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Speakers at the Workshop on 27 of November 2011 in Sofia, Bulgaria. 

On the occasion of the first anniversary of the establishment of the Bulgarian Association of 

Drug Information, its Chair Assoc. Prof. Tatyana Benisheva commented the achieved results 

and the challenges in a special article for “Forum Medicus”. 

The Bulgarian Association of Drug Information (BADI) was mainly established by 

representatives of the academic community. Naturally, representatives of the industry also got 

involved. Today, the Association has as members 30 pharmaceutical companies as well as 

over 40 natural persons who also work in the field of the pharmaceutical industry. 

BADI is a platform for constructive debates between the regulatory authorities, the industry 

and the academic community. At the basis of the Association stand not confrontation but the 

dialogue and exchange of opinions between the institutions. The goal is to exchange 

information, experience, knowledge and ideas in the field of the pharmaceutical regulation. 

As at any beginning, the first year of BADI was a serious challenge for all of us, a period 

during which an absolutely new and unknown non-governmental structure was affirmed. 



Our policy was coherent and ambitious and we managed to organise throughout this year 3 

forums which passed with particular interest. The major topics during these forums were the 

most serious problems in the field of pharmaceutical regulation in the European Union which 

have repercussions on Bulgaria, too. The Bulgarian pharmaceutical market is not self-

contained but it should follow the rules imposed by the EU. Naturally, Bulgaria also has her 

national specificities but these are again harmonised with the European rules. 

Our seminars were attended by leading European experts in pharmaceutical regulations and 

representatives of the European regulatory agencies. That is a greatly beneficial collaboration. 

We are also in dialogue with the Bulgarian Drug Agency but our regulatory body has too 

many commitments and insufficient staff. Practically, the BDA must work on almost all 

procedures where the regulatory authorities of the other European states also work. But while 

in the German agency in Bonn there work about 1,200 persons, in our agency these are about 

170 and the BDA reports great outflow of staff into the industry. After making themselves 

familiar with this complex matter, a large proportion of the Agency’s experts pass over to 

pharmaceutical companies. And unless financing in the private and the state sector is not 

made equal, this problem will still be on the agenda. Therefore, the future aims of BADI will 

be connected with the organisation of basic courses for physicians and pharmacists where the 

new mechanisms in the pharmaceutical regulation will be elucidated to everybody who has 

interest in this activity. 

The EU regulatory framework is exceptionally dynamic and to such extent that encumber the 

national regulatory agencies with incessant updating of numerous procedures and regular 

updating the national pharmaceutical legislation. And the major reason for the incessant 

changes is the fast development of the pharmaceutical industry. Nowadays, a great number of 

innovative products are being invented – the so-called advanced therapies, for which the 

European Medicines Agency (EMA) is continuously laying down new rules. Thus, for 

instance, the biotechnological medicinal products require additional regulation which affects 

all stages – development, authorisation, pricing and reimbursement. 

The most sensitive procedures in pharmaceutical regulation are pricing and reimbursement. 

These are subject to national policy. Due to the various economic statuses of the European 

countries there is no way to introduce a uniform policy in this respect and the adopted 

framework Directive 89/105 is now out-of-date. Actually, this is the only obsolete but still 

operative legal framework in the EU pharmaceutical regulation. The rest of the 

pharmaceutical regulations are constantly being updated and supplemented. Thus, for 

instance, new regimes for variations were introduced. 

These represent all changes occurring with a medicinal product after its release to market. To 

have competitive power, a medicinal product or its marketing authorisation holder must renew 

its dossier. This is necessitated since in the course of manufacture certain facts are being 

found which could not be foreseen in the course of pharmaceutical development. 

It turns out that more than 50% of all procedures with the regulatory authorities are just 

amendments in the dossier associated with changes in the name of improving the quality, 

efficacy and safety which occur in the medicinal product’s dossier after its release to market. 

In most of the cases dossier updates are initiated by the companies themselves; in some cases 

the regulatory authorities make such updates be done. The procedure is heavy by itself and 

requires a great resource to prepare the necessary documentation. Therefore, a decision was 



made to simplify the procedure by Regulation № 1234. The amendments in the Bulgarian 

legislation of February 2011 reduced the burden bilaterally – not only for those who submit 

the documentation but also for those who make the assessment. The introduced model “Do 

and Tell“ was in fact a good change. Regretfully, , the fees for the procedure were not 

decreased; however, this could be done in the future. 

As regards pharmacovigilance, statistics show that the East European countries report fewer 

adverse drug reactions. In fact, this area is not covered in the medical education in these 

countries. A step toward the solution of this problem is the introduction of pharmacovigilance 

training in the study programmes for nurses in the Faculty of Public Health at the medical 

University, Sofia. The purpose of reporting adverse drug reactions is not to harm the industry 

but to improve the safety profile of medicinal products. Pharmaceutical companies are 

interested in everything that happens with their products to be reported since they bear the 

responsibility. Where a given adverse event has been reported and a medical specialist has 

been informed accordingly, the company is practically insured and the patient can also be 

more easily informed. It is interesting that from 2012 the patients will be able to report 

adverse drug reactions themselves in defined forms. I believe that many patient organisations 

will be involved in this. Most probably the procedure will be conducted online and all stated 

data should be verifiable. 

It should be noted that currently expert groups are working on the harmonisation of the Law 

on the Medicinal Products in Human Medicine with Regulation № 1235/2010, which is to 

enter into force as from July 2012. The forthcoming amendments will allow the companies to 

report directly to the EMA. 

In conclusion I would say that the Bulgarian Association of Drug information will continue to 

be a field of dialogue between representatives of the pharmaceutical industry and the 

regulatory authorities. I hope that the expert opinions on key problems and issues in the field 

of pharmaceutical regulation prepared by our Association will be of help to both legislators 

and manufacturers. 

 


