
November 7 - 8, 2022
Virtual

 November 10, 2022
Face to Face in Milan

European
Pharmacovigilance

Congress



SESSION 1.  BENEFIT - RISK  & SIGNAL DETECTION

SESSION 2.  SERIOUS CUTANEUS ADVERSE REACTIONS (SCARS)

SESSION 3.  ARTIFICIAL INTELLIGENCE IN PV: OPPORTUNITIES AND CHALLENGES

SESSION 4.  SAFETY OF GENE THERAPIES

SESSION 5. UPDATES ON EU AND EXTRA EU PV REGULATORY REQUIREMENTS

SESSION 6.  PHARMACOVIGILANCE DATABASES & PHARMACOEPIDEMIOLOGY

SESSION 7. SAFETY OF COVID-19: PREVENTION AND THERAPEUTIC OPTIONS

SESSION 8. PATIENT CENTRICITY

SESSION 9. PV INSPECTIONS & AUDITS

SESSION 10. QUALITY IN GLOBAL PV SYSTEMS

SESSION 11. INTERFACE BETWEEN PV AND GMP/GDP

SESSION 12. EUDRAVIGILANCE AND CTIS

The European Pharmacovigilance Congress organized by Pharma Education Center has become one 
of the most appreciated international PV meetings.
Last year, the virtual edition of the congress enjoyed a great success with an exceptional participation of PV 
FGNGICVGU�HTQO�CNN�QXGT�VJG�YQTNF���+PVGTPCVKQPCN�VQR�URGCMGTU�HTQO|OCTMGVKPI�CWVJQTK\CVKQP�JQNFGTU�|EQO-
RGVGPV�CWVJQTKVKGU�|KPVGTPCVKQPCN�RJCTOCEQXKIKNCPEG�QTICPK\CVKQPU��'WTQRGCP�GZRGTV�RCVKGPV�QTICPK\CVKQPU�
and independent consultants animated the three days of conference with fruitful discussions, interactive 
UGUUKQPU��3�#��CPF�HQEWUGF�TQWPF�VCDNGU��6JG|EQPITGUU��PQY�CV�KVU�UKZVJ|GFKVKQP��KU�C�WPKSWG�QRRQTVWPKV[�VQ�
IGV�KP�VQWEJ�YKVJ|FKHHGTGPV�KPVGTPCVKQPCN�UVCMGJQNFGTU��VQ�NGCTP�OQTG�CDQWV�VJG|PGY�TGSWKTGOGPVU��VJG|PGY�
GOGTIKPI�EJCNNGPIGU|KP|RJCTOCEQXKIKNCPEG�CPF�VQ�FKUEWUU�VJG�RQUUKDNG|UVTCVGIKGU�CPF�UQNWVKQPU|VQ�CFFTGUU�
them.

6JKU�[GCT�YG�JCXG�TGVCKPGF�VJG�VTCFKVKQPCN�'WTQRGCP�HQEWU�DWV�YG�JCXG�UKIPKHKECPVN[�GZRCPFGF�QWT�HQQVRTKPV�
We will have speakers from five continents from regulatory agencies, international organisations, pharma 
companies, service providers, patient organizations, academia.

The European Pharmacovigilance Congress… 
Is more than a traditional conference, it is a great opportunity to learn, to develop your professional skills, 
to get in touch with international renowned experts and colleagues. Discuss and share the strategies and 
the main trends in the international pharmacovigilance scenario: be part of the community!

6JKU�[GCT�VJG�'WTQRGCP�2JCTOCEQXKIKNCPEG�%QPITGUU�YKNN�DG�C�mixed event! The first two days, November 
7th and 8th, will be virtual and will see the participation of worldwide experts and key opinion leaders. 
The third day, November 10th, will be a face to face meeting in Milan, where you will have the chance to 
meet colleagues and the speakers of the congress: a great opportunity for the PV community to get 
together!
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Published by SAGE, Therapeutic Advances in Drug Safety (Impact Factor: 3.842) is an international 
peer-reviewed Open Access journal, delivering the highest quality original research articles, 
reviews, and scholarly comment on pioneering efforts and innovative studies pertaining to the safe 
use of drugs in patients. The journal has a strong clinical and pharmacological focus and is aimed 
at an international audience of clinicians and researchers in drug safety, providing an online forum 
for rapid dissemination of recent research and perspectives 
LQ�WKLV�DUHD��$V�WKH�RIƓFLDO�0HGLD�3DUWQHU�RI�WKH��WK�HGLWLRQ�
of the European Pharmacovigilance Congress, 
Therapeutic Advances in Drug Safety will be publishing
an online abstract supplement which will be free to access 
online.

For more info: 
Website: https://journals.sagepub.com/home/taw
E-mail: jonathan.collin@sagepub.co.uk
Twitter: @TADrugSafety

MEDIA PARTNERS

Pharma Tech Outlook is a monthly publication that has been a pioneer in bringing forth real-world 
solutions, news, product trends, solutions, and many more to subscribers. The unique 
learn-from-peers approach is creating a difference since the decision-makers are constantly sha-
ring their experience, wisdom and thought leadership with each other. Pharma Tech Outlook has 
contributors from the most established organizations and institutions who have been presenting 
their viewpoints using this unique print platform. The 
magazine has been incorporated by some seasoned 
industry experts and has been at the forefront of pre-
senting a comprehensive and detailed view of the 
technology arena. Pharma Tech Outlook aims at con-
tributing to the transformation of innovations into 
services as well as creating a healthy and productive 
ecosystem.

For more info: http://www.pharmatechoutlook.com

MedTech Outlook is a superlative podium for suppliers to showcase their products and services 
and healthcare industry professionals to connect with a global audience of decision-makers. Its 
unique learn-from-peer approach creates an immen-
se impact in the U.S. market, adding a big difference 
in this continuously evolving medical tech arena.

For more info: http://www.medicaltechoutlook.com 
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AGENDA November 7th 
09.00 Welcome by the Chairperson of the congress 
 Marco Sardella, Chief Pharmacovigilance   
� 2IƓFHU�	�(8�4339�_�$',(11(�3KDUPD�	�%LRWHFK

09.10 A word from the Editor-in-Chief of
 Therapeutic Advances in Drug Safety -
 Eu PV Congress Media Partner 
 Arduino Mangoni,�6WUDWHJLF�3URIHVVRU�LQ�� �
� &OLQLFDO�3KDUPDFRORJ\�_�)OLQGHUV�8QLYHUVLW\��� �
� 6HQLRU�&RQVXOWDQW�LQ�&OLQLFDO�3KDUPDFRORJ\�� �
� DQG�*HQHUDO�0HGLFLQH��$GHODLGH��$XVWUDOLD

    

9.15 Introduction by the Chairperson of the Session 
 Mircea Ciuca��*OREDO�7KHUDSHXWLF�$UHD�+HDG�LQ��
 *OREDO�&OLQLFDO�6DIHW\�DQG�3KDUPDFRYLJLODQFH�_��
� &6/�%HKULQJ 

9.20 0HWKRGRORJLHV�IRU�HYDOXDWLQJ�EHQHƓW�ULVN�� �
 balance as per current guidelines
 Giovanni Furlan��:RUOGZLGH�6DIHW\�6LWH�/HDG����
� 7KHVVDORQLNL��*UHHFH���6DIHW\�5LVN�/HDG��
� 'LUHFWRU�_�3Ɠ]HU�6�U�O�

9.40 %HQHƓW�ULVN�LQ�3%5(5��
 Jan Petracek��&(2�_�L9LJHH

10.00 &,206�:RUNLQJ�*URXS�RQ�%HQHƓW�5LVN�RI�� �
 Medicines  
 Panos Tsintis��6HQLRU�$GYLVRU�_�&,206

10.20 Validation and use of a new probabilistic   
 tool for assessing causality in signal   
 detection 
 Fabio De Gregorio��9LFH�3UHVLGHQW��+HDG�RI�� �
� 'UXJ�6DIHW\�(XURSH�_�6KLRQRJL�(XURSH

10.40 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: M. Ciuca                                                             
 Panelists: F. De Gregorio
      G. Furlan
      J. Petracek 
      P. Tsintis
      Michael Von Forstner _�%LRJHQ

11.10 &RIIHH�%UHDN�	�1HWZRUNLQJ

 
 
11.30 Introduction by the  Chairperson of the   
 Session  
 Hervé Le Louët��+HDG�RI�39�SROLF\�LQWHOOLJHQFH��
� VWUDWHJ\�_�7DNHGD��3UHVLGHQW�RI�&,206��3DVW�&(2��
� RI�WKH�80&��3DVW�3UHVLGHQW�RI�,623

11.35 What are severe cutaneous adverse    
� UHDFWLRQV��6&$5V�"�$�GHUPDWRORJLF�SHUVSHFWLYH 
 Chia-Yu ChX��3URIHVVRU��'HSDUWPHQW�RI�
� 'HUPDWRORJ\�_�1DWLRQDO�7DLZDQ�8QLYHUVLW\�� �
� +RVSLWDO

11.55 6NLQ�HUXSWLRQV�DQG�FDXVDOLW\�DVVHVVPHQWV��� �
 examples from pharmacovigilance practice  
 Glyn Belcher,�&(2�_�39�&RQVXOWDQF\�/WG

12.15 3URFHHGLQJV�RI�&,206�ZRUNLQJ�JURXS�RQ�� �
� 6&$56�  
 Hervé Le Louët��+HDG�RI�39�SROLF\�LQWHOOLJHQFH��
� VWUDWHJ\�_�7DNHGD��3UHVLGHQW�RI�&,206��3DVW�&(2��
� RI�WKH�80&��3DVW�3UHVLGHQW�RI�,623

12.35 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: H. Le Louët                         
 Panelists: G. Belcher
       C.Y. Chu
       Qun Ying Yue _�80&
����SP�Lunch & Networking 

6(66,21��
%(1(),7���5,6.�	�6,*1$/�'(7(&7,21

6(66,21��
�6(5,286�&87$1(86�$'9(56(�5($&7,216��6&$56��

all times are UTC +1 Virtual



  

1.50 Introduction by the  Chairperson of the   
 Session 
 Margherita D'Antuono��(8�8.�4339�_�3LUDPDO��
� &ULWLFDO�&DUH

1.55 The Digital Dilemma - the challenges of   
 aligning pharmacovigilance process, 
 regulatory compliance and technology   
 capabilities 
 Shaun Hopgood��&KLHI�,QIRUPDWLRQ�2IƓFHU�_�� �
� (5*20('�3ULPH9LJLODQFH

2.15 ,V�$UWLƓFLDO�,QWHOOLJHQFH�LQ�3KDUPDFRYLJLODQFH
� RQ�D�+\SH�&\FOH"
 Manfred Hauben��6HQLRU�'LUHFWRU�_�3Ɠ]HU�,QF��
� &OLQLFDO�$VVLVWDQW�3URIHVVRU�_�'HSDUWPHQW�RI�� �
� 0HGLFLQH��1<8�*URVVPDQ��6FKRRO�RI��0HGLFLQH

2.35 AI in Pharmacovigilance 
 Andrew Bate��93��+HDG�RI�6DIHW\�,QQRYDWLRQ�	���
� $QDO\WLFV�_�*6.

2.55 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: M. D'Antuono                                          
 Panelists:  A. Bate
       S. Hopgood
                     M. Hauben 

3.25 &RIIHH�%UHDN�	�1HWZRUNLQJ
 

  

3.45 Introduction by the  Chairperson of the   
 Session 

 Giovanni Furlan��:RUOGZLGH�6DIHW\�6LWH�/HDG����
� 7KHVVDORQLNL��*UHHFH���6DIHW\�5LVN�/HDG��
� 'LUHFWRU�_�3Ɠ]HU�6�U�O�

3.50 An overview of the history, evolution and   
 characterization of gene therapies’ safety   
� SURƓOH 
 Dennis Vargo��9LFH�3UHVLGHQW��+HDG�RI�'UXJ�� �
� 6DIHW\�DQG�3KDUPDFRYLJLODQFH�_�$NHELD�
� 7KHUDSHXWLFV

4.10 *HQH�7KHUDS\�6DIHW\�LQ�&OLQLFDO�
� 'HYHORSPHQW��$703V�DQG�DX[LOLDU\bPHGLFLQHV 
 Mattia Calissano��+HDG�RI�'UXJ�6DIHW\�DQG�� �
� ,WDO\�DQG�8.�/339��_�2UFKDUG�7KHUDSHXWLFV

4.30  /RQJ�WHUP�VDIHW\�DVVRFLDWHG�ZLWK�*HQHWLF�� �
 therapies 
 David Chonzi��*OREDO�+HDG�RI�39(�_�,QVWLO�%LR

4.50 5RXQG�7DEOH�	�4	$�7LPH  
 Moderator: G. Furlan                                                 
 Panelists: G. Belcher�_�39�&RQVXOWDQF\�/WG
       M. Calissano
       D. Chonzi
       A. Mangoni
       D. Vargo

5.10 &ORVLQJ�5HPDUNV�E\�WKH�&KDLUSHUVRQ�RI�WKH�� �
� FRQJUHVV�DQG�LQWURGXFWLRQ�RI�/HFWLR�0DJLVWUDOLV�
 Marco Sardella, Chief Pharmacovigilance   
� 2IƓFHU�	�(8�4339�_�$',(11(�3KDUPD�	�%LRWHFK
   
5.15  /(&7,2�0$*,675$/,6
� 3UH�0DUNHWLQJ�6DIHW\�6XUYHLOODQFH��6WDWLVWLFDO
 Considerations 
 Lothar Tremmel��9LFH�3UHVLGHQW�4XDQWLWDWLYH�� �
� &OLQLFDO�6FLHQFHV�	�5HSRUWLQJ�_�&6/�%HKULQJ

6.0  Q&A Time

6.15  &ORVXUH�RI�'D\�� 

6(66,21����
$57,),&,$/�,17(//,*(1&(�,1�39��

� �23325781,7,(6�$1'�&+$//(1*(6�

6(66,21��
          �6$)(7<�2)�*(1(�7+(5$3,(6� �



09.00 Welcome by the Chairperson of the   
 congress 
 Marco Sardella, Chief Pharmacovigilance   
� 2IƓFHU�	��(8�4339�_�$',(11(�3KDUPD�	�%LRWHFK

09.10 A word from the Editor-in-Chief of
 Therapeutic Advances in Drug Safety -
 Eu PV Congress Media Partner 
 Arduino Mangoni��6WUDWHJLF�3URIHVVRU�LQ�� �
� &OLQLFDO��3KDUPDFRORJ\�_�)OLQGHUV�8QLYHUVLW\��� �
� 6HQLRU�&RQVXOWDQW�LQ�&OLQLFDO�3KDUPDFRORJ\�� �
� DQG�*HQHUDO�0HGLFLQH��$GHODLGH��$XVWUDOLD

6(66,21��
83'$7(6�21�(8�$1'�(;75$�(8�39

� �������5(*8/$725<�5(48,5(0(176�  

9.15 Introduction by the  Chairperson of the   
 Session  
 Fabio de Gregorio��9LFH�3UHVLGHQW��+HDG�RI�� �
� 'UXJ�6DIHW\�(XURSH�_�6KLRQRJL�(XURSH

9.20 (8�DQG�H[(8�OHJLVODWLYH�UHTXLUHPHQWV�� �
 Margherita D'Antuono, 
 (8�8.�4339�_�3LUDPDO�&ULWLFDO�&DUH

9.40 &75�����������FKDOOHQJHV�DQG�
 opportunities
 Eva J. Runggaldier��&RXQWU\�+HDG�RI�7ULDO�� �
� 0RQLWRULQJ�_�1RYDUWLV

10.00 (IƓFLHQW�5RDG�WR�5HOLDEOH�
 3KDUPDFRYLJLODQFH�5HJXODWRU\�,QWHOOLJHQFH 
 Marcela Fialova��&KLHI�2SHUDWLQJ�2IƓFHU�_�L9LJHH

10.20 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: F. De Gregorio                                                                                
 Panelists: M. D'Antuono
       M. Fialova
       Helen Ndagije _�,6R3�$IULFD�&KDSWHU

        E. Prokofyeva _�'*�35(��)$0+3
       Hadir Rostom�_�,6R3�(J\SW�&KDSWHU
       E.J. Runggaldier
  
10.50 &RIIHH�%UHDN�	�1HWZRUNLQJ

11.10 Introduction by the Chairperson of the   
 Session 
 Arduino Mangoni, 6WUDWHJLF�3URIHVVRU�LQ�� �
� &OLQLFDO�3KDUPDFRORJ\�_�)OLQGHUV�8QLYHUVLW\�
� 6HQLRU�&RQVXOWDQW�LQ�&OLQLFDO�3KDUPDFRORJ\�� �
� DQG�*HQHUDO�0HGLFLQH��$GHODLGH��$XVWUDOLD

11.15 $,)$�PRQLWRULQJ�UHJLVWULHV���3RVW
� PDUNHWLQJ�GDWD�FROOHFWLRQ�DQG�HYLGHQFH�� �
 evaluation 
              Pierpaolo Olimpieri, $,)$
V�0RQLWRULQJ�� �
� 5HJLVWHUV

11.35 8SSVDOD�0RQLWRULQJ�&HQWUH�DQG�:+2�� �
 Programme for International Drug 
 Monitoring
 Pinelopi Lundquist���:+2�&ROODERUDWLQJ�� �
� &HQWUH��'LUHFWRU�_�8SSVDOD�0RQLWRULQJ�&HQWUH

11.55 5HDO�:RUOG�'DWD�DQG�(YLGHQFH�LQ�
 Pharmacovigilance throughout the   
� 3URGXFW�/LIHF\FOH 
 Michael Von Forstner��*OREDO�+HDG�RI�&OLQLFDO��
� 6DIHW\�DQG�3KDUPDFRYLJLODQFH�_�%LRJHQ

6(66,21���
3+$50$&29,*,/$1&(�'$7$%$6(6�	

�3+$50$&2(3,'(0,2/2*<

AGENDA November 8th 
all times are UTC +1 Virtual



12.15 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: A. Mangoni                                                                                   
 Panelists: G. Belcher  
       P. Lundquist
       P. Olimpieri
       Mulugeta Russom  
       M. Von Forstner 

12.40       /XQFK�	�1HWZRUNLQJ

  
1.40 Introduction by the Chairperson of the   
 Session 
 Maddalena Lino��6DIHW\�5LVN�/HDG�'LUHFWRU�_�� �
� 3Ɠ]HU

1.45 6DIHW\�SURƓOH�RI�3D[ORYLG 
� �QLUPDWUHOYLU�ULWRQDYLU�  
 Marianne Lorenzen��6HQLRU�'LUHFWRU�'LVHDVH�� �
� $UHD�&OXVWHU�/HDG�_�3Ɠ]HU

2.05 6DIHW\�PRQLWRULQJ�RI�&29,'������WKHUDS\�� �
 and vaccines  
 Qun Ying Yue, Senior Pharmacovigilance   
� ([SHUW�_�80&

2.25 6DIHW\�RI�&RYLG������ERRVWHU�GRVH 
 Maddalena Lino��6DIHW\�5LVN�/HDG�'LUHFWRU
� _�3Ɠ]HU

2.45 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: M. Lino                                                                                              
 Panelists:  Irene Fermont�_�(5$1,0
        M. Lorenzen
        Susan Mather _�3Ɠ]HU        
        Marco Tuccori�_�8QLYHUVLW\�+RVSLWDO��
� � ������RI�3LVD�
        Q.Y. Yue

3.15 &RIIHH�%UHDN�	�1HWZRUNLQJ
 
  
  

3.35  Introduction to Patient Centricity 
 Paola Kruger��([SHUW�3DWLHQW�_�(83$7,
� �(XURSHDQ��3DWLHQWōV�$FDGHP\�IRU�7KHUDSHXWLF���
� ,QQRYDWLRQ�b

3.45  1HZ�&,206�5HSRUW�RQ�3DWLHQW�
 Involvement in the Development, 
� 5HJXODWLRQ�DQG�6DIH�8VH�RI�0HGLFLQHV
 Lembit Rägo��6HFUHWDU\�*HQHUDO�_�&RXQFLO�IRU�� �
� ,QWHUQDWLRQDO�2UJDQL]DWLRQV�RI�0HGLFDO�
� 6FLHQFHV��&,206�

4.05   3DWLHQW�HQJDJHPHQW�LV�D�UHTXLUHPHQW�QRW��
   a choice 
   Dominique Hamerlijnck�_�(83$7,�IHOORZ��� �
� ��3DWLHQW�([SHUW

4.25 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: P. Kruger                                                                                    
 Panelists:  L. Rägo
        Valentina Mancini _�6KLRQRJL�� �
� � ������(XURSH
        D. Hamerlijnck
        Lisa Stagi�_�5RFKH�,WDO\

4.55 &ORVLQJ�5HPDUNV�E\�WKH�&KDLUSHUVRQ�RI�� �
 the congress 
 Marco Sardella, Chief Pharmacovigilance   
� 2IƓFHU�	�(8�4339��$',(11(�3KDUPD�	�%LRWHFK

5.00  &ORVXUH�RI�'D\���   

6(66,21��
6$)(7<�2)�&29,'�������35(9(17,21�$1'

�� � 7+(5$3(87,&�237,216 

6(66,21��
� � 3$7,(17�&(175,&,7< 



                                                                                

08.30 5HJLVWUDWLRQ�RI�DWWHQGHHV

09.10 Welcome by the Chairperson of the   
 congress 
 Marco Sardella, Chief Pharmacovigilance   
� 2IƓFHU�	�(8�4339��$',(11(�3KDUPD�	�%LRWHFK

09.20 A word from the Editor-in-Chief of
 Therapeutic Advances in Drug Safety -
 Eu PV Congress Media Partner 
 Arduino Mangoni��6WUDWHJLF�3URIHVVRU�LQ�� �
� &OLQLFDO�3KDUPDFRORJ\�_�)OLQGHUV�8QLYHUVLW\��� �
� 6HQLRU�&RQVXOWDQW�LQ�&OLQLFDO�3KDUPDFRORJ\�� �
� DQG�*HQHUDO�0HGLFLQH��$GHODLGH��$XVWUDOLD

09.25 Hervé Le Louët��+HDG�RI�39�SROLF\�LQWHOOLJHQFH��
� VWUDWHJ\�_�7DNHGD��3UHVLGHQW�RI�&,206��3DVW�&(2��
� RI�WKH�80&��3DVW�3UHVLGHQW�RI�,623

09.45 Introduction by the  Chairperson of the   
 Session 
 Gian Nicola Castiglione���'LUHFWRU�*OREDO
� �3KDUPDFRYLJLODQFH�_�&KLHVL�)DUPDFHXWLFL

09.50 39�1DWLRQDO�LQVSHFWLRQV��VWDWH�RI�WKH�$UW�	�
 Trends   
 Paolo Porcelli��*93�6HQLRU�,QVSHFWRU�_�$,)$�� �
� �,WDOLDQ�0HGLFLQHV�$JHQF\�

10.10 39�LQVSHFWLRQ�LQ�QRQ�(8�&RXQWULHV���39�� �
� LQVSHFWLRQ�RI�1DWLRQDO�FRPSHWHQW�DXWKRULW\ 
 Azira Cajic��+HDG�RI�'LYLVLRQ�IRU�
� 3KDUPDFRYLJLODQFH�DQG�0DWHULRYLJLODQFH�_�� �
� $/0%,+��$JHQF\�IRU�0HGLFLQDO�3URGXFWV�DQG�� �
� 0HGLFDO�'HYLFHV�%RVQLD�	�+HU]HJRYLQD�

10.30 360)�H[WUD�(8�UHTXLUHPHQWV�WR�FRQVLGHU�� �
 for successful inspections 
 Alberto Gramaccioli��'LUHFWRU��4XDOLW\�
� 0DQDJHPHQW�DQG�,QVSHFWLRQV��:RUOG�:LGH��
� 6DIHW\�_�3Ɠ]HU�LQF���
 ,sabella Ventura��4XDOLW\�� � � �
� 0DQDJHPHQW�2SHUDWLRQV�6SHDFLDOLVW��4XDOLW\�� �
� DQG�0DQDJHPHQW�_�3Ɠ]HU�,WDO\

10.50 &RIIHH�%UHDN�	�1HWZRUNLQJ
 
11.20 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: Gian Nicola Castiglione                                            
 Panelists: A. Cajic
       A. Gramaccioli
                                 P. Porcelli
       I. Ventura
       

11.45 Introduction by the  Chairperson of the   
 Session
 Tools to create a customized PVA 
� �7UDQV&HOHUDWH� 
 Valentina Mancini��6HQLRU�'LUHFWRU�
� 3KDUPDFRYLJLODQFH�4339�_�6KLRQRJL�(XURSH
  
12.05 Ensuring Successful Audits – The 
 Challenges and Opportunities 
 Noelle Humphrey��+HDG�RI�4XDOLW\�_�
� 3ULPH9LJLODQFH

12.25 $19,6$���39�0DQDJHPHQW�4XDOLW\�6\VWHP��
 Expectations 
 Helaine Carneiro Capucho��3URIHVVRU�_�
� 8QLYHUVLW\�RI�%UDVLOLD�DQG�3KDUPDFRYLJLODQFH�� �
� 0DQDJHU�_�%UD]LOLDQ�+HDOWK�5HJXODWRU\�$JHQF\��
� �$QYLVD��

12.45 5RXQG�7DEOH�	�4	$�7LPH 

6(66,21��
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 Moderator: V. Mancini                                                                   
 Panelists:   H.Carneiro Capucho
         M. D'Antuono�_��3LUDPDO�&ULWLFDO�&DUH
         N. Humphrey
         Grazia Sirizzotti _�%LRJHQ�,WDOLD

1.10 /XQFK�	�1HWZRUNLQJ

2.10 Introduction by the  Chairperson of the   
 Session 
 Glyn Belcher, 39�&RQVXOWDQF\�/WG

2.15 Detection of counterfeit drugs that have   
� SRWHQWLDO�LPSDFW�RQ�VDIHW\�DQG�HIƓFDF\�RI�
 medicines. Some experiences from   
� $19,6$ 
 Helaine Carneiro Capucho, 
� 3URIHVVRU�_�8QLYHUVLW\�RI�%UDVLOLD�DQG�
� 3KDUPDFRYLJLODQFH�0DQDJHU�_�%UD]LOLDQ�+HDOWK��
� 5HJXODWRU\�$JHQF\��$QYLVD��

2.35 )DOVLƓHG�PHGLFLQHV�DW�WKH�WLPH�RI�WKH�� �
� &RYLG����3DQGHPLF��6RPH�H[SHULHQFHV�� �
� IURP�WKH�,WDOLDQ�0HGLFLQH�$JHQF\��$,)$
 Domenico Di Giorgio, +HDG�RI�,QVSHFWLRQ�	�� �
� &HUWLƓFDWLRQ�'HSW�DQG�RI�WKH�3KDUPDFHXWLFDO�� �
� &ULPH�&RXQWHUDFWLQJ�2IƓFH�DW�WKH�,WDOLDQ�� �
� 0HGLFLQHV�$JHQF\��$,)$�

2.55 5RXQG�7DEOH�	�4	$�7LPH 
� 0RGHUDWRU� G. Belcher _ 39�&RQVXOWDQF\�/WG�������������������������������������������������������������������������
� 3DQHOLVWV���H.Carneiro Capucho 
        G.N. Castiglione _�&KLHVL
        Mircea Ciuca
        D. Di Giorgio
     
3.25  &RIIHH��	�1HWZRUNLQJ�

 

4.00 Introduction by the  Chairperson of the   
 Session 
 Calin Lungu��''&6�6�$���&(2

4.05 8SGDWH�RQ�(XGUD9LJLODQFH�DQG�RQ�0+5$�� �
� ,&65�VXEPLVVLRQ�SRUWDO 
 Vojtech Kvita��&92�_�1H[W39�6HUYLFHV�V�U�R�

4.25 CTIS and interactions with other EMA   
 systems 
 Calin Lungu��''&6�6�$���&(2

4.50 5RXQG�7DEOH�	�4	$�7LPH 
 Moderator: Calin Lungu                                                                       
 Panelists:  Laura Boga�_�'RPSª�3KDUPDFHXWLFDOV
       M. D'Antuono      
       V. Kvita
       Elena Prokofyeva�_�'*�35(��)$0+3
       
5.10 &KDLUSHUVRQ��&RQJUHVV�&ORVLQJ�5HPDUNV�� �
 and end of congress 
 Marco Sardella, Chief Pharmacovigilance   
� 2IƓFHU�	�(8�4339�$',(11(�3KDUPD�	�%LRWHFK

5.15 End of Congress    
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TEL (+39) 055 7224179
        (+39) 055 7224076
FAX  (+39) 055 7227014

TO STAY
UPDATED ON
OUR COURSES
FOLLOW US ON

TERMS OF PAYMENT
Advance payment is required with respect to the event date by bank transfer to BANCO BPM Spa – Florence (Italy), IBAN 
IT81P0503402801000000007431, Bic/SWIFT: BAPPIT21N25 made payable to Pharma Education Center S.r.l., Via dei Pratoni 16, 
50018 Scandicci (FI), VAT number 02173670486, specifying event title along with name and surname of the participant. Attendance to 
the event will be allowed upon payment received. Invoice of payment  will be issued after the second half of the month after the course.

For further information and/or further assistance please contact (+39) 055 7224179 or 
email: amministrazione@pharmaeducationcenter.it

COURSE/EVENT CANCELLATION 
If the minimum number of participants is not reached,  Pharma Education Center reserves the right to cancel or schedule  the event for 
another date. Formal communication will be given within 5 days before the event date. In this case Pharma Education Center will refund 
the registration fee in full and without additional charges. Alternatively, the participant can request a spendable coupon for participa-
ting in another PEC event scheduled in the current year.

CANCELLATION TERMS
In order to cancel enrolment to a event, please email info@pharmaeducationcenter.it within 2 weeks before the starting date of the 
event. Once this term will be expired,  the entire fee will be charged.

PARTICIPANT REPLACEMENT
It is possible to replace a participant with another without additional costs, simply by contacting  info@pharmaeducationcenter.it. It is 
asked to notify the participant replacement request  within 5 days before the starting date of the course/event, specifying the full name 
and surname of the enrolled participant as well as the full name and surname of  the substitute.

HOW TO REGISTER
3OHDVH��ƓOO�WKH�IRUP�RQ�WKH�ZHE�VLWH�KWWSV���ZZZ�SKDUPDHGXFDWLRQFHQWHU�LW�

VAT not included

Hospitals, universities and freelance professionals get a 
40 % discount to be applied to published prices

Discounts are not cumulative

For multiple registrations contact: 
info@pharmaeducationcenter.it

ENTRY FEES

Virtual 
November, 7 - 8

Virtual + Face to Face 
November, 7 - 8 - 10

675 €

750 €

950 €

1150 €

Early bird

Full Price

Dead Line
October, 7600 €

650 €

Face to Face
November, 10

REGISTER HERE

https://www.pharmaeducationcenter.it/iscrizioni/?corso_id=4038

