Advertising On Drug Recommendations‖. The full 
article is available at the following link: www.cmaj.ca/cgi/content/full/183/5/544?
maxtoshow=&hits=10&RESULTFORMAT=&fulltext=Dr.+Joel+Lexchin&searchid=
1&FIRSTINDEX=0&sortspec=date&resourcetype=HWCIT. 
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GENERAL NEWS 

The British Medical Journal (BMJ) has published an Editorial on ―The production of 
generic drugs in India‖ by James Love, Director of Knowledge Ecology 
International (KEI). KEI and HAI Europe are partners and often work on intellectual 
property and access to medicines issues. The Editorial can only be accessed by 
those holding a subscription with BMJ at the following link: http://www.bmj.com/
content/342/bmj.d1694.full?keytype=ref&ijkey=2XAgzJiAkbaCPtX 

Editorial on Generic Medicines in India 

The EU Clinical Trials Register website was launched by the European Medicines 
Agency (EMA) earlier this month. More information at www.ema.europa.eu/ema/
index.jsp?curl=pages/news_and_events/news/2011/03/
news_detail_001228.jsp&murl=menus/news_and_events/
news_and_events.jsp&mid=WC0b01ac058004d5c1&jsenabled=true. 

EU Clinical Trials Register Goes Live 

Summer Courses at Utrecht University 
Every year, summer courses are organized by the division of 
Pharmacoepidemiology and Clinical Pharmacology of Utrecht University. An 
additional course has been developed this year, which means that there will be 
three different challenging courses; Pharmacoepidemiology and Drug Safety 
from 27 June – 1 July,  Pharmaceutical Policy Analysis (in collaboration with the 
World Health Organization) from 4 – 8 July and Pharmacoeconomics from 11 – 
15 July. For more information visit the summer school website at 
www.utrechtsummerschool.nl/index.php. 

FUNDING 

Under its health programme, the Executive Agency for Health & Consumers 
launches calls for: The deadline is 27 May 2011. 
Projects - http://ec.europa.eu/eahc/health/projects.html 
Operating Grants - http://ec.europa.eu/eahc/health/grants.html 
Conferences - http://ec.europa.eu/eahc/health/conferences.html 
Joint Actions - http://ec.europa.eu/eahc/health/actions.html 

Call for Funding Applications Open 

http://ec.europa.eu/eahc/health/projects.html
http://ec.europa.eu/eahc/health/grants.html
http://ec.europa.eu/eahc/health/conferences.html
http://ec.europa.eu/eahc/health/conferences.html
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HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

The European Public Health Association (EUPHA), the Association of Schools of 
Public Health in the European Region (ASPHER) and the Danish Society of Public 
Health (DSOP) will be organising the 4th European Public Health Conference, 
Date: 10 to 12 November 2011.  
Where: Copenhagen, Denmark. 
For more information go to http:www.eupha.org/site/upcoming_conference.php. 
The abstract submission deadline is 1st May.  
More information on abstract submission can be found at http://www.eupha.org/
site/upcoming_conference_abstract_submission.php 

Call for Abstracts - European Public Health 

Conference 

UPCOMING EVENTS 

REMINDER 

We would like to remind all HAI Europe Member of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org 
 
We are aware that many of you attend meetings that are relevant to the current 
topics of HAI work. The HAI Europe office has publications that may be of use to 
you at these meetings. Please contact us on info@haieurope.org  if you would like 
to have certain HAI materials made available for you to distribute, informing us of 
the topic and date of the meeting. 

http://www.haiafrica.org/
http://www.haiap.org/
http://www.haiweb.org/
http://www.aislac.org/
http://www.eupha.org/site/upcoming_conference.php
mailto:info@haieurope.org


 

 

April 2011 Newsletter 

Issue 3 

This document arises from the HAI Europe’s Operating Grant 2011, which has received funding from the 
European Union, in the framework of the Health programme. The views expressed in this publication are 
those of the author, who is solely responsible for its content. The Executive Agency for Health & Consumers 
is not responsible for any use of the information herein. 

         

Inside this issue: 

Obituary  

Dr. Balasubramaniam  

1 

Message From the 

Chair of the 

Association Board 

2 

HAI Europe Office 

Activities 

3 

HAI Europe Impact 5 

HAI Europe Updates 6 

HAI Members’ News 6 

HAI Europe Member 

Profiles 

8 

General News 9 

Dr. Kumariah Balasubramaniam at the 25th HAI Anniversary in Amsterdam, 2006 

 
It is with great sadness that we inform you that on 18th April, HAI lost Dr. Kumariah 
Balasubramaniam. Known simply as Bala, he was one of HAI’s founders and a 
mentor to so many in the HAI network. Dr Bala was an extraordinarily active 
participant and prolific contributor to international medicines policy debates, 
generously sharing  his sharp intellect and keen insight. 
 

Dr Bala became regional advisor and coordinator of the HAI Asia Pacific network 
(originally  located in Penang) in 1987 and only retired from the post of coordinator 
in December 2010, aged 86, retaining the role of regional advisor until his death.  
 

Those who have had the opportunity to meet and work with Dr Bala have been 
moved by his enthusiasm in fighting for social justice and health for all, and by his 
ability to always find the time to hear you out, offer advice or point you in the right 
direction.  
 

The international community has lost a champion and a true activist, but our 
thoughts go out to Dr Bala’s family, who have lost a husband, father and 
grandfather.  
 

Should you like to send a message to Dr Bala’s family, please contact Tim Reed at 
tim@haiglobal.org. 

Obituary: Dr. Kumariah Balasubramaniam  
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Dear HAI Europe members, 
 
Here it is: the third edition of the HAI Europe newsletter. I’m very happy about this 
initiative from the HAI Europe office team in Amsterdam. The newsletter gives you 
information about current activities – not only from the office but also from the 
members. Cora van den Bossche, the current press and communications intern at 
the HAI Europe office, is in charge of coordinating the newsletter. She will be glad 
to receive your feedback. Whether you would like to compliment the newsletter or 
have ideas for improvements, please contact Cora at press@haieurope.org. 
 
A network only works if its connected. So use this new tool and share 
information about your work with other members. For example, if you would like to 
share an interesting publication, please inform Cora and she will include an 
update in the next newsletter. 
 
Who are we? HAI Europe has more than 100 members – not only groups but 
many individuals. Not everyone knows each other. Therefore, we will start a series 
member profiles; showing faces, introducing areas of work. In this issue, we would 
like to start by introducing members of the Association Board (see page 8). 
 
What are your topics of interest? The HAI Europe Office has asked you to 
complete a Topics of Interest form. This is intended to keep the office updated on 
your current activities. This is the best way to make sure that you are informed of 
the hot issues from this year’s Work Plan, which may tie-in with your work or area 
of interests. If you haven’t completed your form yet, then please do it now. It’s not 
just a formality – it helps usto maximise our impact as a network! 
 
Kind regards, 
 
Christian Wagner-Ahlfs 
Chair of the HAI Europe Association Board 

Message from the Chair of the 
 Association Board 

Page 2 

Welcome to the March 2011 Issue 
Please note, to access the links in the newsletter, copy and paste  the url into your 
browser. We would also like to remind HAI members of the possibility to contribute 
to the content of this newsletter. Please send any relevant information or news 
articles to press@haieurope.org. 

mailto:press@haieurope.org
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HAI Europe has reaffirmed its commitment to wellbeing, solidarity and social justice 
in signing the European Health Equities Charter together with over 100 other civil 
society organisations and policy makers. HAI Europe’s work addresses health 
inequalities by advocating for policies that promote equitable access to medicines 
in Europe and promoting access to independent information about health and 
medicines.  
 
The Charter was launched at EPHA’s Annual Conference on the 14 April 2011 in 
Brussels - "Europe 2020 : Delivering a healthy and sustainable future for all ?". A 
representative from HAI Europe attended the conference, which addressed the 
causes and the consequences of health inequalities, in particular the social 
determinants of health. 
 

For more information: http://www.epha.org/a/4436.  

Trade negotiators from the EU and Mercosur countries (Argentina, Brazil, 
Paraguay, Uruguay and Venezuela) are meeting from 2 to 6 May in Asuncion, 
Paraguay for the latest round of negotiations toward an Association Agreement 
between the two blocs, and public health advocates are watching with concern. 
Ahead of these negotiations a HAI Europe Policy Brief was published highlighting 
the adverse effects of stringent IP provisions proposed by the EU in trade 
agreements, including proposals on data exclusivity, patent extensions, and IP 
enforcement, which can have disastrous effects on access to medicines; 
weakening competition from generics. The Policy Brief is available at: http://
haieurope.org/wp-content/uploads/2011/04/29-Apr-2011-Policy-Brief-EU-

HAI EUROPE OFFICE ACTIVITIES 

In a fact sheet published on World Health Day, 7 April 2011, to be distributed to the 
general public, HAI Europe links the growing problem of antibiotic resistance to the 
rational use of medicines. Download the factsheet: http://haieurope.org/wp-content/
uploads/2011/04/HAI-EUROPE-Fact-Sheet-Antibiotic-Resistance.pdf.  
 
We can all play a role in promoting and implementing rational medicines use. The 
factsheet highlights education initiatives undertaken by HAI Europe members. It 
also identifies appropriate prescribing and dispensing as an important step towards 
the rational use of medicine. Together, HAI and WHO have produced a curriculum 
to train medical and pharmacy students to understand and respond to 
pharmaceutical promotion. To receive a copy of this manual in English, Spanish or 
Russian, please contact Renee@haiglobal.org. 

World Health Day: HAI Europe joins  
fight against Antimicrobial Resistance 

EU-Mercosur Trade Negotiations:  
What fate for Access to Medicines 

HAI Europe supports the 
European Health Equality Charter 

http://www.epha.org/a/4436
mailto:Renee@Haieurope.org
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HAI Europe provides comments to  
EMA Core Package Leaflet on Hormone Therapy 

HAI Europe welcomed the opportunity to comment on the core package leaflet for 
hormone replacement therapy that was sent for review by the European Medicines 
Agency. We have identified serious shortcomings in this core patient information 
leaflet.  
 
Specifically, the leaflet text failed to adequately represent the full body of available 
research evidence on hormone replacement therapy, in particular on the subject of 
drug-induced harm to women. A package leaflet that does not accurately portray 
safety information to potential users fails to fulfill its purposes, which are, ultimately, 
to promote informed decision-making and to contribute to rational medicines use. 
 
HAI Europe has called on the European Medicines Agency to ensure that the 
information that women receive in the patient leaflet for post-menopausal 
hormones is balanced, accurate, non-promotional, and clearly communicates the 
full range of observed effects of medicine use. 
 
Among the main problems identified were: 

 Inconsistency with research evidence on hormone replacement therapy - 
induced harm. 

 Extension of use of this type of hormonal therapy to perimenopausal 
women; 

 Use of promotional language; 
 The content was very doctor-centered and undermined the role of the 

patient and consumer in making an informed choice about medicine use; 
 The hierarchy of information was confusing: the user would only be fully 

aware of the main issues at stake after reading the whole leaflet and often 
important sections were included at a later section and not under the 
heading, as one would expect them to be. 

 
We will monitor developments on this particular issue and keep you informed. 
Should you want to learn more about HAI Europe’s response, please contact 
Teresa Alves at teresa@haieurope.org.  

On 15 April 2011, a representative from the HAI Europe membership, Kirsten 
Myhr, attended the EMA’s first stakeholder forum on the implementation of the new 
2010 pharmacovigilance legislation. The legislation will come into effect in July 
2012. New measures for transparency and communication were among the 
changes discussed. This included the creation of websites to highlight medicines 
safety issues and the introduction of a public hearing process. HAI Europe will also 
be represented at the second stakeholder forum on 17 June 2011. 
 
All documents from the first forum are available here: http://www.ema.europa.eu/
ema/index.jsp?curl=pages/news_and_events/news/2011/04/
news_detail_001247.jsp&murl=menus/news_and_events/
news_and_events.jsp&mid=WC0b01ac058004d5c1. 

EMA meets with stakeholders about new 

pharmacovigilance legislation 
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HAI Europe seized the opportunity to participate in the annual congress of the 
European Association of Pharmacy Students in Lisbon last month. We opened the 
roundtable session on the Pharmaceutical Package with a presentation on the 
hidden dangers of the Information to Patients directive and how it could open the 
door to advertising in Europe. Later in the afternoon, HAI Europe facilitated a 
workshop on Medicines Information: Independent or Promotional?  
We called on the expertise of a local general practitioner, Tiago Villanueva, an 
active Healthy Skepticism member, to deliver a presentation on Healthcare 
Professionals and promotional information. 
 

Sixty-four students attended the workshop and feedback was very positive. 
Pharmacy students were interested in hearing about the WHO/HAI Manual on 
Understanding and Responding to Pharmaceutical Promotion and were 
particularly keen in discussing how to react to promotional techniques, where to 
look for independent information and how to critically appraise disease awareness 
campaigns.  
All information related to this workshop is available at http://haieurope.org/events/ 

HAI Europe participates in European Pharmacy 
Students’ Congress in Lisbon 

HAI EUROPE IMPACT 

DG SANCO Commissioner Dalli supported the EMA Management Board’s 
decision to approve Mr. Lonngren’s activities in the private sector after leaving his 
post as the Executive Director of the EMA. In his letter, dated 11 April 2011, Mr. 
Dalli reiterated that none of Mr. Lonngren’s proposed activities posed a conflict of 
interest, however, several restrictions were imposed, including a prohibition of 
assuming managerial or executive positions with pharma-related business. HAI 
Europe will follow this up and continue to advocate for the highest standards of 
transparency and independence in medicines regulation.  
 
The full letter is available at the following link: http://haieurope.org/wp-content/
uploads/2011/05/Dalli-Response-to-Open-Letter-on-revolving-door-case-
Lonngren.pdf 

Ex-EMA Head in revolving door case: 
Commissioner Dalli reacts to Joint Open Letter 

HAI Europe’s Response to the European Commission’s consultation on the Report 
on the IP Enforcement Directive received media coverage from APM Health News. 
The full article is available at: http://haieurope.org/wp-content/uploads/2011/04/
APM-Health-Europe-Health-campaigners-say-patents-triumph-over-health-in-
Europe-2.pdf 
HAI Europe’s response can be accessed at: http://haieurope.org/wp-content/
uploads/2011/03/31-Mar-2011-HAI-Europe-Response-to-DG-Internal-Market-
Consultation-on-the-IP-RED-Directive.pdf 

Media coverage following our consultation 

response to the IP Enforcement Directive 
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HAI EUROPE UPDATES 

HAI Europe is currently looking to expand its network of Members. Particular 
prominence will be given to countries where HAI has no, or minimal, presence, 
notably in Bulgaria, Romania, Czech Republic, Slovakia, and Slovenia. 
 
If you know of organisations, NGOs or individuals who align themselves with the 
HAI values and interest areas, and whose expertise could contribute towards HAI 
Europe’s network, please contact us at membership@haieurope.org. 
Please also feel free to provide interested potential members with HAI Europe 
publications available on HAI Europe’s website, www.haieurope.org. 
 
Such publications include: 
What is HAI Europe? leaflet—http://haieurope.org/wp-content/uploads/2011/02/28-
Oct-2010-What-is-HAI-Europe-leaflet.pdf 
 
HAI Europe Work Plan brochure - http://haieurope.org/wp-content/
uploads/2011/03/HAI-Europe-Work-Plan-Brochure.pdf 
 
Do not hesitate to email the HAI Europe secretariat, info@haieurope.org, and ask 
us to email this information to the potential member. 

HAI Europe Member Recruitment 

HAI Europe will be responding to the public consultation launched by DG 
Enterprise and Industry on the Directive on the transparency of measures 
regulating medicines pricing and reimbursement. 
 
We invite members to review the Directive at http://eur-lex.europa.eu/LexUriServ/
LexUriServ.do?uri=CELEX:31989L0105:en:HTML  
 
Please send  comments to Katrina@haieurope.org by 20 May 2011. 

Call for Member’s input to HAI Europe’s 
response to the consultation on pricing and 

reimbursement 

HAI MEMBERS’ NEWS 

Prescrire News Issue 

The May issue of Prescrire International can be downloaded for free at 
www.english.prescrire.org. 

mailto:membership@haieurope.org
mailto:Katrina@haieurope.org
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HAI Europe Member BUKO Pharma-Kampagne invites you to their 30 year 
anniversary celebration conference, PharmaTopia, in Bielefield, Germany, 
between 16-17 September 2011. The following is a message by BUKO 
Pharma-Kampagne Project Manager, Christian Wagner-Ahlfs:  
 
Where does BUKO Pharma-Kampagne stand today? 
 
For 30 years, BUKO Pharma-Kampagne has taken a critical look at the dark 
side of the pharmaceutical market in North and South. Many people have 
accompanied us throughout this journey and inspired us with their ideas and 
utopias for a global supply of medicines.  
 
Where is BUKO Pharma-Kampagne heading?  
 
During our conference "PharmaTopia - The world in 30 years "BUKO-
Pharma wishes to discuss the following topics with you:  
 

 What will the future of drug discovery look like?  
 What is the drug market of the future? 
 What drugs do we need and what information about medicines is 

needed to encourage patients and physicians to make rational 
decisions? 

 
We want to ask these hard questions without immediately coming up with all 
answers. 
 
How will we get there?  
 
Together with experts from North and South, with medical professionals, 
organisations and politicians, we want to explore plausible scenarios on how 
to achieve access to medicines for all.   
 
Dare to travel with us to PharmaTopia! Our adventure trip will be 
accompanied by music, humour and culinary interludes. And, last but not 
least, we want to celebrate this thirty year anniversary with you! 
 
The programme (currently mainly available in German) can be found here:  
http://www.bukopharma.de/index.php?page=programm-2. 

Invitation to Thirty Year Anniversary 

Celebrations for BUKO Pharma-Kampagne  
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The composition of the Board changes every 3 years due to a rotation system. The 
following election will be held at the Annual General Meeting in September 2011 
(see Upcoming Events, p.9) There are currently 4 members:  
 
Dr. Christian Wagner-Ahlfs 
Current Chair of HAI Europe’s Association Board, Dr. Wagner-Ahlfs is a chemist 
and Project Manager at BUKO Pharma-Kampagne Germany. His working areas 
include advocacy on access to medicine and patent issues. He currently 
coordinates the research project med4all.org. Until 2008 he coordinated HAI global 
member activities related to ―WHO Intergovernmental Working Group on 
Innovation, Public Health and Intellectual Property rights‖.  
 
Dr. Christopher Knauth 
As a member of BUKO Pharma-Kampagne (founding member of HAI in May 
1981), Dr. Knauth has been a member of HAI Europe since the its birth. His MD 
thesis, researched together with AIS Peru, focused on Rational Use of Medicines 
in Chimbote, Peru. He then wrote his Master thesis on Revolving Drug Funds in 
Kumasi, Ghana in 1990. During the 1990, Dr. Knauth worked at the Institute of 
Tropical Hygiene and Public Health in Heidelberg, Germany. There he taught, 
among other things, on supply management and Rational Use of Medicines to 
German trained medical doctors from developing countries. Since July 1999 Dr. 
Knauth is working in development co-operation at the European Commission. 
 
Dr. Joel Lexchin 
Since receiving his MD from the University of Toronto in 1977, Dr. Lexchin has, for 
the past 23 years, worked as an emergency physician at the University Health 
Network. He is currently a Professor at the School of Health Policy and 
Management at York University, Canada. He has been a consultant on 
pharmaceutical issues for the province of Ontario, various bodies of the Canadian 
federal government, the World Health Organization, the government of New 
Zealand and the Australian National Prescribing Service. He is the author or co-
author of over 100 peer-reviewed articles on topics such as physician prescribing 
behaviour, pharmaceutical patent issues, the drug approval process and 
prescription drug promotion.  
 
Orla O’Donovan 
As a lecturer in the School of Applied Social Studies, University College Cork, 
Ireland, Ms. O’Donovan’s teaching and research interests centre on the politics of 
health and medicine, and efforts to democratise the production and use of science 
and technology for public purposes. Her research interests and involvement with 
HAI have converged on a number of issues including patients’ organisations’ 
contributions to the production of knowledge about health and medicine, patients’ 
organisations’ relationships with pharmaceutical corporations, conflicts of interests 
in medicines regulation, and transparency in medicines regulation and 
pharmaceutical policy. She has been an active participant in public debates in 
Ireland about pharmaceutical policy; for example she contributed to the work of a 
2007 government committee on the adverse side effects of pharmaceuticals, and 
in 2010 was appointed to a Medical Council of Ireland Ethics Working Group.  

HAI Europe Association Board 

HAI EUROPE MEMBER PROFILES 
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HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

On 23 September 2011, HAI Europe will be hosting its annual Open Seminar in 
conjunction with the Critical Voices Network in Cork, Ireland. 
 
This year the Open Seminar Mad Medicine: Do conflicts of interest make you 
crazy? will take a closer look at conflicts of interest in psychiatric medicine.  
The Seminar will be followed by the HAI Europe Annual General Meeting on 24 
September 2011. 

Save the Date – HAI Europe Open Seminar 2011 

UPCOMING EVENTS 

REMINDERS 

We would like to remind HAI Europe members of the ongoing HAI Europe Essay 
Competition which ends on 31 May 2011. We encourage you to alert your circle of 
friends or students about this competition. Essays are to be based on one of the 
principal areas of HAI Europe’s policy work. Participants can win a chance to 
attend the HAI Europe Open Seminar and present at the HAI Europe General 
Meeting. More details available on the HAI Europe website, www.haieurope.org.  

Essay Writing Competition 

GENERAL NEWS 

The European Parliament has published a study  ―Differences in costs of and 
access to pharmaceutical products in the EU.”  
 
The document is available at http://www.europarl.europa.eu/activities/committees/
studies/download.do?language=es&file=35108. 

European Parliament Study on Pharmaceutical Costs 

and Access in EU 

We would like to remind all HAI Europe Member of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org. 

Contributions to the Newsletter 

Can all HAI Members complete and return their Topics of Interest form. A duplicate 
form will be sent to you in May, along with the renewal of membership invoice. 

Topics of Interest Form 

http://www.haiafrica.org/
http://www.haiap.org/
http://www.haiweb.org/
http://www.aislac.org/
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Welcome to the May 2011 Issue 
 
This newsletter has been put together by HAI Europe‟s new Communications 
intern, Jasmin Blessing, who joined the staff  mid-May:  “I really enjoyed producing 
the fourth edition of the HAI Europe Newsletter. I hope it maintains the high 
standard of my predecessor, and I look forward to receiving your comments”. 
 
Please note, to access the links in the newsletter, copy and paste  the url into your 
browser. We would also like to remind HAI members of the possibility to contribute 
to the content of this newsletter. Please send any relevant information or news 
articles to Jasmin on press@haieurope.org.  

HAI EUROPE OFFICE ACTIVITIES 

Health Action International (HAI) Europe submitted a response to the 
European Commission consultation on the Common Strategic Framework 
(CSF) for Research and Innovation on 20 May 2011, providing feedback 
and recommendations for health and biomedical research within the next 
EU research framework. The Commission paper included important 
references to the societal impact of research and innovation, which was 
welcomed by HAI Europe. However, in many cases the paper fell short of 
promoting the public interest in policy-making, and maintained a narrow 
focus on innovation linked to commercial benefits. As a patient and 
consumer organisation, HAI Europe‟s response sought to inject a citizen 
based perspective, in particular for the future of European health and 
medical research. 
 
The full press release is available at: http://haieurope.org/wp-content/
uploads/2011/05/24-May-2011-HAI-Europe-Press-Release.pdf 
The consultation response is available at: http://haieurope.org/wp-content/
uploads/2011/05/20-May-2011-Consultation-Response-DG-Research-
Green-Paper.pdf 

HAI Europe injects public health perspective 
into European Research and Innovation 

consultation 

mailto:press@haieurope.org.
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HAI Europe  responded to a consultation on health security and health 
threats in the EU on 30 May 2011. Regardless of their origin, health threats 
are frequently tackled using medicinal products. Medicines not only play a 
central role in treating illness, but they can also be crucial to preventing the 
onset and spread of disease. Therefore, any strategy to promote health se-
curity in the EU needs to consider, among other things, how medicines can 
be used rationally to achieve the best health outcomes and widest social 
benefits. 
We maintain that any strategy to promote health security in the EU should 
be founded on:  
 
 an objective assessment process of potential health threats; 
 the implementation of a policy to handle and resolve conflicts of inter-

est of those giving advice; 
 the appropriate evaluation of medicines intended for use in health 

emergencies; 
 an inclusive and effective communication strategy; 
 ensuring that health security is compatible with civil liberties; 
 developing measures to ensure the health security of vulnerable 

population; 
 the transparency of decisions about health threats. 
 
Read the full consultation response at: http://haieurope.org/wp-content/
uploads/2011/06/30-May-2011-HAI-Europe-Consultation-Response-on-
Health-Theats.pdf 
 
Link to public consultation at: http://ec.europa.eu/health/
preparedness_response/consultations/preparedness_cons_02_en.htm 

Health Security and Health Threats in the EU 

Joint Open letter on Information to Patients 

to Commissioner Dalli 

HAI Europe, Medicines in Europe Forum and The International Society of 
Drug Bulletins sent a letter to DG SANCO Commissioner for Health and 
Consumer Policy John Dalli. The letter responded to the European 
Commission‟s upcoming release on a new version of the legislative 
proposal on “information to patients” regarding the role to be played by the 
pharmaceutical industry as regards to information to patients relating to 
prescription medicines. In order to effectively uphold the ban on direct-to-
consumer advertising of prescription medicines in Europe the Commission 
is being urged to limit any amendments to the current EU legislation on 
advertising. 
 
The full joint letter to Commissioner Dali on Information to Patients is 
available at: http://haieurope.org/wp-content/uploads/2011/06/20-May-2011-
Joint-letter-to-Commissioner-Dalli-on-informat..pdf 
 
The Annex  is available at :http://haieurope.org/wp-content/
uploads/2011/06/20-May-2011-ANNEX-1-to-joint-letter-to-Commissioner-
Dalli.pdf 
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On May 9, HAI Europe and Corporate Europe Observatory (CEO) sent a 
joint open letter to the European Parliament regarding the questions raised 
by the Committee for Budgetary concerning the agency‟s managing of 
conflict of interests. 
  
HAI Europe and CEO echoed the concerns raised in the report regarding 
the agency‟s handling of potential conflicts of interest of its experts and staff.  
  
Recognising that conflicts of interest could jeopardize the independence of 
the Agency‟s decisions and its processes, parliamentarians were urged to 
call for the European Court of Auditors to perform an audit of the European 
Medicines Agency. 
 
The open letter is available online at: http://haieurope.org/wp-content/
uploads/2011/05/09-May-2011-Joint-Open-letter-to-MEPs-regarding-EMA-

Letter to European Parliament:  
HAI Europe & CEO support audit of  

European Medicines Agency 

European Parliament stand  
against conflicts of interest: 

Is it enough to ensure medicines safety?  

In a press release  on 11th of May 2011, HAI Europe, Medicines in Europe 
Forum (MiEF) and the International Society of Drug Bulletins congratulate 
the European Parliament on calling for the European Court of Auditors to 
evaluate the performance of the European Medicines Agency (EMA). The 
EMA‟s handling of conflicts of interest between its scientific experts, its in-
house personnel and its former employees, and the pharmaceutical industry 
will go under the microscope from now until the end of June. To access the 
full press release please visit our website: http://haieurope.org/wp-content/
uploads/2011/05/10MAY21.pdf 

NGO letter on conflicts of interest, future 

financing, reform and governance of the WHO  

A non-governmental organisation  (NGO) letter on Conflicts of Interest, 
Future Financing, Reform and Governance of the WHO was sent to the 
members of the Executive board on 24 of May 2011. In the letter concerns 
were expressed regarding the management of conflicts of interest and the 
role of private bodies in the financing and the governance of WHO. Proposals 
in the current debate over WHO reform need to adequately address the 
management of conflict of interests for private institutions.  
 
The full letter is available at : http://haieurope.org/wp-content/
uploads/2011/05/24-May-2011-NGO-letter-on-Conflicts-of-Interest.pdf 



 

 

Conflicts of interest management  

in global immunisation governance  

On 20 May 2011, Health Action International , represented by one of its members, 
Patrick Durisch, delivered a joint statement at the World Health Assembly in Ge-
neva on the management of conflicts of interest in global immunization governance. 
HAI Europe called on governments and public health institutions like the WHO 
to avoid conflicts of interest in all aspects of governance. WHO can only respond 
meaningfully to the challenges of public health through greater transparency and 
accountability guided by the priorities of Member States and the advance of public 
interest. 
 
The full statement is available at: http://haieurope.org/wp-content/uploads/2011/05/
Statement-on-Conflicts-of-Interests-delivered-at-WHA.pdf 
 
 

Thanks to members for sending us your comments on the Clinical Trials 
Directive.  The consultation concerned three aspects of the Directive: the 
centralisation of clinical trials authorisations, a reduction of the monitoring for 
non-interventional trials and non-academic research, and the need for better 
monitoring of clinical trials being conducted in third countries.  
 
In our response, HAI Europe made the following recommendations: 
 
 Establish a single submission with a subsequent Coordinated 

Assessment Procedure (CAP) across all EU member states. In the 
CAP, ethical criteria should be harmonized to the highest existing 
standard. 

 
 Maintain ‘non-interventional’ trials within the remit of the Clinical 

Trials Directive. Relaxed regulatory oversight, coupled with lucrative 
rewards for investigators, mean that these studies could become 
marketing tools under the guise of research. 

 
 Include clinical trials by ‘academic/non-commercial’ sponsors in the 

scope of the Directive, while providing administrative support to such 
sponsors with limited resources. 

 Ensure informed consent of participants in emergency clinical trials    

through the use of a proxy or independent, external evaluator. 

 Mandate that all clinical trials, whether conducted in Europe or abroad, 
be included in a publicly accessible register in order to obtain a 

marketing license for the product in the EU. 

The  full consultation response is available at: http://haieurope.org/wp-
content/uploads/2011/05/13-May-2011-HAI-Europe-Consultation-Response-
Clinical-Trial-Directive.pdf 

HAI Europe Clinical Trials Directive 
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DG SANCO Health Programme  

Operating grant application 

In May, HAI Europe submitted an application for an operating grant to the health 
programme administered by the Executive Agency for Health and Consumers. If 
successful, this grant would support our work on access to essential medicines, 
rational use and democracy in decision making about medicines. The grant 
would support our core activities in 2012, as well as follow-up activities from our 
past projects and new activities related to: essential innovation and access; 
independent medicines information; policy coherence for health; and network 
building.  

In May, HAI Europe developed a joint grant application for funding for advocacy 
activities at the national level focused on the themes of transparency and 
accountability in EU policy making, together with five other partner organisations: 
Access Info Europe (ES), Association Internationale des Techniciens, Experts & 
Chercheurs (FR), Environmental Law Service (CZ), Friends of the Earth Europe 
(BE), SpinWatch / Public Interest Investigations (UK).  
 
 
If successful, the Accountability, Lobbying Transparency and Ethics Regulations: 
Citizens Have a Right to Know project will include advocacy and public 
awareness activities in each of the six EU countries and in each policy area (i.e. 
health, environment, etc.) that the partners operate. The project foresees a 
concluding event in Brussels to bring together civil society concerns from our 
national level campaigns. 
 
 
The aims of this project are to: 
 
 build civil society opinion and dialogue in order to strike the balance 

between public and private interests in national and European policy 
making. 

 advance openness and transparency in decision-making. 
 promote impartiality of decision makers as a common European value. 
 
 
As part of this project, HAI would organise public meetings and campaigns in the 
Netherlands on good governance issues in EU medicines policy.  

DG Education and Culture:  

Europe for Citizens programme 
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Grant Application 

DG Youth: Youth in Action Programme 

This month, HAI Europe coordinated a joint grant application for funding for a 
Youth Training Event on Access to Essential Medicines, Rational Use of 
Medicines, and Citizen Participation in Medicines Policymaking, together with 
three other partner organisations: European Pharmacy Students Association / 
Pharmaware / Universities Allied for Access to Essential Medicines 
 
If successful, the Youth Cooperative for a Healthier Europe project will consist of 
a 5-day Training Course in Bratislava, Slovakia. The event will bring together 50 
youth participants for capacity building on pan-European youth cooperation to 
support healthy medicines policies in Europe. The objectives of the event are to: 
 

 Encourage intercultural collaboration amongst young European 
volunteers to ensure the efficiency and impact of advocacy efforts on 
healthier medicines policies. 

 Equip the next generation of health advocates with the knowledge and 
skills to take more active participation in policymaking that affects 
medicines and broader public health. 

 Provide transferable specialist skills that support the professional 
development and mobility of participants 

 
Participants from the following countries will be invited: Austria, Belgium, 
Bulgaria, Croatia, Czech Republic, Estonia, Germany, Greece, Hungary, Italy, 
Latvia, Lithuania, Netherlands, Poland, Portugal, Romania, Slovak Republic, 
Slovenia, Spain, Turkey and United Kingdom. 
 
The application was submitted Wednesday 1 June. 

HAI MEMBERS’ NEWS 

At any price? - Examination of the business 
behaviour of Boehringer Ingelheim, Bayer and 

Baxter in India 

BUKO Pharma-Kampagne and the Institute of Public Health Bangalore/ India 
have made a survey of the business behaviour of Bayer Health Care, 
Boehringer Ingelheim and Baxter in India. The results: these companies sell 
many irrational preparations and offer only a few essential innovations. 

 
The full study can be downloaded from the website of BUKO Pharma-
Kampagne: http://www.en.bukopharma.de/index.php?page=Publications 
 
The study is also available in German:  
http://www.bukopharma.de/index.php?page=pharma-brief-spezial 

         

http://www.epsa-online.org/
http://www.pharmaware.co.uk/
http://essentialmedicine.org/
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HAI EUROPE IMPACT 

HAI Europe received media coverage in Pharma Times after HAI Europe 
warned that nations currently negotiating trade deals with the European Union 
(EU) must resist European demands which could threaten access to medicines 
in emerging and developing countries. The EU-India Free Trade Agreement 
(FTA), which has been under discussion since 2007, is expected to be finalised 
within the next few months and will have major implications for access to 
medicines, not only in India but also in the many developing countries that rely 
on Indian-produced generics.  
 
The full article is available at: http://www.pharmatimes.com/Article/11-05-05/
India_Mercosur_must_withstand_EU_pharma_demands.aspx 

HAI Europe in the news:  

India and Mercosur countries "must withstand EU 

pharma demands" during trade agreements  

 
New European Union measures announced this week to strengthen intellectual 
property protection offer some stronger safeguards for brandname medicine 
manufacturers, but have received a mixed response from campaigning 
organisations. HAI Europe received press coverage from APM Europe after we 
called for greater political and social accountability of the European patents 
system. 
 

The full article is available at (for subscribers only):   
http://www.apmhealtheurope.com/nostory.php?
mots=Tougher+European+enforcement+of+patents% 

Page 7 

HAI Europe raises concerns about  

new EU enforcement measures 

The Guardian reports the findings of doctors who spent three years battling with 
the European Medicines Agency (EMA) to extract the results of clinical trials 
carried out by drug companies on anti-obesity pills. The EMA, which gave the 
drugs a marketing licence, refused the requests. HAI Europe is quoted 
explaining that there would continue to be concerns as long as the EMA's 
revenue comes from drug companies, which pay to have licence applications 
considered. 
 
Link to article: http://www.guardian.co.uk/society/2011/may/10/drug-regulators-
accused-obesity-drug 

Drug regulators accused of  

putting patient safety at risk 
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HAI EUROPE UPDATES 

This month HAI welcomed two interns in its office in Amsterdam. Lorraine 
Schwanberg and Jasmin Blessing will be with us until the end of  September 
2011. Please do not hesitate to contact them should you have any queries. 
 
 
Jasmin Blessing will be executing HAI Europe‟s internal and external 
communications strategies. Jasmin has a Master degree in Human Rights from 
University College Dublin. She has previously worked with IPPF in London and 
UN-WOMEN in Santo Domingo/ Dominican Republic. She is particularly 
interested in increasing access to medicines in developing countries. Her aims 
at HAI are to gain exposure in the EU policy-making environment  and  to 
develop her knowledge  in the area of advocacy. She is interested in gaining 
work experience at a non-governmental orgainsation (NGO). Jasmin is thrilled 
to be joining HAI for the next three months. Her email is press@haieurope.org. 
 
 
Lorraine Schwanberg has a background in nursing and law. She is particularly 
interested in patient‟s rights, increasing access to healthcare universally and 
advocacy work. Lorraine feels very fortunate to have the opportunity to be 
working at HAI within a very dedicated and passionate team. Her goal is to gain 
experience and knowledge on EU policy decision- making and various aspects 
of the pharmaceutical industry and consumer rights. Lorraine will be working on 
the AGM Meeting in Cork and other projects. You can contact Lorraine at: 
events@haieurope.org 

New interns in HAI Europe office 

HAI Europe Member Recruitment 

HAI Europe is currently looking to expand its network of Members. Particular promi-
nence will be given to countries where HAI has no, or minimal, presence, notably in 
Bulgaria, Romania, Czech Republic, Slovakia, and Slovenia. 
 
 
If you know of organisations, NGOs or individuals who align themselves with the HAI 
values and interest areas, and whose expertise could contribute towards HAI Europe‟s 
network, please contact us at membership@haieurope.org. 
 
 
Please also feel free to provide interested potential members with HAI Europe 
 publications available on HAI Europe‟s website, www.haieurope.org. 
 
 
Do not hesitate to email the HAI Europe secretariat, info@haieurope.org, and ask us to 
email this information to the potential member. 

mailto:membership@haieurope.org


 

 

      Newsletter –  May 2011 – Issue 4    Page 9 

HAI Europe Interview with Jennifer Sellin 

HAI EUROPE MEMBER PROFILES 

         

In this month‟s edition we would like to introduce Jennifer Sellin, a new HAI 
Europe member and a Junior Researcher at the Law Faculty of Maastricht 
University and PHD candidate in the Department of International and 
European Law.   

What are your topics of interest (in relation to HAI Europe)? Access to 
medicines for patients in developing countries; the impact of IP in general and 
patents specifically on access to medicines; the interface of IP and human 
rights regarding public health; the impact of trade on public health and 
specifically access to medicines. 

What are you currently working on (campaigns / events / publications)? 
Currently I am in the final phase of my PhD. My research focuses on the 
interface of intellectual property protection with human rights, in the context of 
access to medicines for patients in developing countries. In that regard I have 
looked at both international IP law, specifically the TRIPS Agreement, and 
international human rights law. In addition to setting out the relationship of 
these two seemingly conflicting concepts on the international level, I have also 
undertaken a number of country studies. These include South Africa, Uganda 
and India. In the country studies I examine to what extent the selected 
countries are able to reconcile their human rights obligations with their TRIPS 
obligations and whether they have been able to strike a balance between 
encouraging creativity and innovation, while also guaranteeing the public 
access to IP protected products. 

What projects or initiatives have you undertaken which may be of 
interest to other HAI Europe members? I am a member of the Maastricht 
Centre for Human Rights, Law Faculty, Maastricht University and a member of 
the School of Human Rights Research, the Netherlands and active within the 
Africa Working Group. These are my publications:  
- Co-authored with Nishara Mendis, „Article 12 – Women‟s Right to Health and 
International Trade: With special reference to the GATS and TRIPS 
Agreement‟ in The Women’s Convention Turned 30: Achievements, Setbacks 
and Prospects ed. by Ingrid Westendorp  (forthcoming with Intersentia 
Publishers, 2011) 
- „Toegankelijkheid van Medicijnen in Ontwikkelingslanden‟ (2010) 34 
Wereldbeeld 153 2010/1, pp. 18-23 
- „Justiciability of the Right to Health – Access to Medicines. The South African 
and Indian Experience‟ (2009) 2 Erasmus Law Review 4, pp. 445-464 

Interested in: 

 Job opportunities in developing countries in the field of public health and 
human rights 

 Making contact with HAI Europe members working on similar topics 
 Expertise requests 
 Presenting at events 
 Contributing to HAI Europe publications and materials 
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This year the format of the HAI Europe Annual Meeting and its annual Open 
Seminar is going to be changed. The HAI Europe Annual General Meeting 
will take place on Friday 23 September 2011 in Cork, Ireland. The Meeting 
will be followed by the Open Seminar on Saturday 24 September. This year 
the Open Seminar Mad Medicine: Do conflict of interest make you crazy? 
will examine conflicts of interest in psychiatric medicine. More information 
will come in the next newsletter. We look forward to seeing you in Cork! 

HAI Annual General Meeting updates 

UPCOMING EVENTS 

We would like to remind HAI Europe members of the ongoing HAI Europe Essay 
Competition which ends on 30 June 2011. We encourage you to alert your circle of 
friends or students about this competition. Essays are to be based on one of the 
principal areas of HAI Europe‟s policy work. Participants can win a chance to 
attend the HAI Europe Open Seminar and present at the HAI Europe General 
Meeting. More details available on the HAI Europe website: www.haieurope.org.  
 

Essay Writing Competition deadline extended 

GENERAL NEWS 

The European Commission has launched a prize for journalists in the field 
of health journalism. Journalists are invited to submit articles which cover 
the theme of health, with a focus on the current EU campaign on Europe for 
Patients. The EU Health Prize for Journalists 2011 will cover articles from 
any one of the following topics : cross-border healthcare, rare diseases, 
health workforce, patient safety, organ donation and transplantation, cancer, 
flu vaccination, prudent use of antibiotics, mental health, Alzheimer‟s 
disease and other dementias and childhood vaccination. For the first time 
this year the theme of pharmaceuticals is also added. Deadline: 24 July 

2011. More information can be found at:  http://www.epha.org/a/4509 

3rd EU Health Prize for Journalists - open to 

competition 

We would like to remind all HAI Europe Member of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org. 
 

Contributions to the Newsletter 

REMINDERS 

HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

http://www.haiafrica.org/
http://www.haiap.org/
http://www.haiweb.org/
http://www.aislac.org/
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Welcome to the June/July 2011 Issue 
This newsletter has been put together by HAI Europe‟s Communications intern, 
Jasmin Blessing, who joined the team in mid-May.  Please note, to access the links 
in the newsletter, copy and paste  the URL into your browser.  

HAI EUROPE OPEN SEMINAR 

This year HAI Europe will be co-hosting an Open Seminar with Critical 
Voices Network Ireland. The one-day meeting will be held at University 
College, Cork, on Saturday 24 September and a programme is currently 
being drawn up, based on the theme: Mad Medicine - Do  conflicts of 
interest drive you crazy? 
 
The aim of the Open Seminar is to promote greater public awareness and 
debate about the Irish and European Medicine regulation systems and 
situations where conflicts of interest can arise.  Presentations will address 
potential conflicts of interest in various phases in the pre- and post-
marketing life of drugs, including research, publication of research findings, 
licensing, promotion, public subsidisation, prescribing and monitoring of 
adverse events.   
 
Speakers include: David Healy, Barbara Mintzes, Adriane  Fugh-Berman, 
Nessa Childers, Noel Wathion, Ivor Browne, members of the Critical Voices 
Network Ireland and more to be confirmed. Please make a note of the date 
now and check the HAI Europe website for more information . 

HAI EUROPE ANNUAL GENERAL MEETING 

This year the AGM will be held on Friday 23rd September. All members of the 
HAI Europe Association should have received information about the 
upcoming AGM from Rose de Groot via e-mail (15th July). Please contact her 
on e-mail rose@haieurope.org as soon as possible if you did not receive that 
e-mail, especially if you would like to have accommodation arranged for you 
as there is a deadline for the hotel reservations of 19th August.  
 
Along with sister organisations BUKO and Wemos, 2011 marks the thirtieth 
anniversary of the founding of HAI.  Many members have been with us on the 
whole thirty year journey whilst others have joined more recently. HAI remains 
the only global network organisation exclusively  dedicated to the 
improvement of Access to Medicines and the Rational Use of Medicines. We 
hope to see many of you at the meetings in Cork to help us celebrate! 

mailto:rose@haieurope.org
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29 June 2011 -  In an open letter to the President and Members of the 
European Commission as well as the European Parliament and the EU  
Member states, 98 civil society and research organisations from 22 European 
countries warn that the Commission's draft proposals for the next Research 
funding framework (2014-2020) fail to address the real challenges faced by 
European societies.  The organisations call for a research agenda geared 
towards the needs of society and the environment rather than those of big 
business. European research should promote and focus on innovation that 
provides solutions rather than investing in end of pipe technologies, which do 
not tackle the root causes of the problems that society faces. 
 
The full letter and list of signatories can be accessed at: http://haieurope.org/
wp-content/uploads/2011/06/29-June-2011-Joint-Open-Letter-Common-
Strategic-Framework.pdf 
 
The press release can be accessed at: http://haieurope.org/wp-content/
uploads/2011/06/29-June-2011-Scientists-and-NGOs-slam-Commissions-
Research-funding-plans.pdf 

 

This initiative generated press coverage in Research Europe Today. Find 
more information about related media coverage on Page 4 of this Newsletter.  

Public Research should benefit Society, 
 not Big Business 

27 June 2011 - The EU will pursue ambitious IP standards in ongoing Free 
Trade Agreement  (FTA) negotiations with India and Mercosur (Common 
Market of the South), according to the updates from the European 
Commission at a State of Play meeting with civil society. Apart from India and 
Mercosur, the EU is currently negotiating a trade deal with the Ukraine, where 
the need for medicines to treat HIV/AIDS is currently unmet. Aggressive IP 
protection introduced through the EU-Ukraine FTA could restrict access to 
affordable Antiretroviral (ARV) drugs  thus thwarting any initiative to slow the 
progression of this life threatening disease.  

HAI Europe will continue to monitor Free Trade Agreements (FTA‟s): http://

haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-

medicines/  

Also see the HAI Europe Policy Brief for more information on the EU 
Mercosur Trade Agreements:  http://haieurope.org/wp-content/
uploads/2011/04/29-Apr-2011-Policy-Brief-EU-Mercosur-Protecting-Access-to
-Medicines.pdf 
 
 

         

HAI Europe attends  
DG Trade Civil Society Meeting:  

State of Play of Free Trade Agreements (FTAs) 

HAI EUROPE OFFICE ACTIVITIES 

http://haieurope.org/wp-content/uploads/2011/06/29-June-2011-Joint-Open-Letter-Common-Strategic-Framework.pdf
http://haieurope.org/wp-content/uploads/2011/06/29-June-2011-Joint-Open-Letter-Common-Strategic-Framework.pdf
http://haieurope.org/wp-content/uploads/2011/06/29-June-2011-Joint-Open-Letter-Common-Strategic-Framework.pdf
http://haieurope.org/wp-content/uploads/2011/06/29-June-2011-Scientists-and-NGOs-slam-Commissions-Research-funding-plans.pdf
http://haieurope.org/wp-content/uploads/2011/06/29-June-2011-Scientists-and-NGOs-slam-Commissions-Research-funding-plans.pdf
http://haieurope.org/wp-content/uploads/2011/06/29-June-2011-Scientists-and-NGOs-slam-Commissions-Research-funding-plans.pdf
http://haieurope.org/work-areas/access-to-essential-medicines-2/equitable-access-in-europe/
http://haieurope.org/work-areas/access-to-essential-medicines-2/equitable-access-in-europe/
http://haieurope.org/work-areas/access-to-essential-medicines-2/equitable-access-in-europe/
http://haieurope.org/wp-content/uploads/2011/04/29-Apr-2011-Policy-Brief-EU-Mercosur-Protecting-Access-to-Medicines.pdf
http://haieurope.org/wp-content/uploads/2011/04/29-Apr-2011-Policy-Brief-EU-Mercosur-Protecting-Access-to-Medicines.pdf
http://haieurope.org/wp-content/uploads/2011/04/29-Apr-2011-Policy-Brief-EU-Mercosur-Protecting-Access-to-Medicines.pdf
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HAI submission to the Consultative Expert 
Working Group on Alternative Financing  

June 2011 - HAI Global, HAI Latin America and the Caribbean and HAI 
Europe made a submission to the Consultative Expert Working Group 
(CEWG) on alternative financing urging the CEWG that research and 
development (R&D) initiatives should delink the cost of R&D from the 
price of the product by removing Intellectual Properties barriers. 
 
In the last thirty years there have been several initiatives investing in R&D 
for neglected diseases and improving the access to medicines for the 
poor. However, the focus of global biomedical R&D  to a large extent 
remains on life-style and convenience medicines for the rich minority 
populations of the north, where there is a profitable market. This R&D 
framework is at the expense of the diseases that affect the majority 
population of the poor. 
 
For more information: http://haieurope.org/wp-content/uploads/2011/06/
Health-Action-International-submission-to-CEWG-June-2011.pdf 

06 July 2011 - HAI Europe was invited to share the consumer perspective 
of transparency at the annual Pharmaceutical Policy Analysis course 
hosted by Utrecht University, a WHO Collaborating Center. Contributing to 
the discussion alongside a former employee of the US Food and Drug 
Administration, a representative of HAI Europe discussed the need for 
improved transparency of stakeholders and of medicines safety information 
at the European Medicines Agency. 
 
Link to the HAI Europe presentation online:http://haieurope.org/wp-content/
uploads/2011/07/06-July-2011-HAI-Europe-presntation-on-transparency-at-
the-EMA-at-Utrecht-University-Summer-Course-Read-Only.pdf 

Transparency - A hot topic at Utrecht University 

pharmaceutical policy course 

20 June 2011 - HAI Europe, the Alliance for Lobby Transparency and 
Ethics Regulation (ALTER-EU), Formindep, and the International Society 
of Drug Bulletins (ISDB), sent a letter to DG SANCO Commissioner John 
Dalli urging him to initiate a review of staff regulations that govern post-
employment activities.  HAI Europe believes that strengthened Staff 
Regulations can guard against the “revolving door” case recently seen at 
the European Medicines Agency which could lead  to undue industry 
influence on public agencies responsible for protecting public health.  
 
The full letter can be accessed at: http://haieurope.org/wp-content/
uploads/2011/06/20-June-2011-Joint-open-letter-to-Commissioner-Dalli-
regarding-the-Staff-Regulations.pdf 

Joint open letter calls for review off ―revolving 

door‖ at European Medicines Agency 

http://haieurope.org/wp-content/uploads/2011/06/Health-Action-International-submission-to-CEWG-June-2011.pdf
http://haieurope.org/wp-content/uploads/2011/06/Health-Action-International-submission-to-CEWG-June-2011.pdf
http://haieurope.org/wp-content/uploads/2011/07/06-July-2011-HAI-Europe-presntation-on-transparency-at-the-EMA-at-Utrecht-University-Summer-Course-Read-Only.pdf
http://haieurope.org/wp-content/uploads/2011/07/06-July-2011-HAI-Europe-presntation-on-transparency-at-the-EMA-at-Utrecht-University-Summer-Course-Read-Only.pdf
http://haieurope.org/wp-content/uploads/2011/07/06-July-2011-HAI-Europe-presntation-on-transparency-at-the-EMA-at-Utrecht-University-Summer-Course-Read-Only.pdf
http://haieurope.org/wp-content/uploads/2011/06/20-June-2011-Joint-open-letter-to-Commissioner-Dalli-regarding-the-Staff-Regulations.pdf
http://haieurope.org/wp-content/uploads/2011/06/20-June-2011-Joint-open-letter-to-Commissioner-Dalli-regarding-the-Staff-Regulations.pdf
http://haieurope.org/wp-content/uploads/2011/06/20-June-2011-Joint-open-letter-to-Commissioner-Dalli-regarding-the-Staff-Regulations.pdf
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HAI EUROPE IMPACT 

HAI Europe received media coverage in Research Europe Today  following the 
open letter HAI Europe signed with 98  civil society and research organisations 
to the European Commission, Parliament and national governments to 
“overcome the myth that only highly complex and cost intensive technology can 
create sustainability, employment and well-being.”  
The letter also claims that the existing processes for research funding allocation 
have been captured by corporate interests, and calls for “democratic, 
participatory and accountable” procedures. 
 
The full article can be accessed at: http://www.researchresearch.com/
index.php?
option=com_news&template=rr_2col&view=article&articleId=1074023 

HAI Europe in the news:  
Non-Governmental Organisations (NGOs) slam 

industry bias in EU research funding plans 

Page 4 

28 June 2011 - DG SANCO Commissioner John Dalli replied to HAI Europe‟s 
letter, A cautionary message on Information to Patients, sent on 20 May. In his 
letter, Commissioner Dalli agrees with many of HAI Europe views, such as the 
importance of existing tools to improve access to medicines information and to 
answer the need for broader information not limited to medicinal products. 
However, Dalli also points to the difficulty of reconciling the different views of 
member states in applying these provisions. 
 
To read the full letter: http://haieurope.org/wp-content/uploads/2011/07/28-July-
2011-Response-from-Dalli-to-joint-letter-on-20-May.pdf 

John Dalli’s response to joint letter on information 
for patients 

Drop in pay-for-delay—good for access to 

medicines in Europe  

8 July 2011 – HAI Europe released a statement after the European Commission 
revealed a fall in problematic medicines patent settlements. This is good news 
for public health because intentional delays in opening the medicines market to 
competition can prevent patients from accessing the medicines they need. The 
latest results from DG Competition‟s second monitoring exercise show that dam-
aging „pay-for-delay‟ settlements fell from an average of 22% of all patent settle-
ments (2000 and 2008) to just 3% in 2010. This is positive news for access to 
medicines… 
 
Continue reading statement: http://haieurope.org/wp-content/uploads/2011/07/08
-July-2011-Statement-HAI-Europe-Drop-in-pay-for-delay-good-for-access-to-
medicines-in-Europe.pdf  

http://www.researchresearch.com/index.php?option=com_news&template=rr_2col&view=article&articleId=1074023
http://www.researchresearch.com/index.php?option=com_news&template=rr_2col&view=article&articleId=1074023
http://www.researchresearch.com/index.php?option=com_news&template=rr_2col&view=article&articleId=1074023
http://haieurope.org/wp-content/uploads/2011/07/28-July-2011-Response-from-Dalli-to-joint-letter-on-20-May.pdf
http://haieurope.org/wp-content/uploads/2011/07/28-July-2011-Response-from-Dalli-to-joint-letter-on-20-May.pdf
http://haieurope.org/wp-content/uploads/2011/07/08-July-2011-Statement-HAI-Europe-Drop-in-pay-for-delay-good-for-access-to-medicines-in-Europe.pdf
http://haieurope.org/wp-content/uploads/2011/07/08-July-2011-Statement-HAI-Europe-Drop-in-pay-for-delay-good-for-access-to-medicines-in-Europe.pdf
http://haieurope.org/wp-content/uploads/2011/07/08-July-2011-Statement-HAI-Europe-Drop-in-pay-for-delay-good-for-access-to-medicines-in-Europe.pdf
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HAI EUROPE UPDATES 

HAI Europe is looking for a Communications intern to join its offices in 
Amsterdam from September 2011. 
 
Duration: Minimum of four months, starting in September  2011. 
Hours: Minimum of 32 hours per week 
Deadline: August 10th 2011 
 
Interested candidates please submit a cover letter (no more than one page) and 
one updated CV in English to Mrs. Rose de Groot: rose@haieurope.org 
 
For more information please go to: http://haieurope.org/wp-content/
uploads/2011/07/Communications-Intern.pdf 

HAI Europe Communications Internship 

HAI Europe Member Recruitment 

HAI Europe is currently looking to expand its network of Members. Particular 
prominence will be given to countries where HAI has no, or minimal, presence, notably 
in Bulgaria, Romania, Czech Republic, Slovakia, and Slovenia.  
If you know of organisations, NGOs or individuals who align themselves with the HAI 
values and interest areas, and whose expertise could contribute towards HAI Europe‟s 
network, please contact us at info@haieurope.org. 
Please also feel free to provide interested potential members with HAI Europe 
publications available on our website, www.haieurope.org. 

European Medicine Agency’s (EMA's) second 
stakeholder forum on the implementation of the 

new 2010 pharmacovigilance legislation 

17June 2011 - A representative from HAI Europe attended the EMA‟s second 
stakeholder forum on the implementation of the new pharmacovigilance 
legislation. This forum on the changes to the safety-monitoring of medicines in 
Europe involved discussions between the Agency, key stakeholder groups and 
medicines regulatory authorities from the European Union Member States. 
HAI Europe‟s summary of the last two stakeholder forums will be available soon. 
 
EMA press release:http://www.ema.europa.eu/ema/index.jsp?curl=pages/
news_and_events/news/2011/06/news_detail_001283.jsp&murl=menus/
news_and_events/
news_and_events.jsp&mid=WC0b01ac058004d5c1&jsenabled=true 
 
The EMA‟s report on the second stakeholder forum is available here: http://
www.ema.europa.eu/docs/en_GB/document_library/Report/2011/06/
WC500108047.pdf 

http://haieurope.org/wp-content/uploads/2011/07/Communications-Intern.pdf
http://haieurope.org/wp-content/uploads/2011/07/Communications-Intern.pdf
mailto:info@haieurope.org
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/06/news_detail_001283.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1&jsenabled=true
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/06/news_detail_001283.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1&jsenabled=true
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/06/news_detail_001283.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1&jsenabled=true
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/06/news_detail_001283.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1&jsenabled=true
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/06/WC500108047.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/06/WC500108047.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/06/WC500108047.pdf
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HAI Europe response to the European Medicine 
Agency (EMA)  reflection paper on clinical trials 

         

01 July 2011 - HAI Europe responded to the European Medicines Agency‟s
(EMA)  reflection paper on Ethical and Good Clinical Practice aspects of clinical 
trials conducted outside the EU but used to apply for marketing approval in the 
EU. HAI Europe has expressed concerns about: 
 

 International cooperation in the regulation of clinical trials, their  

      review and inspection and capacity building in this area 

 Ethics committees and regulatory oversight 

 Fair compensation for participants 

 Involving vulnerable populations 

 Placebo and active comparator 

 Participants‟ access to treatment post trial 

 Practical steps in the drug development phase 
 
Thank you to those HAI members who contributed to this response. Referring to 
the Declaration of Helsinki as benchmark for future developments in this area, 
HAI Europe anticipates a stronger commitment from the EMA to ensure clinical 
trials outside the EU are fairly and ethically undertaken.  
 
Read the full consultation response at: http://haieurope.org/wp-content/
uploads/2011/07/1-July-Consultation-response-on-ethical-aspects-on-clinicial-
trials-in-third-countries.pdf 
 

http://haieurope.org/wp-content/uploads/2011/07/1-July-Consultation-response-on-ethical-aspects-on-clinicial-trials-in-third-countries.pdf
http://haieurope.org/wp-content/uploads/2011/07/1-July-Consultation-response-on-ethical-aspects-on-clinicial-trials-in-third-countries.pdf
http://haieurope.org/wp-content/uploads/2011/07/1-July-Consultation-response-on-ethical-aspects-on-clinicial-trials-in-third-countries.pdf


 

 

HAI EUROPE MEMBER NEWS 

Latest Newsletter from  
Insulin Dependent Diabetes Trust 

Insulin Dependent Diabetes Trust invites you to read their July Newsletter online at: 

http://www.iddt.org/wp-content/uploads/2011/07/IDDTNewsletter-Jul2011.pdf  

Anything new in EU Pharmacovigilance? 
HAI Europe member, Andrew Herxheimer, comments on risk management plans for 
medicines in the European Journal of Clinical Pharmacology : Looking at EU 
pharmacovigilance. 
 
Read the full  open commentary in the European Journal of Clinical Pharmacology:  
 
http://haieurope.org/wp-content/uploads/2011/07/18-Julu-2011-1107-EMA-RMPs-
10.1007_s00228-011-1074-8.pdf 

Drawing on the conclusions of the  study “The Influence Of Advertising On Drug 
Recommendations,” a group of researchers including HAI Europe members Peter 
Mansfield and Joel Lexchin published a letter in The Lancet encouraging the prestigious 
medical journal to take a stand against drug company advertisements. 
 
For more information see: http://www.thelancet.com/journals/lancet/article/PIIS0140-
6736%2811%2961019-2/fulltext?elsca1=TL-010711&elsca2=email&elsca3=segment 

HAI Europe members taking a stand against 

 drug company advertisements 
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http://www.iddt.org/wp-content/uploads/2011/07/IDDTNewsletter-Jul2011.pdf
http://haieurope.org/wp-content/uploads/2011/07/18-Julu-2011-1107-EMA-RMPs-10.1007_s00228-011-1074-8.pdf
http://haieurope.org/wp-content/uploads/2011/07/18-Julu-2011-1107-EMA-RMPs-10.1007_s00228-011-1074-8.pdf
http://www.thelancet.com/journals/lancet/article/PIIS0140-6736%2811%2961019-2/fulltext?elsca1=TL-010711&elsca2=email&elsca3=segment
http://www.thelancet.com/journals/lancet/article/PIIS0140-6736%2811%2961019-2/fulltext?elsca1=TL-010711&elsca2=email&elsca3=segment
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HAI Europe Interview with Andrew Herxheimer  

HAI EUROPE MEMBER PROFILES 

         

What are your topics of interest (in relation to HAI Europe)?  

I am especially concerned with the way in which people can properly consider 
and weigh up the likely benefits and the possible harms of treatments, both 
before starting the treatment and during the time they are using it.  To do that 
well they need reliable, fairly complete and up-to-date information about the 
effects of the possible treatments, and to be able to choose reliable sources.  
Understanding some basic principles of drug treatment can help people to talk 
about the choices with their doctor.  

Hope is universal – among patients, doctors, scientists, drug companies, 
bureaucrats – so benefits tend to be overestimated and harms 
underestimated.  Rose-tinted spectacles distort perceptions, and it is difficult to 
get the balance right.  One reason is that people‟s personal valuation e.g 
important or minor] of particular effects differ a lot – averages often don‟t help. 
It‟s complicated because benefits are expected very soon, but many harms 
take a long time to develop. So probability, the risks, must be estimated. 
That‟s complicated to do, and to explain. 

We know much less about harms than about benefits.  The research efforts 
are quite unbalanced – very much less is done to study harms. Companies 
don‟t want to pay for that – they just do what they are forced to do. Regulatory 
agencies have no research budget, academics hardly get public funding for 
such work.  But it is a government responsibility, though politicians don‟t 
recognise that. 

Pharmaceutical companies work hard to present their products as 
favourably as possible, and their claims should be examined critically by 
independent people.  This is why drug bulletins were started in the last 50 
years.  They have not had enough public and professional support.  National 
drug regulatory agencies have done and are still doing too little to ensure 
that the public and doctors are helped in assessing treatments. Their 
communications are unclear and not consumer-friendly. 

How did your career take off? 

After qualifying from St Thomas‟s I did house jobs mainly in medicine and 
dermatology, followed in 1953 by research and teaching clinical pharmacology 
and therapeutics in London – first at St Thomas‟, then the London Hospital 
and finally at Charing Cross and Westminster Medical School until I retired in 
1991.   In 1962 I founded Drug and Therapeutics Bulletin and edited it until 
1992. In 1986 I became the first chair of the International Society of Drug 
Bulletins (ISDB).  

In addition, I  am the Co-convenor of the Cochrane Adverse Effects Methods 
Group.  This group works to help authors [and editors] of Cochrane reviews to 
systematically include and evaluate evidence on harms in all reviews. That is a 
big and long-term task.   

 



 

 

Moreover I have helped as expert witness in the legal defence of people who 
have committed a crime as a result of taking an Selective serotonin             
re-uptake inhibitors (SSRI) or similar antidepressant, and have written about 
this problem.  Work on the interaction of alcohol and these drugs continues 
and should be published in the coming months. 

I am also  a member of ISDB [Int Soc of Drug Bulletins] and of Healthy 
Skepticism, and contribute occasionally. 

What has been a major challenge you have faced in your work? 

In terms of adverse drug effects, HAI  Europe published a survey in 2010 on 
reporting of adverse drug effects directly by patients. This is now required in 
the EU, but no country has yet found the best way to encourage and       
manage it.  That still needs a lot of work – everywhere. 

To access the HAI Europe Study Report Direct Patient Reporting of Adverse 
Drug Reactions : http://haieurope.org/wp-content/uploads/2010/12/10-May-
2010-Report-Direct-patient-reporting-of-adverse-drug-reactions.pdf 

If you could wave a magic wand what reform or change to the system 
of drug licensing/prescribing would you introduce? 
 
That‟s easy: we should license only medicines that have been shown to 
have some clear advantage over already existing treatments for the same 
condition. If such an advantage is shown only for a subgroup of patients, 
then the drug should be licensed for use only in that subgroup. Any added 
value of me-too drugs must be demonstrated.  

What projects or initiatives have you undertaken which may be of 

interest to other HAI Europe members?  

I am a trustee of the DIPEx charity, which builds & maintains big collections 
of people‟s personal illness experiences on www.healthtalkonline.org and 
www.youthhealthtalk.org .  I also contribute to the Health Experiences 
Research Group in Oxford, which collects and analyses these experiences, 
and publishes papers about them.  From this beginning in the UK, we are 
establishing an international network of groups using the same methods, so 
that we will be able to compare experiences in different cultures and 
healthcare systems.   The countries so far in DIPEx International are Japan, 
Germany, Spain, Korea, Australia, Israel/Palestine, and the Netherlands.  
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Submit evidence to the European Medicines 

Agency audit 

The European Court of Auditors invites submissions from civil society to in-

form their investigation into the handling of conflicts of interest at the Euro-

pean Medicines Agency. Please contact Mr. Eoin O‟Shea from the ECA 

(eoin.oshea@eca.europa.eu) with your documentation before 30 Septem-

ber. 

GENERAL NEWS 

http://haieurope.org/wp-content/uploads/2010/12/10-May-2010-Report-Direct-patient-reporting-of-adverse-drug-reactions.pdf
http://haieurope.org/wp-content/uploads/2010/12/10-May-2010-Report-Direct-patient-reporting-of-adverse-drug-reactions.pdf
http://www.healthtalkonline.org/
http://www.youthhealthtalk.org/
mailto:eoin.oshea@eca.europa.eu
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Health Activism in Europe Today 

We would like to remind all HAI Europe Member of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org. 
 

Contributions to the Newsletter 

REMINDERS HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

'Health Activism in Europe Today' is a participative conference taking place 
at Lancaster University 14-16th September 2011. The conference is part of 
the 'European Patient Organisations in Knowledge Society' project (EPOKS) 
funded by the European Commission's FP7 'Science in Society Initiative'. 
EPOKS has been involved in mapping the history and contemporary 
configuration of patient organisations in Europe, with a focus on 
engagement with research. Activism has been studied in four health   
arenas - Childbirth, Attention Deficit Hyperactivity Disorder, Alzheimer's 
Disease, and Rare Diseases - across four countries, France, UK, Ireland 
and Portugal. Alongside presentations of the EPOKS findings, the 
conference will include participation from patient organisations, policy 
makers and leading academics in the field of health activism.  

Access the full conference programme: http://www.lancs.ac.uk/fass/centres/
css/event/3668/ 

http://www.haiafrica.org/
http://www.haiap.org/
http://www.haiweb.org/
http://www.aislac.org/
http://www.lancs.ac.uk/fass/centres/css/event/3668/
http://www.lancs.ac.uk/fass/centres/css/event/3668/
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Welcome to the September 2011 Issue 
Please note, to access the links in the newsletter, copy and paste  the url into your 
browser. We would also like to remind HAI members of the possibility to contribute 
to the content of this newsletter. Please send any relevant information or news 
articles to press@haieurope.org. 

LETTER FROM CHAIR OF ASSOCIATION BOARD 

Dear HAI Europe Members, 
 
I’d like to begin by thanking the HAI Europe members for re-electing me to the 
Board and to say how grateful I am to be able to continue contributing to the 
organisation as the new Board Chair. I have been a HAI member now for about 25 
years and I think that the work that HAI has done in the past, and will do in the 
future, is extremely important in furthering the goal of rational use of medicines. 
 
At the AGM we also elected two new Board members – Staffan Svensson from 
Sweden and Patrick Durisch from Switzerland. Staffan has a post-doctoral position 
at Göteborg university and also work as a scientific supervisor in family medicine. 
Patrick is a veterinary doctor, with almost 20 years of working experience with 
NGOs in Europe, the Middle-East and Africa. Since February 2009, he has served 
as the Health Programme Coordinator for the Déclaration de Berne. 
 
Although the recent AGM was small, the discussions were both lively and 
interesting. In the morning there were presentations from Patrick Durisch on the 
activities of the Berne Declaration, Barbara Mintzes on the results of her project 
looking at interactions between sales representations and general practitioners and 
Jörg Schaaber on recent changes in the German social health insurance system 
and their implications for how new drug assessments are conducted. The 
afternoon saw plenary discussions about a number of current areas of HAI work 
that included new initiatives at the European Medicines Agency on transparency 
and the current status of the proposed changes on direct-to-consumer advertising. 
At the end of the meeting we talked about a new project to look at access to 
medicines in Europe with a focus on non-communicable diseases.  
 
If anyone in the network would like to get in touch with me on any of the areas that 
HAI is working on or to talk about their own work I’d be pleased to hear from you. E 
mail me at jlexchin@yorku.ca. 

mailto:press@haieurope.org.
mailto:jlexchin@yorku.ca
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HAI EUROPE OPEN SEMINAR 

On 24 September, HAI Europe hosted its annual Open Seminar organised in 
cooperation with the Critical Voices Network Ireland (CVNI) at University College 
Cork, Ireland. The aim of the Open Seminar was to promote greater public 
awareness and debate about the Irish and European medicine regulation systems 
and situations where conflicts of interest can arise.  Throughout this one-day event, 
a number of distinguished speakers presented on these issues.  All presentations 
are available at the following link: http://haieurope.org/events/. 
 
HAI Europe would like to once again thank all those who helped organise and 
participated in this successful Open Seminar. 

Newspaper the Irish Examiner reported on the Irish Medicine Board’s decision to 
decline the invitation to participate in HAI Europe’s Open Seminar. Their absence 
was underlined during the Open Seminar by the presence of a symbolic empty 
chair. The full article is available at the following link: http://www.irishexaminer.com/
ireland/health/medicine-board-refuses-to-attend-drug-conference-166682.html.   
 
The Irish Times also published an article focusing on public health and conflicts of 
interest.  The article can be accessed here: http://www.irishtimes.com/newspaper/
health/2011/0920/1224304402832.html 

Media coverage: Irish Medicine Board declines 
to attend Open Seminar 

http://haieurope.org/events/
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HAI EUROPE OFFICE ACTIVITIES 

HAI Europe and the Medicines in Europe Forum (MIEF) have published a joint 
response to the  HMA/EMA Guidance document on the identification of 
Commercially Confidential Information and Protection of Personal Data within the 
structure of the Marketing Authorisation (MA) Dossier. 
 
HAI Europe and MIEF welcomed  the initiative to comment on the HMA/EMA 
guidance document on the identification of Commercially Confidential Information 
and Protection of Personal Data within the structure of the Marketing Authorisation 
(MA) Dossier. We have, however, identified serious shortcomings in the guidance 
document.  
 
Public accountability of regulatory decisions is only possible if the public has access 
to the evidence on which those decisions are based, and is provided with a 
rationale for decisions.  
 
There is an inherent risk that vital information of public relevance would remain 
inaccessible to the public, were such a draft guidance document to be approved. 
When medicines agencies fail to publicly disclose important safety information to 
potential users and the public at large, they also fail to fulfil their mandate to 
contribute to rational medicine use, safeguarding and upholding public health.  
 
Lack of full public access to the body of available scientific evidence about the 
effects of medicines on human health leaves European citizens at greater risk for 
otherwise preventable harm. This is unacceptable. A broad definition of commercial 
confidentiality that puts commercial interests before human health is both 
inconsistent with EU regulations and almost certain to lead to otherwise 
preventable harm. Two steps are needed to prevent future harm: a precise and 
limited definition of commercial confidentiality and regulatory procedures that make 
transparency the norm and secrecy the exception. 
 
For the full response, please visit: http://haieurope.org/wp-content/
uploads/2011/08/31-August-2011-Joint-HAI-Europe-MIEF-response-to-EMAHMA-
consultation-on-draft-guidance-docum.pdf 

Response to HMA/EMA Guidance document on 
the identification of Commercially Confidential 
Information and Protection of Personal Data  

http://haieurope.org/wp-content/uploads/2011/08/31-August-2011-Joint-HAI-Europe-MIEF-response-to-EMAHMA-consultation-on-draft-guidance-docum.pdf
http://haieurope.org/wp-content/uploads/2011/08/31-August-2011-Joint-HAI-Europe-MIEF-response-to-EMAHMA-consultation-on-draft-guidance-docum.pdf
http://haieurope.org/wp-content/uploads/2011/08/31-August-2011-Joint-HAI-Europe-MIEF-response-to-EMAHMA-consultation-on-draft-guidance-docum.pdf
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The European Commission is seeking views from the public on a concept paper on 

implementing measures for the performance of activities related to the safety 

monitoring of medicines. 

 

The paper, which is open for consultation until 7 November 2011, provides 

technical details that the European Medicines Agency, medicines regulatory 

authorities in European Union (EU) Member States and marketing-authorisation 

holders will need to apply when implementing the new pharmacovigilance 

legislation. 

 

This consultation process is a key step in the implementation of the 

pharmacovigilance legislation. The Agency is working closely with the European 

Commission, as well as national medicines regulatory authorities, patients, 

healthcare professionals and pharmaceutical companies, to ensure the effective 

implementation of the new legislation. 

 

The full press release and  link to the text of this document is available at 

www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/09/

news_detail_001335.jsp&mid=WC0b01ac058004d5c1&murl=menus/

news_and_events/news_and_events.jsp. 

Call to contribute to EU Commission 
consultation on safety monitoring of medicines 

HAI MEMBERS’ NEWS 

HAI Europe members Agnes Vitry and Orla O’Donovan each wrote chapters for 
Democratizing Health: Consumer Groups in the Policy Process, the latest book 
published by Deakin University and a group of international experts . The 
publication explores the role of consumer groups in the development of policy 
affecting their members’ health and health care.   
 
More information regarding the book can be accessed at: http://www.e-elgar.co.uk/
bookentry_main.lasso?
id=13710&breadcrumlink=&breadcrum=&sub_values=&site_Bus_Man=&site_dev
=&site_eco=&site_env_eco=&site_inn_tech=&site_int_pol=&site_law=&site_pub_s
oc. 
To read the press release by Deakin University please go to the following link: 
http://www.deakin.edu.au/news/2011/13072011Healthpolicy.php 

Book: Democratizing Health: Consumer Groups in 
the Policy Process,  

Prescrire News Issue 

The September issue of Prescrire International can be downloaded for free at 
www.english.prescrire.org. 
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The Open Letter to the European Commission concerning the Common Strategic 

Framework for EU Research and Innovation Funding (2014-2020), of which HAI 

Europe is a signatory, is now open to individual signatories. The Letter addresses 

the needs for the EU Research framework (public research) to benefit Society 

rather than Big Business. Translated  in French, German, Spanish, Italian and 

Polish. For more information please go to http://sciencescitoyennes.org/open-letter-

eu-research/ 

Open Letter on concerns over EU Research 
Framework open to individual signatories 

HAI UPDATE 

Testosterone advertising - disease mongering 

By HAI Europe member Staffan Svensson 
 
Lately, there has been a surge in advertising for testosterone gel in Australia, 

Canada, Sweden and other countries. These ads have been aimed at the public 

through placement in newspapers as purported "health information", and 

accomp0anied by promotion to physicians. The text and imagery of the ads convey 

the message that a host of unspecific symptoms in older men, such as decreased 

sexual drive, lack of energy and sleepiness after dinner, may be due to 

testosterone deficiency. Readers are advised to see their doctors and ask for a 

testosterone test. 

For information on Adverse effects of testosterone visit:  www.ncbi.nlm.nih.gov/

pubmed/20592293 

More informaition on WHI (female HRT trial) can be accessed at 

ww.ncbi.nlm.nih.gov/pubmed/12117397 

GENERAL NEWS 

EMA  Consultation: Reflection paper on risk-based quality management in clinical 
trials. Deadline: 10 December 2011 
The aim of this paper is to describe the concept of risk based quality management 
in the setting of clinical research. Several related approaches have been described 
that focus on particular aspects of the research. The purpose of this reflection 
paper is to facilitate the development of a more systematic, prioritised, risk-based 
approach to quality management of clinical trials, to support the principles of Good 
Clinical Practice and to complement existing quality practices, requirements and 
standards.  
LinK: http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/
document/document_detail.jsp?webContentId=WC500110059&murl=menus/
document_library/document_library.jsp&mid=0b01ac058009a3dc 

EMA  Consultation: Reflection paper on risk-
based quality management in clinical trials 

http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500110059&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500110059&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500110059&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
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Patient-View, a research-and-publishing commercial organisation , has 
recently published a report, How industry can build relationships with patient 
groups. This publication is yet another example of how pharmaceutical industry is 
exploring new avenues for interaction with patient organisations. More 
information is available at : http://patientview.posterous.com/how-industry-can-
build-relationships-with-pat 

New Patient-View Report on Patient-Industry 
relations  

UPCOMING EVENTS 

ALTER-EU will be holding a conference, Curb corporate influence and 

reclaim democracy,  on 13-14 October 2011. More information regarding this 
conference and how to attend is available at http://www.alter-eu.org/alter-eu-
conference 

ALTER-EU Conference October 

The European Medicines Agency (EMA) has now published online the declarations 
of interests from its experts. This is a database of the European experts who 
provide scientific expertise to the EMA through its committees, working parties and 
other groups.  More information is available at  http://www.ema.europa.eu/ema/
index.jsp?curl=pages/about_us/landing/experts.jsp&murl=menus/about_us/
about_us.jsp&mid=WC0b01ac058043244a&jsenabled=true 

EMA Europe expert database 

Engaging stakeholders in the future Research and Innovation Framework 
Wednesday 19 Oct. 
HORIZON 2020, the new EU Research and Innovation programme to be unveiled 
by the end of the year, could radically transform the financing landscape of 
European R&I. How do we ensure the new programme has a balanced 
governance system, includes a variety of stakeholders from an early stage, allows 
for public debate and engages citizens' participation, while ultimately meeting the 
societal aspirations for sustainable development? The aim of this stakeholders' 
meeting is to prepare for the adoption of HORIZON 2020 by learning from direct 
experiences and sharing ideas.  
For more information and to register please visit http://www.greens-efa.eu/horizon-
2020-4457.html 

Green/EFA Conference—Horizon 2020 
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HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

REMINDERS 

We would like to remind all HAI Europe Member of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org. 

Contributions to the Newsletter 

The HAI Europe newsletter is put together for HAI Association Members only. 
From time-to-time it may contain strategic planning, or opinion information and we 
would therefore like to keep it inside the HAI members loop, so it should not be 
disseminated outside of the HAI network. Many thanks 

HAI members’ only Newsletter 

http://www.haiafrica.org/
http://www.haiap.org/
http://www.haiweb.org/
http://www.aislac.org/
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Welcome to the October 2011 Issue 
Please note, to access the links in the newsletter, copy and paste the URL into 
your browser. We would also like to remind HAI members of the possibility to 
contribute to the content of this newsletter. Please send any relevant information or 
news articles to press@haieurope.org 

HAI EUROPE OFFICE ACTIVITIES 

HAI Europe joined ALTER-EU Steering 
Committee 

 
HAI Europe has joined the Steering Committee of the Alliance for Lobby 
Transparency and Ethics Regulation (ALTER-EU, www.alter-eu.org). We 
were invited to join following our advocacy work around EMA’s former 
Director accepting industry consultancies within weeks of leaving his public 
post.  
 
ALTER-EU has around 180 campaign supporters from across the EU. Their 
coordinator, Koen Rovers, is based in Brussels where he manages their 
advocacy activities. ALTER-EU’s campaign priorities are:  
 

• Full transparency and safeguards against corporate capture of the 
European Commission’s advisory groups 

 
• Effective conflicts of interest rules for European Commissioners 

and Commission officials 
 
• An effective Code of Conduct for Members of the European 

Parliament 
 
This is an opportunity to further publicise examples from pharmaceutical 
policy debates to demonstrate how industry influence, wielded through the 
above means, can jeopardise citizen-centred policies in the EU. Please do 
forward on to us any suspected cases of undue indus try influence in 
the EU policy process  – they may be an issue that ALTER-EU can carry 
forward! 
 
If you have any further questions about ALTER-EU and our role in their 
network please contact katrina@haieurope.org 

This document arises from the HAI Europe’s Operating Grant 2011, which has received funding from the European 
Union, in the framework of the Health programme. The views expressed in this publication are those of the author, 
who is solely responsible for its content. The Executive Agency for Health & Consumers is not responsible for any use 
of the information herein. 
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On October 11, the European Commission released a redrafted version of 
the Information to Patients proposals (amending Directive 2001/83/EC on 
the Community code relating to medicinal products for human use). These 
legislative proposals include modifications to the regulations governing 
advertising of prescription medicines in the European Union. 
 
The document contains loopholes that open the door to advertising of 
prescription drugs to the public disguised as “patient information”. The 
rewritten proposals may be misinterpreted and misused, although they 
represent an improvement on the original version introduced by the 
Commission in December 2008. 
 
What are the problems? 
Printed materials prepared by the pharmaceutical companies could be made 
available at pharmacies and physicians’ practices; similarly summaries of 
frequently asked questions on a particular product can be prepared by the 
manufacturer and made available. 
 
Pharmaceutical companies would still be allowed to refer to medicinal 
products in information materials on health and diseases, provided no 
reference is made to a specific product. However, evidence from awareness 
campaigns by the pharmaceutical industry in the Netherlands shows that 
even when unbranded, information on health conditions can be framed to 
support drug treatment and to increase the sales of a particular product. 
 
The implementation of clearance procedures at national level before the 
dissemination of materials would be problematic. The Food and Drug 
Administration (FDA) in the USA has had difficulties in monitoring 
pharmaceutical promotion due to lack of resources. Similar resource 
difficulties and deficiencies in monitoring would be expected in most EU 
member states. 
 
Why worry about it? 
A body of research evidence has shown that pharmaceutical promotion has 
a negative effect on the quality of prescribing and medicine use. This 
negative effect is associated not only with information quality, but also with 
choices concerning which products are and are not promoted. 
 
Promotion of pharmaceutical products, whether disguised or not has been 
shown to lead to higher expenditures for medicines without any additional 
benefits to health or health care quality. It also raises serious public health 
concerns as it stimulates widespread use of new drugs before their potential 
for harm is fully known. 
 
Want to follow this campaign closely? 
Then please contact Teresa Alves at teresa@haieurope.org 
 
 

Redrafted proposals on “Information to 
Patients” still contain loopholes for disguised 

advertising 
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On 27 October, HAI Europe, Public Citizen and KEI jointly submitted a 
proposal to the Global Commission on HIV and the Law to consider for their 
report.  
 
The Global Commission has held consultation in seven regions (Asia-
Pacific, Caribbean, Eastern Europe, Central Asia, Latin America, Middle 
East and North Africa, and Africa) and HAI Europe attended the high income 
countries consultation in Oakland, US, on 16-17 September 2011. The 
submission focuses on alternative incentives and models for innovation in 
order to ensure broad and affordable access to HIV /AIDS treatment and 
other medicines.  
 
For the full submission, please visit http://haieurope.org/wp-content/uploads/ 
2011/11/27-Oct-2011-HAI-PC-KEI-submission-to-Global-Commission-on-
HIV-and-the%E2%80%A6.pdf 

HAI Europe, Public Citizen and Knowledge 
Ecology International joint submission to Global 

Commission on HIV and the Law 
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HAI MEMBERS’ NEWS 

Please find below a message from HAI Europe member, Adriane Fugh-
Berman: 
 
Dear members of the HAI Europe Association, 
 
At the recent HAI Europe Annual General Meeting in Cork I mentioned the 
Brownlee-Lenzer media list of independent researchers without conflicts of 
interest who can serve as resources for the media. I am a reviewer of this 
list which is currently being updated. We would love to have more experts 
on the list (and we especially need specialists). 
 
Are you on the list? Are your friends? 
 
If you are an expert willing to talk to media and don't have conflicts of 
interest with industry, please apply and please spread the word! 
 
The list is posted at Health News Review, a great site by journalist Gary 
Schwitzer that reviews health stories in the media 
www.healthnewsreview.org. 
 
The list is here: 
http://www.healthnewsreview.org/list-of-independent-experts.php 
 
and the application form is here: 
http://www.healthnewsreview.org/independent-experts-reguest.php 

Thank you! 
 
With kind regards, 
 
Adriane Fugh-Berman 

Brownlee-Lenzer media list of independent 
researchers 

Prescrire News Issue 

The October issue of Prescrire International can be downloaded for free at http://
english.prescrire.org/en/SummaryDetail.aspx?Issueid=120 
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HAI UPDATES 

The European Medicines Agency (EMA) has informed us that the 
Commission has published a call for expression of interest for candidates to 
represent healthcare professionals and patient organisations at the EMA 
Management Board and at the following scientific committees: Committee 
for Advanced Therapies (CAT) and Pharmacovigilance Risk Assessment 
Committee (PRAC). 
 
The deadline for submission of applications is 1 December 2011. 
 
Please find below the link to the Commission's call for expression of interest 
published on 30 September 2011 and the news link published in the EMA 
website: 
 
http://ec.europa.eu/health/documents/new_en.htm 
 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/
news/2011/09/news_detail_001354.jsp&mid=WC0b01ac058004d5c1&murl= 
menus/news_and_events/news_and_events.jsp 
 
The present call for expression of interest foresees a three-year mandate. 
We would strongly encourage you to consider applying for representation at 
the EMA Management Board and the Pharmacovigilance Risk Assessment 
Committee. 
 
These are positions of key importance in the Agency, where a HAI voice 
could make a difference in presenting an unbiased perspective.  
 
If you are interested and would like to find out more about these positions, 
please contact Teresa Alves as soon as possible, preferably before 14th 
November, at teresa@haieurope.org  

EMA call for interest for representatives to the 
Management Board and Pharmacovigilance 

Committee 

The Open Letter to the European Commission concerning the Common 
Strategic Framework for EU Research and Innovation Funding (2014-2020), 
of which HAI Europe is a signatory, is open to individual signatories. The 
Letter addresses the needs for the EU Research Framework (public 
research) to benefit society rather than big business and we encourage HAI 
Europe members to sign the letter (see website below). Translated in 
French, German, Spanish, Italian and Polish.  
 
For more information please go to http://sciencescitoyennes.org/open-letter-
eu-research/ 

Open Letter on concerns over EU Research 
Framework open to individual signatories 
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HAI UPDATES 

Would you like to find out more about the interaction of patients and consumer 
groups with the European Medicines Agency? Would you like to review the 
information that the Agency produces for the public, such as package leaflets and 
European Periodic Assesment Report summaries? 
  
Then you are cordially invited to attend a training session and a plenary meeting at 
the European Medicines Agency in November. Travel and accomodation are 
reimbursed by the Agency. We have two places available for the training session, 
and one place for the plenary meeting. These will be attributed on a first come, first 
served basis.  
 
If you are interested, please contact the HAI Europe office by 15 November at 
teresa@haieurope.org. 

HAI Europe Members Wanted 
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UPCOMING EVENTS 

Treating knowledge as a public good in EU research and innovation 
 
Horizon 2020 is the EU´s framework programme for research and 
innovation. This conference, which HAI Europe is helping to organise, will 
explore how EU funding can promote economically and socially sustainable 
innovation models with the aim of more openness, easier accessibility and 
higher result-oriented efficiency. The conference will examine what it means 
to treat knowledge as a public good in policy making and how this should 
affect future EU funding schemes for research and innovation. 
 
Date:  30th November   
 
Time:  13 - 15h   
 
Room: A3G3 European Parliament Brussels 
 
Please register by sending an email before 17th Nov ember to 
philippe.lamberts@europarl.europa.eu  
 
Note - To get access badge to the European Parliament please include the 
following information: full name, date of birth, nationality, type of ID 
(passport, ID, driving license) and ID number. 
 
For more information please read the conference programme which is 
available at http://haieurope.org/events. 

Horizon 2020: Investing in the Common Good   

The European Medicines Agency (EMA) will be organising a two-day 
workshop on medicines for older people. The meeting will be held at the 
EMA, in London, UK and the provisional dates foreseen are 22-23 March 
2012. 
 
In the link below you will find more information on the workshop: 
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2011/10/
WC500117090.pdf 
 
Although speakers will be by invitation and capacity will be limited, the EMA 
has called for expressions of interest to attend this workshop by 5 December 
2011. 
 
Should you be interested in attending, please contact Teresa Alves at 
teresa@haieurope.org. 

EMA workshop on medicines for older people - 
Invitation for expressions of interest 
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HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

REMINDERS 

We would like to remind all HAI Europe Member of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org 

Contributions to the Newsletter 

The HAI Europe newsletter is put together for HAI Association Members only. 
From time-to-time it may contain strategic planning, or opinion information and we 
would therefore like to keep it inside the HAI members’ loop, so it should not be 
disseminated outside of the HAI network. Many thanks. 

HAI members’ only Newsletter 
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Welcome to the November 2011 Issue 
Please note, to access the links in the newsletter, copy and paste the URL 
into your browser. We would also like to remind HAI members of the 
possibility to contribute to the content of this newsletter. Please send any 
relevant information or news articles to press@haieurope.org. 

HAI EUROPE OFFICE ACTIVITIES 

HAI Europe and TACD joint press release  

Horizon 2020: We all invest, who gets return? 
 
On 30th November the European Commission presented its Research and 
Innovation Framework programme – Horizon 2020. At the same time Health 
Action International (HAI) Europe and Trans Atlantic Consumer Dialogue 
(TACD) organized an expert conference to examine how this proposal will 
invest 80 billion Euros of taxpayers’ money in economically and socially 
sustainable innovation models. The present financial crisis calls for bold 
experimentation with new innovation models that guarantee more openness, 
easier accessibility and higher result-oriented efficiency. 
 
Mariana Mazzucato, Professor in Economics at the University of Sussex, 
underlined the role of the State as a catalyst of innovation. She argued that 
research models should avoid socializing the risks of investment while 
privatizing the profits of innovation by ensuring the public receives return on 
its investment.   
 
Peter Gøtzsche, Director of the The Nordic Cochrane Centre, spoke about 
the need to strengthen and open up the European Union’s (EU) health 
research. “Data sharing would lead to tremendous benefits for patients, 
progress in science, and much more rational use of healthcare resources 
based on evidence we can trust,” he said. 
 
Glyn Moody, open source technology expert, used the example of the IT 
sector to underline how open access and citizen based research can indeed 
be good business both financially and socially. 
 

 
Continued on page 2 

This document arises from the HAI Europe’s Operating Grant 2011, which has received funding from the European 
Union, in the framework of the Health programme. The views expressed in this publication are those of the author, 
who is solely responsible for its content. The Executive Agency for Health & Consumers is not responsible for any use 
of the information herein. 
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Katrina Perehudoff, HAI Europe, urged: “The time to act is now and Horizon 
2020 offers an excellent opportunity for the EU to explore new models of 
innovation that ensure EU-funded medical research results in affordable and 
accessible medicines. This is yet to be achieved in today’s release of the 
Horizon 2020 proposal.” 
 
David Hammerstein, TACD, explained: “Tax money should be spent in the 
public interest, not to create intellectual property only for the benefit of 
private companies. The Horizon 2020 should include socially-fair rules on 
the management of intellectual property rights, research results and 
technology transfer to assure affordability, accessibility and transparency.”  
 
The press release can be found at http://haieurope.org/wp-content/
uploads/2011/11/30-Nov-2011-HAI-Europe-TACD-Press-Release.pdf 
 
The agenda for the meeting can be found at http://haieurope.org/wp-content/
uploads/2011/11/Conference-programme-Horizon-2020-Investing-in-the-
common-good.pdf 
 
If you have any further questions about Horizon 2020 please contact 
katrina@haieurope.org. 

HAI Europe and TACD joint press release  
(continued) 

HAI Europe and TACD executive summary - 

Biomedical innovation at the European level 
 
Together with the Trans Atlantic Consumer Dialogue (TACD), HAI Europe is 
currently finalising a policy paper on biomedical innovation at the European 
level. Sophie Bloemen and David Hammerstein are now making the last 
edits to the paper, which will be available soon. However, in light of our 
conference in the European Parliament: Horizon 2020: Investing in the 
Common Good on November 30, we prepared an Executive Summary, 
taking the opportunity to introduce the policy paper to all participants.  
 
Please see our executive summary here http://haieurope.org/wp-content/
uploads/2011/11/29-Nov-2011-Executive-Summary-EU-Policy-opportunities-
in-Biomedical-Innovation-and-the-Public-Good.pdf 
 
If you have any further questions please contact sophie@haieurope.org. 
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On 30th November HAI Europe submitted a response to the European 
Commission consultation on the European Research Area (ERA) 
framework, providing feedback and recommendations for involvement of 
civil society organisations, and dissemination and knowledge transfer of 
research results. 
 
The full consultation response can be found at http://haieurope.org/wp-
content/uploads/2011/12/30-Nov-2011-HAI-Europe-response-ERA.pdf. 
 

Consultation response to the EU Commission’s 
European Research Area Framework 

In October last year, Teresa Alves presented at the ‘Selling Sickness’ 
Conference in Amsterdam organised by Healthy Skepticism Netherlands. 
The conference covered the promotion of sickness and pharmaceuticals. 
 
Her presentation included examples of ‘direct-to-consumer-information’ 
campaigns in Europe and how promotion can influence medicine use and 
health care. Her presentation, ‘European disease awareness campaigns’ 
addressed recent trends in promotion and presented several examples of 
current breaches of European advertising regulations. A video of the 
presentation is now available at http://vimeo.com/17399799. 

European disease awareness campaigns -  
Video available online 
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As the Chair of the HAI Europe Association Board I’d like to express my 
appreciation for all the work that Teresa Alves has done over the years as 
HAI Europe coordinator. Because of Teresa’s tremendous enthusiasm and 
commitment the work of HAI Europe has grown and been recognized as 
having a significant impact on the debates around medicines policy in 
Europe. HAI Europe will miss her and speaking as the Board Chair I hope 
that she continues to remain involved in the network in the future. 
 
Joel Lexchin 

Farewell to Teresa Alves 

HAI MEMBERS’ NEWS 

Dear All, 
 
Five and a half years ago, as I headed to the HAI office in Amsterdam for an 
interview little did I know what was in store for me. 
 
Working here has been such an enriching experience. First, having the 
opportunity to build up the European office and increase HAI Europe’s 
profile in EU Affairs, building bridges with other civil society partners, 
networking with politicians and European institutions, and liaising with the 
media. And in doing so, bringing along our message and priorities; 
advancing access to essential medicines and rational use by increasing 
public scrutiny over EU decisions that affect medicines policy, and 
promoting transparency in decision-making processes.   
 
It goes without saying that the biggest benefit of this adventure has been the 
wonderful opportunity to work alongside a motivated and enthusiastic team 
and to learn from others: fellow colleagues at the office, the HAI Europe 
membership, staff at other regional offices, activists and experts. I look back 
with great contentment at all that we have been able to achieve as a 
collective. Today HAI Europe is recognized as a pivotal player in EU 
medicines policy debates, our independent expertise is heard, our 
contribution is valued and our advocacy efforts yield results.  
 
As one door is closed, another one opens: I will finally be able to submit my 
HAI Europe membership and if approved, to join the HAI Europe 
Association!   
 
Thank you and very best wishes to the Association’s future,  
 
Teresa 

Note from Teresa 



 

 

      Newsletter –  November 2011 – Issue 8   

         

Page 5 

HAI UPDATES 

24 Nov 2011 – Too few checks are being made on ex-Commission officials 
who move into jobs in the lobby industry, resulting in abuses of power, 
according to a new report published today by the Alliance for Lobbying 
Transparency and Ethics Regulation (ALTER-EU, www.alter-eu.org). The 
report “Block the Revolving Door: Why we need to stop EU officials from 
becoming lobbyists” profiles 15 cases including Thomas Lonngren who 
moved to a pharmaceutical industry consultancy within weeks of leaving his 
post as Executive Director of the European Medicines Agency. 
 
The report is available at http://www.alter-eu.org/sites/default/files/
AlterEU_revolving_doors_report.pdf. 

ALTER-EU: block the revolving door between 
Commission and lobby firms 

The European Medicines Agency (EMA) has recently published a concept 
paper on the update of guidance on the clinical development of medicinal 
products for treatment of HIV. 
 
The present EMA guidance on the clinical development of medicinal 
products for treatment of HIV was adopted in 2008. The main circumstance 
prompting the need for updated guidelines is the changing landscape of HIV 
treatment following the licensing of new antiretroviral agents (ARTs) for 
treatment of experienced patients since 2007 (e.g. darunavir, etravirine, 
maraviroc, and raltegravir). 
 
There is a need to provide a feasible regulatory path for the clinical 
development of new ARTs for patients infected with virus that show 
extensive resistance to ARTs or who cannot tolerate certain agents or 
combinations of agents to which their virus remains susceptible. The 
document is available here http://www.ema.europa.eu/docs/en_GB/
document_library/Scientific_guideline/2011/11/WC500117710.pdf. 
 
Comments related to this concept paper should be sent to 
press@haieurope.org by 15 January 2012. 

EMA Consultation  

Prescrire News Issue 
Prescrire is a non-profit, continuing education organisation that is 
completely independent of any ties to government or industry.  
 
The November issue of Prescrire International can be downloaded for free at 
http://english.prescrire.org/en/SummaryDetail.aspx?Issueid=121 
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HAI UPDATES 

Trudo Lemmens of the University of Toronto Faculty of Law kindly brought our 
attention to this article which relates to availability of clinical trial data. 
 
The paper argues that access to information related to clinical drug trials is a 
fundamental compenent of the right to health. It offers a legal and moral basis for 
the immediate implementation of transparency measures, regardless of more 
fundamental reform of drug regulation. Framing access to clinical trials data as a 
component of the right to health offers string support against the argument that 
transparency measures may violate international trade obligations related to data 
secrecy and provides a basis for claiming that states have a duty to implement 
such measures. 
 
The article can be found here http://papers.ssrn.com/sol3/papers.cfm?
abstract_id=1932436. 

Article of Interest 
Access to Information and Right to Health: The 

Human Rights Case for Clinical Trials 

Article of Interest 
Estimating the Burden of Antibiotic Resistance 

in Europe 

One of the three pillars of HAI Europes work is rational use of medicines. Under 
this umbrella is the growing issue of antibiotic resistance in bacteria. Recently, de 
Kraker et al have produced a paper using data from the European Antimicrobial 
Resistance Surveillance System (EARSS) to look at mortalilty and hospital stay 
associated with certain resistant bacterial strains.  
 
The article, Mortality and Hospital Stay Associated with Resista nt 
Staphylococcus aureus and Escherichia coli Bacteremia: Estimating the 
Burden fo Anitbiotic Resistance in Europe , uses EARSS and other data 
sources. The authors conclude that excess mortality and the prolongation of 
hospital stay associated with blood stream infections caused by methicillin-resistant 
Staphylococcus aureus and third-generation cephalosporin-resistant Escherichia 
coli imposes a considerable burden on health care systems. 
 
The article can be found here http://www.plosmedicine.org/article/info%3Adoi%
2F10.1371%2Fjournal.pmed.1001104. 
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Strategy meeting on innovation and access with 
HAI Africa 

Sophie Bloemen met with colleagues at HAI Africa (www.haiafrica.org) in 
Nairobi to discuss European proposals for new models of innovation and the 
R&D Treaty. Meaningful technology transfer and the international standards 
of good manufacturing practices can be extra barriers to import of much 
needed medicines to Kenya. She also met with Kenyan civil society groups 
following this issue closely, KETAM (www.ketam.org), AIDS Law Project 
(www.alp.org.za).  
 

Sophie Bloemen was an invited panelist at the DOHA + 10 conference 
organised by Action Against Aids Germany (www.aids-kampagne.de/en). 
She presented HAI Europe campaigns on free trade agreements and the 
potential for the application of TRIPS+ in EU-Africa agreements. HAI Europe 
members BUKO-Pharma Kampagne (www.bukopharma.de/english) and 
Medico International (www.medico.de/en)also attended the event from 23-
25 November.  
 
The programme for the conference and a link to Sophie’s presentation can 
be found at http://www.aids-kampagne.de/en/headlines/in-the-alliance/doha-
10-conference/ 

Doha plus 10 conference, and still the possibility 
of TRIPS+ in Africa 
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HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

REMINDERS 

We would like to remind all HAI Europe Member of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org. 

Contributions to the Newsletter 

The HAI Europe newsletter is put together for HAI Association Members only. 
From time-to-time it may contain strategic planning, or opinion information and we 
would therefore like to keep it inside the HAI members’ loop, so it should not be 
disseminated outside of the HAI network. Many thanks. 
 

HAI members’ only Newsletter 

UPCOMING EVENTS 

The European Medicines Agency (EMA) will be organising a two-day 
workshop on medicines for older people. The meeting will be held at the 
EMA, in London, UK and the provisional dates foreseen are 22-23 March 
2012. 
 
In the link below you will find more information on the workshop: 
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2011/10/
WC500117090.pdf 
 
Although speakers will be by invitation and capacity will be limited, the EMA 
has called for expressions of interest to attend this workshop by 5 December 
2011. 
 
Should you be interested in attending, please contact Teresa Alves at 
teresa@haieurope.org. 

EMA workshop on medicines for older people - 
Invitation for expressions of interest 
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Welcome to the December 2011 Issue 
Please note, to access the links in the newsletter, copy and paste the URL 

into your browser. We would also like to remind HAI Members of the 

possibility to contribute to the content of this newsletter. Please send any 

relevant information or news articles to press@haieurope.org. 

HAI EUROPE OFFICE ACTIVITIES 

HAI Europe, the Medicines in Europe Forum and 

the ISDB Joint Press Release: 

Revised proposal for a Directive on ‘information’ 

to patients 

 

On 11th October the European Commission published its revised Directive 
proposal on ‘information’ to patients about prescription-only medicines. The 
revised proposal is a response to the opposition to previous drafts by the 
end of 2010, considered by the European Parliament and the Council of 
Ministers of Health to be inadequate, as they did not uphold patients’ safety 
and public health. 
 
The revised proposal for a Directive on ‘information’ to patients threatens the 
sustainability of health financing systems, and does not serve the interests 
of the citizens. On 1st December the Medicines in Europe Forum, the ISDB 
and HAI Europe released a joint press release calling on all European 
Union’s Health Ministers to continue to refuse to study this legislative 
proposal.  
 
The press release can be viewed at http://haieurope.org/wp-content/
uploads/2011/12/1-Dec-2011-Revised-proposal-for-a-Directive-on-
information-to-patients.pdf. 
 
If you have any further questions about the ’information’ to patients proposal 
please contact katrina@haieurope.org. 
 

This document arises from the HAI Europe’s Operating Grant 2011, which has received funding from the European 

Union, in the framework of the Health programme. The views expressed in this publication are those of the author, 

who is solely responsible for its content. The Executive Agency for Health & Consumers is not responsible for any use 

of the information herein. 



 

 

      Newsletter –  December 2011 – Issue 9    

         

Page 2 

HAI Europe Member Kirsten Myhr, from Oslo University Hopsital in Norway,  
contributes a Guest Editorial on ‘BigPharma and unethical marketing of medicinal 
products’ in the December 2011 Issue of Southern Med Review. 
 
The article covers current regulations for promotion of banned products and 
provides examples of continued marketing of useless and even dangerous 
products around the world. Ultimately she raises the question of how BigPharma 
can continue the marketing of useless products while claiming to contribute to 
improving public health. 
 
The article can be found at http://southernmedreview.org/index.php/smr/article/
view/1000/20. 
 

BigPharma and unethical marketing of medicinal 
products 

HAI MEMBERS’ NEWS 
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HAI UPDATES 

The EMA has announced its plans to transform its Healthcare Professionals' 

Working Group (HCPWG), which has been meeting since 2006, into a 

working party with links to all scientific committees dealing with human 

medicines.  

 

The Agency describes its three-fold objectives: 

 

To access the best possible independent expertise in matters related 

to medicines 

 

Contribute to more efficient and targeted communication to healthcare 

professionals 

 

Enhance the understanding of the EU medicines regulatory network by 

healthcare professional organisations 

 

You can find more information here http://www.ema.europa.eu/ema/

index.jsp?curl=pages/news_and_events/news/2011/12/

news_detail_001416.jsp&mid=WC0b01ac058004d5c1. 

 

EMA transformation of Healthcare Professionals’ 

Working Group (HCPWG) 

Prescrire News Issue 

Prescrire is a non-profit, continuing education organisation that is 
completely independent of any ties to government or industry.  
 
The December issue of Prescrire International can be downloaded for free at 
http://english.prescrire.org/en/SummaryDetail.aspx?IssueId=122. 
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General Information 

The European Commission has released its Horizon 2020 programme. This  
is the financial instrument for research and innovation funding in the 
European Union called Europe 2020. The programme is the EU’s growth 
strategy for 2014 to 2020 and is part of the drive to create new growth and 
jobs in Europe. 
 
The main objectives of Horizon 2020 are; the strengthening of the EU’s 
position in science by boosting top-level research in Europe, strengthening 
industrial leadership in innovation to promote investment, and providing 
funds to address the major societal challenges affecting the lives of 
European citizens. 
 
The total budget for Horizon 2020 is €80 billion, of which €31.7 billion will be 
allocated to addressing societal challenges. From this €8.5 billion is 
earmarked for health priorities. 
 
These health priorities are: 
 

Understanding the determinants of health, improving health promotion 

and disease prevention. Environmental, behavioural (including life-style), 
socio-economic and genetic factors, in their broadest senses will be studied. 

Developing effective screening programmes and improving the 

assessment of disease susceptibility 

Improving surveillance and preparedness 

Understanding disease 

Treating disease (communicable, rare, major and chronic diseases) 

supporting the improvement of cross-cutting support technologies for drugs, 
vaccines and other therapeutic approaches, including transplantation, gene 
and cell therapy; 

Transferring knowledge to clinical practice and scalable innovation 

actions 

Better use of health data 

Improving scientific tools and methods to support policy making and 
regulatory needs 

Active ageing, independent and assisted living 

 
Additionally, the Commission has committed to partnership with civil society; 
"In all forms of innovation, strengthening the participation of civil society will 
be supported.". 
 
The full proposal is available at http://ec.europa.eu/research/horizon2020/
index_en.cfm?pg=h2020-documents. 

The Horizon 2020 programme 

http://ec.europa.eu/research/horizon2020/index_en.cfm?pg=h2020-documents
http://ec.europa.eu/research/horizon2020/index_en.cfm?pg=h2020-documents
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HAI Europe’s 
partner offices  

www.haiafrica.org 

www.haiap.org 

www.haiweb.org 

www.aislac.org 

REMINDERS 

We would like to remind all HAI Europe Members’ of the possibility to contribute to 
the content of this newsletter. Please send any relevant announcements, articles 
and publications to press@haieurope.org. 

Contributions to the Newsletter 

The HAI Europe newsletter is put together for HAI Association Members only. 
From time-to-time it may contain strategic planning, or opinion information and we 
would therefore like to keep it inside the HAI Members’ loop, so it should not be 
disseminated outside of the HAI network. Many thanks. 
 

HAI Members’ only Newsletter 

http://www.haiafrica.org/
http://www.haiap.org/
http://www.haiweb.org/
http://www.aislac.org/
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