
The ISoP Star  
 No 27. December 2013 

 

    From Pisa to China via Zagreb 

Season’s Greetings to ISoP members!  

 
Pisa conference report and 
AGM 
The 13th ISoP Annual Meeting took place in Pisa, 
Italy from 1st to 4th October 2013. It was attended 
by over 420 delegates from all over the world and 
provided many stimulating presentations and 
discussions (see below report from Ian Boyd which 
describes the most important plenary lectures). 
The local organizers, Marco Tuccori and Corrado 
Blandizzi, University of Pisa, and their team were 
warmly congratulated on organising this successful 
meeting. 
 

 
  (L → R) H Le Louet, C Blandizzi, M Tuccori 

Most of the ISoP 2013 presentations and winning 
posters are now on the website of the Society. The 
password to allow access to them was sent by e-mail 
with your renewal membership notice. 
President Prof. Hervé Le Louet announced at the 
General Assembly of ISoP members (AGM) the 
launch of the new ISoP chapter of North America  
(NASoP) with Sylvie Tomczyk as coordinator, and 
some changes regarding the membership fees for 
2014 (see section ‘membership renewal’). 
On behalf of the Executive committee, the 
President proposed the nomination of Prof 
Nicholas Moore as honorary member which the 

General Assembly unanimously approved; a slide 
show celebrating 20 years of ESOP/ISoP activities 
was shown to the assembly. 
Non-members who registered at the Pisa Annual 
Meeting and paid full registration fees, will become 
ISoP members from 1 January to 31 December 
2014. A very warm welcome to these 197 
newcomers! 

 

 
Celebrating ESOP/ISoP with ISoP Presidents: (L → R) G Velo,  
H Le Louet, R Edwards, N Moore 
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Pisa Poster Prizes 
316 abstracts were accepted as posters (269) or oral 
presentations (47), and as always, an ISoP Poster 
Prize was given to the three best posters. The poster 
prize committee congratulated all authors who 
have presented their work contributing by this to 
the scientific discussion and the success of the 
2013 Annual Meeting. The winners are: 
* First prize: Hospital readmission rate related to 
adverse drug reactions in patients > 65 years: A study in 
a French university hospital - L Hauviller, V Garnault, 
V Rousseau, JL Montastruc, H Bagheri, France 
(abstract no. B021) 
* Second prize: How logistic regression can combine the 
two causality criteria of strength of association and 
temporality into a signal detection method - L Van 
Holle, V Bauchau, Belgium (abstract no. B093) 
* Third prize: Severe cutaneous reactions to black 
henna (Lawsonia inermis): A case series report - H 
Sefiani, R Benkirane, R Soulaymani, Morocco 
(abstract no. A096)  
The winners will receive a one-year electronic 
subscription to the journal Drugs.  

 

ISoP 2013 Report 
(from Dr Ian Boyd – EC member) The 13th ISoP 
Annual Meeting in Pisa last October was a great 
success with the scientific level of most of the 
presentations at a high standard.  
The meeting began with a presentation by 
Professor Joan-Ramon Laporte from Barcelona 
entitled "The Impact of Adverse Drug Reactions 
on Public Health". This was a fascinating 
presentation and although Laporte's work over a 
long period of time is known to all of us, the most 
interesting aspect was the way that his group is 
moving from signal detection to prevention. For 
example, instead of sending out Safety Alerts from 
various sources (local signals, EMA, FDA, etc), a 
practice of doubtful usefulness, safety alerts are 
now only sent out to those prescribers who are 
known to be using the drug in question with a list 
of the patients that the prescriber has using the 
drug. That is a much more targeted approach with 
a higher chance of success. 
The CIOMS lecture was presented by Professor 
Stephen Evans. His presentation was entitled 

"Consideration for Applying Good Meta-analysis 
Practice to Clinical Safety Issues" and although this 
title does not suggest a compelling talk, those who 
had heard Stephen Evans speak will know that he 
has a way to make statistical considerations sound 
particularly interesting and this presentation was 
no different with a fascinating insight into the 
issues in meta-analysis. 
The second day had a variety of sessions, many of 
which were of interest but issues of more general 
interest were discussed in the afternoon, including 
a discussion on the achievements of the 
Pharmacovigilance Risk Assessment Committee 
(PRAC) in its first year. Later, there was a 
particularly interesting session on signal detection 
analysis including presentations concerning the 
PROTECT project, the EU-ADR electronic 
records data mining project, the FDA Mini-
Sentinel project and the OMOP project. 
The third day began with a session on 
Pharmacovigilance and Women's Health. This is 
an ISoP special interest group (SIG) which the WP 
chapter coordinator, Mira Harrison-Woolrych 
helped to establish. There were two major 
presentations. The first was from Katarina Ilic from 
Serbia who discussed pharmacovigilance and 
emergency contraception. The second was from 
Professor 
Emily 
Banks, chair 
of the 
Australian 
Advisory 
Committee 
on the 
Safety of 
Medicines.    (L → R)  E Banks, MC Breschi, M Mease 
She reviewed the evidence concerning the 
association, both positive and negative, between 
contraception and various cancers and then 
described her own research into the association 
between these cancers and the use of implantable 
contraceptives (Depo-Medrol™) in black Africans 
living in Soweto. 
Later that morning there was a session with Priya 
Bahri on the relationship between 
pharmacovigilance and various media types.  
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With the increasing and pervasive use of Facebook 
and Twitter and whatever social media are to 
follow, this relationship will become more 
important (see Special Interest Groups). 
 

ISoP course in Croatia 

 
ISoP is organizing in collaboration with the Agency 
for Medicinal Products and Medical Devices of 
Croatia (HALMED), a training course on 3 & 4 
April 2014 in Zagreb “ Proactive Pharmacovigilance, 
Risk Management and Pharmacovigilance in the Era of 
Personalised Medicine”. 
Recent changes in the pharmacovigilance 
legislation in various regions in the world have 
introduced mandatory elements to 
pharmacovigilance practice, some of which are 
new, while other existing elements have been 
developed further. In this advanced course, two 
important elements will be elucidated, with a focus 
on proactive risk management and the role of 
rapidly evolving pharmacogenomics in 
pharmacovigilance. The training course will offer 
an opportunity for open discussion and thoughts 
on how to fill gaps in good pharmacovigilance 
practice. This course is targeted at regulators, 
scientists and industry, with a strong focus on 
practical examples and real-life solutions. 
There will a dedicated session on the South 
Eastern European chapter of ISoP (SEEC). 
Register now! More details about programme and 
registrations are available from the ISoP 
Administration office or visit our website 
http://www.isoponline.org/index.php?page=traini
ng.  
 

Members’ expertise 
wanted  
Would you have the time and experience to 
commit and volunteer to participate in ISoP 
training? Would you like an opportunity to join us 
promptly as speaker and help us to strengthen our 
existing faculty?... then we are very interested in 

hearing from you and your skills! 
For more information about ISoP faculty, and 
requirements please contact 
administration@isoponline.org  
 

ISoP 2014 China 
Tianjin is the venue for next year’s Annual 
Meeting (18-22 October 2014). The local organizer 
is the China Center for Pharmaceutical 
International Exchange, China Food and Drug 
Administration and chairperson of the Scientific 
Committee is Ian Wong from the University of 
Hong Kong. The 14th ISoP Annual Meeting (ISoP 
2014) will follow the Annual Meeting of the WHO 
Programme and training courses will precede ISoP 
2014. 
Practical and programme information including 
call for abstracts will soon be available via 
www.isoponline.org 
The organisers look forward to welcome you to the 
ISoP 2014 Annual Meeting! 
 

ISoP 2015 Czech Republic 
Prague, capital of the Czech Republic, will host the 
2015 Annual Meeting (27-30 October 2015). More 
details will be available in due course. 
 

Call for Annual Meetings bids 
If you would like your country to host the 2016 or 
2017 Annual Meeting, please do contact the 
Administration Office and ask for guidelines for 
your bid. 
 

2014 Membership renewal  
Renewal forms have now been sent out by 
electronic mail. Only members who are paid-up 
will have access to membership benefits.  
This year, the Society's fees have been changed and 
split over into only two categories (regular and 
reduced rate) which both include complimentary 
online access to Drug Safety, ISoP’s official journal, 
and there is a change of classification for the 
emerging countries. 
Information about access to the journal online will 
be emailed to members in January. 
IMPORTANT: If there is a mistake in our 
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database, or you have changed your e-mail address, 
do let us know as soon as possible!   
 

Drug Safety Journal 
New: As part of their membership, all ISoP 
members will 
receive an 
electronic 
access to the 
journal Drug 
Safety, and 
therefore the 
printed 
version of the 
Drug Safety 
journal is not 
anymore 
available to 
members. 
 

ISoP Privacy Policy 
Your contact details are kept on a computer at the 
Administration Office, but will not be released to 
any other organisation or individual outside ISoP 
except to Springer publishers (Drug Safety). For the 
purpose of electronic distribution of the Drug Safety 
journal as part of membership and based on a 
contract between ISoP and Springer publishers, 
ISoP Administration will forward your registered e-
mail address to Springer publishers. The processing 
of the data itself and rendering of the e-mail 
services can be performed by a non-Springer 
company or its related companies. 
Information about relevant Drug Safety journal 
activities (like e.g. so-called TOC - Table of 
Content – or other alerts) will be sent to ISoP 
members by e-mail, unless you ask for them not to 
be sent.  
More about the ISoP privacy policy can be seen on 
www.isoponline.org 
 

Benefits for members 
20% discount on Wiley-Blackwell Pharmacology 
and Pharmaceutical Medicine books for all ISoP 
members! 
Fast, simple and secure ordering! You can order 

books online at www.wiley.com (this offer is not 
available through bookstores). The promotion code 
to allow access to the 20% discount has been sent 
with your renewal membership notice.  
More discounts for books at 
http://www.isoponline.org/index.php?page=memb
ership 
 

Special Interest Groups - 
SIGs 
New: Over recent years, a few special items 
emerged from presentations and discussions at 
ISoP Annual Meetings or training courses which 
are related to pharmacovigilance and which need 
more attention, but have not yet been in the centre 
of our debates. Around these items, ISoP members 
formed, or proposed to form working groups 
within ISoP, so called ‘special interest groups’ – 
SIG. A SIG is not a regionally operating group like 
a Chapter, but is dealing with a specific item. 
Three special items have been considered so far as 
being candidates to establish a SIG:  
- Pharmacovigilance of women’s medicines and 
reproductive medicine (following sessions at the 
Istanbul, Cancun and Pisa conferences) by Mira 
Harrison-Woolrych 
- Communication with focus on risk communication 
(following sessions at the Istanbul and Pisa 
conferences) by Priya Bahri 
- Consumer Product Vigilance (proposal from Stephen 
Klincewicz). 
In principle, EC members agreed at the Singapore 
and Pisa EC meetings to create SIGs. ISoP’s by-
laws need to be updated accordingly and some 
guidelines will be developed and adopted early in 
2014.  
 

Chapters 
The International Society of Pharmacovigilance is 
proud of the rapidly growing number of regional 
chapters. Currently, eight regional chapters are 
active in ISoP: Italy, Western Pacific Region, 
Mexico, Latin America, Switzerland/Austria, 
Africa, and South Eastern European chapters. We 
welcome the new chapter from North America 
(NASoP) 
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http://www.isoponline.org/index.php?page=usa-
canada-nasop and look forward to the creation of 
the Israel chapter. 
The chapters can communicate with the ISoP 
website (www.isoponline.org under Chapters) and 
also directly via the LinkedIn ISoP group (follow: 
www.linkedin.com) 
 
 * 13 March 2014: Meeting of the Swiss-Austrian 
chapter of ISoP "From data analysis to better 
health care"- University of Zurich, Switzerland 
More information about programme, registration 
at: E-mail: isop.chat@intranets.ch 
 

Ronald (Ron) Mann, 
1928-2013 
MD, FRCP, FRCGP, FFPM, FISPE, Professor 
Emeritus  
 
The Society ISoP and the world of international 
pharmacovigilance has lost an exceptionally 
sophisticated and dear colleague and friend – 
Professor Ronald (Ron) Mann passed away this 
month. 
Professor Ron Mann, one of the first Honorary 
Members of ISoP, was a distinguished 
pharmacoepidemiologist, pharmacovigilance expert 
and ex-regulator. He will be remembered for his 
scientific and public health contributions at 
national and international levels, and in particular 
as editor of the journal Pharmacoepidemiology and 
Drug Safety (PDS). Of outstanding importance is his 
role as editor of the textbook entitled 
‘Pharmacovigilance’, the basis and starting point of 
so many colleagues around the world as they 
understand, learn and practice pharmacovigilance. 
Ron Mann was a dedicated Executive Committee 
member of ESOP (European Society of 
Pharmacovigilance) and ISoP in 2000-2001, a keen 
participant in ESOP/ISoP meetings and he played 
an important role in the founding of the Society. 
He very much understood the importance of 
working globally in the field of medicines safety. 
He recognised that we can achieve much more if 
we all work together and he always encouraged 
others to collaborate. 
 

TOPRA 
A joint TOPRA / ISoP meeting was held in 
Brussels on 23 September 2013. The main item of 
this meeting was ‘Practical Application of Benefit-
Risk Assessment’, and the main objectives were to 
understand how benefit-risk assessment impacts 
decision-making and a variety of different 
pharmaceutical processes in the new environment 
of the early 21st century. The programme had been 
developed jointly between ISoP and TOPRA, and 
Ulrich Hagemann and David Jefferys (Past 
President of TOPRA) chaired the sessions. The 
presentations at the meeting can be seen at 
http://www.topra.org/ben-risk-13-presentations. 
Three workshops were held in the afternoon on 
PSURs, RMPs, DSURs incl. marketing 
applications. 
 
 

December issue of 
"Pharmacology International" 
The December 2013 issue of "Pharmacology 
International" (IUPHAR newsletter) is now 
available at 
www.iuphar.org/pdf/Pharmacology_International
2013_December.pdf 
 

4th Bordeaux Festival 
4th Bordeaux Pharmacoepi Festival  
After the tremendous success of the first three 
editions, the Bordeaux Pharmacoepidemiology 
team is happy to announce the Fourth Bordeaux 
Festival in Pharmacoepidemiology (9-11 April 
2014). Over three days, six world-class experts will 
come to Bordeaux to talk of the topic of their 
choice. Never again until next year will such a 
group meet! For more information and 
registration, go to http://pharmacoepi.bordeaux-
festival.eu or to the ISoP group at 
http://www.linkedin.com. 
 

ICPE - 30th Anniversary ICPE  
24-27 October 2014 will take place in the 
International Convention Center Taipei, Taiwan. 
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The abstract deadline is 15 February 2014, and for 
more information go to  
https://www.pharmacoepi.org/meetings/conferen
ce.cfm 
 

Video : the story of 
ESOP/ISoP 
On the occasion of the 20th anniversary of 
ESOP/ISoP, a 5 minutes video was filmed during 
the ISoP 2013 meeting in Pisa which summarised 
the developments and challenges in the Society 
since its inception. We would like to thank very 
much the 5 Presidents of ISoP (Professors R 
Edwards, G Velo, N Moore, A Dodoo and H Le 
Louet) for accepting to participate in the making of 
the ESOP/ISoP video. 
Check it out! The video will be soon available on 
YouTube and at http://www.isoponline.org/ 
 

CIOMS 
On the occasion of CIOMS’s regular annual EC 
meeting on 20 November 2013, in Geneva, 
CIOMS had organized an international workshop 
on ‘Considerations on benefit sharing’. The very 
interesting presentations addressed, inter alia, 
items such as ‘Benefit sharing in the context of 
biomedical research: the human development 
model’ by A. London (Pittsburgh), and 
‘Responsiveness as an element to ensure benefit 
sharing’ by Ruth Macklin (NY); Dirceu Greco 
(Belo Horizonte) explained how the benefit-sharing 
concept has been implemented in Brazil. 
ISoP is one of the CIOMS members. The EC 
meeting was held in the afternoon, and Ulrich 
Hagemann as EC member represented President 
Hervé Le Louet who was elected as Vice-President 
of CIOMS for a three-year period. Congratulations 
to Professor Hervé Le Louet! 
 

isoponline.org 
 
Please visit our website regularly to stay informed 
about ISoP and its many activities!  
 
Please send your letters, comments, ideas and 
contributions for ISoP Star to: 

ISOP SECRETARIAT LTD, 140 Emmanuel 
Road, London SW12 OHS, UK  
Telephone and fax: +44 (0)20 3256 0027 
E-mail: administration@isoponline.org  
Internet: www.isoponline.org 
 

Contact details 
If you have changed your 
address, and most 
importantly your address e-
mail, do let us know as 
soon as possible. Some 
members don’t receive accurate information 
because of not providing their e-mail address. We 
would like to keep members informed of Society 
news with an easy access to the journal Drug Safety, 
and electronic mail is the way of sending certain 
types of information. Please e-mail your correct 
details to us, we will be able to update our address 
lists. Thank you! 
 
 
 
 

Have 
you 

moved? 


