Notes – Roundtable on pharmaceutical compounding
10 July 2018
Organised by FTI Consulting 

Speakers:
· Marc Dooms (Belgian hospital pharmacists specialised in compounding): introduction to pharmaceutical compounding
· Peter Bogaert (Lawyer at Covington & Burling LLP): legal perspective on compounding
· Oliver Sude (Deputy Secretary General of the European Confederation of Pharmaceutical Enterprises (EUCOPE)): position paper

Presentations:

Marc Dooms gave a brief introduction to compounding by explaining what compounding is and why pharmacists compound. He provided a very comprehensive picture on the need of compounding and the role of the hospital pharmacist. He also highlighted multiple times that the practice of compounding has changed over the years. National legislation and standard operating procedures ensure the safe preparation. 

Peter Bogaert linked his legal interpretation to Directive 2001/83/EC which in essence lays down rules for manufactures in regard to medicines for human use. He negatively remarked that only manufacturers are bound to comply with GMP (good manufacturing practices) rules and standards linked to obtaining a marketing authorisation. Pharmacy preparations (magistral formula and officinal formula) are not subject to any EU laws which in his opinion should be changed to ensure high quality standards and patient safety. Moreover, he pointed out that the legislative measures on national level differ due to different traditions. He mentioned Germany, Scandinavia and Belgium/France as three different ‘systems’. He sees a number of problems with compounding, namely subcontracting and quality problems (study in Belgium showing that only 20% of compounded medicines were of the same quality as industrially produced medicines). 

Oliver Sude outlined in his presentation that compounding is important. However in essence he implied that it can only be used as long as it does not interfere with the interest of his members (i.e. SME’s manufacturing orphan drugs which are costlier compared to pharmacy preparation). He stressed a few times that compounding should not be used for cost containment reasons on national level.
 
Discussion:

Since Oliver Sude brought up the costs of medicines the discussion centred around Member States giving preferential treatment to pharmacy preparations and not reimbursing certain orphan medicines due to their high prices. Hanka Dekker (Dutch patient organisation) was very vocal about this issue and brought up a Dutch case (CDCA prepared for all Dutch patients in one hospital for a disease called CTX). Fabian Schmidt (Orphan Europe) brought up another case were Spanish pharmacists hinder in his opinion the marketing of a drug (Cystadrops) that is superior to the pharmacy preparation.

The moderator, Petra Wilson (FTI Consulting) tried to steer the discussion away from pricing issues which was very difficult. Carolina Martinez-Berganza (PGEU – community pharmacists) made a very generic comment about the importance of compounding for community pharmacists, while I brought up Section 3 of the European Statements and stressed again that SOPs as well as legislation ensure a high quality standard of compounded medicines. I gave an example from Serbia (since I had received some more detailed information from them on their practices).  
The other patient representatives, highlighted the need for compounding for rare diseases (Simone Boselli (EURORDIS)) and brought up the possibility of early dialogue to ensure that the medicines that are being put on the market are actually of interest to patients (Donna Walsh (EFNA)). Doctors were also criticised by the industry for prescribing preparations by a pharmacy. 

FTI Consulting would like to continue the discussions on compounding after the summer. In particular,  Peter Bogaert seemed extremely interested in a continuation to discuss the possibility of legal measures (i.e. adoption of a Commission Directive/Regulation on compounding covering both the magistral formula and the officinal formula through Article 168 TFEU). 





[bookmark: _GoBack]In relation to the legal measures wanted by Peter Bogaert, please note that it is very unlikely that his suggestion will be put in practice. Health is a very complicated subject for the European Commission since competencies for matters relating to common safety concerns in public health are shared with Member States and only supportive, supplementary and coordination measures can be taken in regard to the protection and improvement of human health. 



After the meeting I spoke to Oliver Sude. He pointed out that the paper was drafted a few years ago and updated in 2016. Moreover, he admitted that despite the review certain parts are outdated. Due to Marc Dooms’ and my comments about the safety of compounding and the existence of guidelines on this matter on national level he is open to consider updating the paper. 

