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                    BULGARIAN ASSOCIATION FOR DRUG INFORMATION
(BADI)

DRUG REGULATORY AFFAIRS – UPDATE | ANNUAL CONFERENCE 2022

„Revolution in Regulatory Affairs - How the pandemic is shaping the regulatory field and sciеnce”

June 2nd 2022, Sofia, Bulgaria

REGISTRATION FORM 2022 
	
	
	

	       
	
	


PROGRAM

Format: in person | Venue: tba

	TIME
	TOPIC
	SPEAKER

	 
	The regulatory field for pharmaceuticals is changing - 
lessons learned from COVID-19 pandemic
	

Dr. Christa Wirthumer-Hoche, 
Head of the Austrian Medicines and Medical Device Agency at AGES - Austrian Agency for Health & Food Safety (AGES);
Former Chair of the EMA Management Board; 

	 
	
EU pharmaceutical strategy: important goals and milestones – where are we now? 
 
	
Prof. Dr. Barbara Sickmueller
Senior Scientific Advisor, Bundesverband der Pharmazeutischen Industrie e. V (BPI), President of German Association for Drug Information DGRA e.V.


	 
	
Clinical Research within the EU - New Regulatory and Legal Famework. Regulation EU No 536 (EC) 2014 on repeal of Dir. 2001/20/EC in application since 01 February 2022

	Prof. Burkhard Sträter, 
Sträter Lawyers, Health legislation in Germany 
and the European Union


	 
	Pediatric Medicinal Product – update 
	Dr. Birka Lehmann, 
Senior Expert Drug Regulatory Affiars, Lehrbeauftragte der Universität Bonn

	 
	Variations 
	Representative of Bulgarian Drug Agency - tbc

	 
	Medical Devices - Regulation (EU) 2017/745 and on In-Vitro Diagnostic Devices - Regulation (EU) 2017/746 - Update
	Prof. Dr. Folker Spitzenberger,
Centre for Regulatory Affairs in Biomedical 
Sciences - CRABS; 
Technische Hochschule Lübeck University 
of Applied Sciences

	 
	The evolution of the EMA-EUnetHTA collaboration

1. The New HTA Regulation (EU) 2021/2282 of 15.12.2021

2. The Implications Of The New EU HTA Regulation For Companies
	


Prof. Tatyana Benisheva,
Medical University - Sofia, President of BADI

Dr. Alexander Natz, LL.M. 
Secretary General 
European Confederation of Pharmaceutical Entrepreneurs (EUCOPE)


	 
	 COVID-19 Epidemiology, Risk Management -Update
	Prof. Radka Argirova
Margarita Strokova, MD


Please complete the registration form and send it to: office@badibg.org

  Prof.  Assos. Prof.             Chief Assistant         Dr.
           Mrs.           Mr.

Name and surname:
Position:
Organization / Company:
Address:
Country:

Tel: 
E-mail: 
Date of registration:
When registering more than one person, please copy the information above and fill it in for EACH OF THE PERSONS FOR WHOM YOU APPLY FOR REGISTRATION!
IMPORTANT INFORMATION !
1. THE INDICATED VALUE IS VALID WHEN THE AMOUNT IS TRANSFERRED WITHIN THE CERTAIN PROMOTIONAL PERIOD.
2. EVERYONE WHO REGISTERES AS A NON-MEMBER PAYS A 30% INCREASE FEE.
3. VAT is additionally charged on the amount. Applies to  the invoice of legal entities and individuals.
4. The value in EUR shall be valid only for individual and corporative persons who pay a participation fee in EUR on the euro account, the value of which shall not be recalculated.
5. The value in BGN is valid for individual and corporative persons who pay a participation fee in BGN on the BGN account.
PLEASE PAY YOUR ANNUAL MEMBERSHIP FOR THE CURRENT 2022

The application for membership fee can be downloaded from the website of the BADI Association - "Membership" directory - Membership_application_NEW MEMBER_2022_GDPR_EN_BG.doc (live.com)
Individual persons - BGN 60.00, corporative members - BGN 600.00
VAT is not charged on the membership fee.
REGISTRATION FEE 01.05.2022 – 31.05.2022 - INDIVIDUALS WITH RENEWED MEMBERSHIP FOR 2022, VAT excluded 
 Registration fee 

     Drug Regulatory Affairs Update - Annual Conference / 02.06.2022  - 470.00 BGN (235.00 EUR) 
     Non - member                                                                                         - 330.00 EUR
REGISTRATION FEE 01.05.2022 – 31.05.2022  – CORPORATIVES WITH RENEWED MEMBERSHIP FOR 2022, VAT excluded
 Registration fee
     Drug Regulatory Affairs Update - Annual Conference / 02.06.2022  - 600.00 BGN (300.00 EUR)
     Non - member                                                                                           840.00 BGN (430.00 EUR)
 FORMCHECKBOX 
 Registration fee for two or more participants from one corporation/company
     Drug Regulatory Affairs Update - Annual Conference / 02.06.2022  - 580.00 BGN (290.00 EUR)

     Non - member                                                                                          770.00 BGN (385.00 EUR)
The participation fee includes training, information materials, access to presentations and a certificate of participation.
   Corporative member – non - member
   Individual person – non - member            
I confirm that I have paid the membership fee for 2022, according to the submitted form - application for membership in BADI, published on www.badibg.org 
   Corporative member – member of BADI 2022   Individual person - member                    
   I confirm that the data has been updated
4. PAYMENT AND INVOICE DATA
 By payment order:
All bank fees and commissions are at the expense of the participant in the event.
Bank: UniCredit Bulbank
IBAN: BG06UNCR70001521782522 - BGN
BIC: UNCRBGSF
Reason for payment:

Name of the participant, event:

  I would like to receive an invoice (please provide invoice details)
Bank: Allianz Bank Bulgaria
IBAN: BG66BUIN95611000449270 - EUR
BIC: BUINGBSF
Reason for payment:

Name of the participant, event:

  I would like to receive an invoice (please provide invoice details)
Invoice details:
Name of the corporation: 

UIC:
Accountable person: 
Address to issue the invoice:
Address to issue the invoice (if different from the above): 
5. PERSONAL DATA PROTECTION
By submitting this application, the participant agrees to the processing of this data for the needs and purposes of the event. This includes the processing of data and documents, as well as publication, if necessary, in connection with the events of BADI, unless the participant has explicitly objected in writing.
By submitting this application, the participant agrees to be photographed at the event in person and the photos to be used for the activities of BADI, including, but not limited to, advertising, publications in social profiles, etc., unless the participant has explicitly objected in writing
Purpose of data processing: information necessary for participation in the event and for the preparation of a complete list of participants, as well as the preparation of certificates and databases, participation in raffles, etc.
Right of access to personal data: each participant has the right to access and / or change and / or delete his personal data, which are processed and stored by BADI, after notification sent in writing to the association electronically at: office@badibg.org.
6. POLICY IN CASE OF REFUSAL TO PARTICIPATE IN A 2022 PAID EVENT
6.1. Refusal to participate in a paid event in 2022 is made in writing, by e-mail to BADI: office@badibg.org . Cancellation of an event received within 15 calendar days before the date of the event is subject to a penalty of 25% of the amount paid, unless you replace your participation with another representative or transfer to another event.

6.2. After the expiration of the term under item 7.1, the fees paid for the event shall not be refunded.
6.3. In case of change of participant in the last 5 days before the event or on the day of the event, his deputy pays an additional 25% of the event fee, the difference being paid upon registration.
7. ADDITIONAL INFORMATION
The format of the training events will be in accordance with the current epidemiological situation in the country and the relevant orders of the health authorities.

BADI is ready to organize and host events in digital format, hybrid format and standard attendance events.
BADI has the right to change the form of a pre-announced event, depending on the epidemiological situation. For this purpose, all those registered to participate in the respective event will be notified in a timely by e-mail and / or information on the BADI website.
Presentations, tests and other information and materials from the events are published in the closed section of www.badibg.org , accessible only to members of the Association.

An electronic certificate for participation in the event can be downloaded from the closed page on the website of the Association, available only to members, to the event.
The published presentations are in Bulgarian and / or English.
REGISTRATION FORM 2022 AND / OR APPLICATION FOR BADI MEMBERSHIP AT www.badibg.org.
Become a member of BADI to have the opportunity to participate in our training events with preferential fees and under exclusive conditions.
Membership in BALI also provides access to a unique legislative database in healthcare, including 14 laws and over 150 relevant current bylaws to each law, which are updated twice a week and you can use your passwords.
Regularly receive an EU e-newsletter with up-to-date regulatory information on medicines and public health.

You are part of the regulatory society in the country and in the EU and exchange knowledge and experience with your colleagues and regulatory institutions.
You have the opportunity to express yourself and exchange experiences with other colleagues AND TO BE A SPEAKER  AS WELL.
Prepare opinions at your request and train other colleagues in the industry.

Your participation is important to us and we will be happy to have you as our participant in 2022.

 More about the benefits of BADI membership at www.badibg.org .
The registration documents 2022 have been prepared and approved by the Management Board of the Bulgarian Association for Drug Information (BADI)
Contacts:

Administration Team 




                   Office tel.: +359 2 955 85 86; 
Bulgarian Association for drug information                                 Mobile:  +359 889 919 655
16 Hubcha Str., Office 2 




       E-mail: office@badibg.org
1618 Sofia                                                                                      Website: www.badibg.org
Bulgaria
PARTICIPANT DATA
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