
Appendix  

World Health Organisation Publications 

The WHO publications “Pharmaceuticals Newsletter” and “Drug Information” 
corresponding to our study period dates of 01 July 2012 to 31 December 2016 were 
evaluated, and any cited regulatory actions recorded. These publications provided 
limited information on reasons and locations of regulatory actions and little to no 
information on evidence sources supporting these actions. Therefore the identified 
actions were followed up for additional information using EMA and individual national 
regulatory webpages and MAH webpages.  

EMA Regulatory pages 

The published Lists of Withdrawn Medicinal Products corresponding to the dates of 
our study period were identified within the EMA website and downloaded. These lists 
were used to identify any additional active substances that underwent regulatory 
action during the study period, for reasons related to post-marketing safety issues.   

The archived CHMP Meeting Highlights were reviewed for additional completed 
regulatory actions, restricted to the dates of the study period.  

Finally a search of completed ‘Referrals’ was conducted using the designated search 
engine within the EMA website, to ensure all eligible active substances were identified. 
These were restricted to types of referral concerning safety issues, namely Article 
107i, Article 20, and Article 31 Referrals. Article 20 and Article 31 Referrals also assess 
quality and efficacy issues, therefore care was taken to ensure only active substances 
undergoing review for post-marketing safety issues were included.  

A search for each identified active substances that underwent regulatory action during 
our study periods was conducted using the general search bar on the EMA homepage 
and the “Find a Medicine” search function. Results of the “Find a Medicine” search 
provided documentation surrounding the regulatory action, including Questions and 
Answers, PRAC Assessment Reports, Scientific Conclusions, lists of products 
affected by the action, and press releases. These documents also provided listed 
reasons for regulatory review, dates of regulatory decisions, and information on the 
evidence considered to reach a conclusion.  

National Regulatory Agencies’ webpages 

National Regulatory Agency webpages for all EU Member States plus Norway, 
Iceland, and Liechtenstein were used for identification of additional regulatory actions, 
and follow-up of those identified from other sources. An exhaustive list of the 
webpages used is provided below.  

To identify eligible regulatory actions, a search was conducted for each of the following 
terms: “withdrawal,” “withdrawn,” “suspension,” “suspended,” “revocation,” and 
“revoked.” Date restrictions of 01 July 2012 to 31 December 2016 were applied where 
this function was available; where this was not possible results were sorted by date 
and/or manually evaluated. Potentially eligible regulatory actions were followed up 
elsewhere as previously described, to gather further information. 

For follow-up of active substances identified from other sources, searches of National 
Regulatory Agency webpages were conducted using the active substance INN plus 
appropriate regulatory action. When no results were returned, an additional search of 



the INN only was done. The purpose of these searches was to obtain information on 
reasons for regulatory action and any data that may have contributed to the decision-
making process.  

No language restrictions were set, and an online translation tool was used where 
necessary. Date restrictions for follow-up searchers were applied for up to and 
including 12 months post-regulatory action. 

 Austria: https://www.ages.at/en/healthy-life-for-humans-animals-and-plants/  

 Belgium: https://www.famhp.be/en  

 Bulgaria: http://bda.bg/en/  

 Croatia: http://www.almp.hr/en/  

 Cyprus: https://www.moh.gov.cy/   

 Czech Republic: http://www.sukl.eu/  

 Denmark: https://laegemiddelstyrelsen.dk/en/  

 Estonia: http://www.ravimiamet.ee/en  

 Finland: http://www.fimea.fi/web/en/frontpage  

 France: http://www.ansm.sante.fr/  

 Germany: https://www.bfarm.de/EN/Home/home_node.html  

 Germany (PEI): http://www.pei.de/EN/home/node.html  

 Greece: http://www.eof.gr/web/  

 Hungary: https://www.ogyei.gov.hu/main_page/  

 Iceland: https://www.ima.is/  

 Ireland: http://www.hpra.ie/  

 Italy: http://www.agenziafarmaco.gov.it/en  

 Latvia: https://www.zva.gov.lv/  

 Liechtenstein: https://www.llv.li/  

 Lithuania: http://www.vvkt.lt/  

 Luxembourg: http://www.sante.public.lu/fr/politique-sante/ministere-
sante/index.html  

 Malta: http://www.medicinesauthority.gov.mt/home?l=1  

 Netherlands: https://www.cbg-meb.nl/  

 Norway: https://legemiddelverket.no/  

 Poland: http://www.urpl.gov.pl/en  

 Poland: https://www.gif.gov.pl/en  
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http://www.pei.de/EN/home/node.html
http://www.eof.gr/web/
https://www.ogyei.gov.hu/main_page/
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https://www.cbg-meb.nl/
https://legemiddelverket.no/
http://www.urpl.gov.pl/en
https://www.gif.gov.pl/en


 Portugal: http://www.infarmed.pt/web/infarmed-en/  

 Romania: https://www.anm.ro/  

 Slovakia: http://www.sukl.sk/  

 Slovenia: http://www.jazmp.si/  

 Spain: https://www.aemps.gob.es/  

 Sweden: https://lakemedelsverket.se/english/  

 United Kingdom: https://www.gov.uk/government/organisations/medicines-
and-healthcare-products-regulatory-agency 

Marketing Authorisation Holders’ webpages: 

As stated previously, a list of brand names of products affected by a regulatory action 
and their respective MAH are provided in EMA documentation for each active 
substance withdrawn, revoked, or suspended. A search was conducted within the 
applicable MAH’s website for branded versions of each identified active substance, 
using the brand name and appropriate regulatory action. If no results were returned, 
additional searches using brand name only, INN plus applicable regulatory action, and 
INN only were conducted.  

Results of searches provided information from news and other information pages, and 
documents such as Dear Healthcare Professional letters; each result was evaluated 
for useful information in establishing reasons for regulatory action, and any data that 
may have contributed to the decision-making process. For international MAH and 
when the regulatory action occurred in a single Member State, the webpage specific 
to the MAH in that Member State was used. No language restrictions were applied, 
and an online translation tool was utilised where necessary. Materials published up to 
12 months post-action were included to ensure the information was associated with 
the regulatory action of interest. 
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