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Speakers

(formerly  PLIVA  Kraków),  including  7  years  of  work  in  the  Quality  Assurance  Department  and  9  years  in  the  IT  Department.  Since  2017,  he  has  been  conducting  validation  projects,  working  in  the  

consulting  company  Rescop  as  a  leading  consultant.  From  June  2022,  Operations  Director  of  Rescop  in  Poland.

A  graduate  of  the  Poznaÿ  University  of  Technology,  Specialization:  Microcomputer  Control  Systems  at  the  Institute  of  Computer  Science.  Since  2001,  he  has  been  working  at  GlaxoSmithKline  (now  

Delpharm),  currently  dealing  with  a  serialization  project  related  to  the  protection  of  medicinal  products.  Previously  responsible  for  the  implementation  of  computer  systems  validation,  validation  

management,  project  management,  including  SAP  system  upgrade  coordination,  etc.  In  2006-2011  an  active  member  of  ISPE  and  co-founder  of  the  "Validation  Forum"  at  ISPE.  In  2009,  he  was  elected  

a  member  of  the  management  board  of  ISPE  Polska,  and  in  2011,  the  president  of  the  management  board  of  ISPE.

He  has  extensive  experience  in  conducting  training  in  the  validation  of  computerized  systems  and  GAMP5  methodology.

Gerard  Halski  

Rafaÿ  Buczek

Moreover,  he  is  active  in  the  ISPE  Polska  association,  is  the  founder  and  first  president  of  Forum  GAMP  and  co-founder  of  the  Validation  Forum.

Member  of  the  Management  Board  of  ISPE  Polska  since  2009.  In  2013-2017,  President  of  ISPE  Polska.

A  graduate  of  the  Faculty  of  Computer  Science  and  Management  at  the  Wrocÿaw  University  of  Technology.  For  many  years  he  has  been  involved  in  the  implementation  and  application  of  computerized  

systems  also  in  pharmaceutical  companies.  Consultant,  analyst,  designer,  project  manager.

He  is  a  graduate  of  the  AGH  University  of  Science  and  Technology  in  Krakow  (automatics  and  metrology,  IT).  He  has  been  dealing  with  the  subject  of  validation  since  2001,  and  since  2003  he  has  

specialized  in  the  validation  of  computerized  systems.  He  has  16  years  of  experience  in  working  for  the  international  Teva  corporation

Since  2004  he  has  been  dealing  with  quality  management  systems.  Currently  Project  Manager  and  Quality  Manager  at  HICRON.  Since  2009,  a  member  of  the  ISPE  association,  actively  involved  in  the  

work  of  the  GAMP  forum.  Initiator  of  the  GAMP®5  Step-by-Step  training  program  and  the  first  Polish  edition  of  GAMP®5.  From  2013,  President  of  the  Management  Board  of  GAMP  Polska.  Member  of  

the  board  of  ISPE  Polska  since  2017.

Damian  Dominiak
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A  graduate  of  the  Faculty  of  Technical  Physics  and  Applied  Mathematics  at  the  Warsaw  University  of  Technology  in  the  field  of  Applied  Computer  Science.  
Since  2003,  he  has  been  involved  in  IT  projects  for  the  pharmaceutical  industry  at  RAN  Quality  Systems  (formerly  RAN  -  Systems  Integration  Services).

Paul  Irving  

Robert  Kolwas  

Earlier  experience  is  also  associated  with  managing  customer  relations  and  taking  care  of  the  high  quality  of  services  provided.

A  graduate  of  the  Wrocÿaw  University  of  Technology  (Teleinformatics)  and  the  University  of  Economics  in  Wrocÿaw  (IT  and  Econometrics).  He  deals  with  the  
validation  of  computerized  systems,  in  particular  systems  dedicated  to  clinical  trials,  using  mobile  applications  and  aimed  at  increasing  patient  involvement  in  
the  study.  Involved  in  the  ISPE  working  group  related  to  the  validation  of  computerized  systems  produced  with  the  use  of  agile  methodologies.  He  also  has  
experience  in  modeling  and  improving  IT  service  management  processes  and  administration  of  the  service  request  system,  its  business  development  and  testing  
the  implemented  functionality.

Member  of  the  board  of  the  GAMP  ISPE  Polska  Forum.

He  has  been  a  member  of  the  International  Society  for  Pharmaceutical  Engineering  (ISPE)  since  2001,  sits  on  the  GAMP®  EU  Steering  Committee,  previously  
was  co-chair  of  the  GAMP®  Special  Interest  Group  on  Manufacturing  Execution  Systems,  and  participated  in  various  GAMP®  guidance  documents,  including  
GAMP®  5.  MES  Contributor  GAMP®  Guide  for  Industry,  a  member  of  the  CORE  TEAM  who  authored  the  ISPE  GAMP®  RDI  Manufacturing  Records  Guide  for  
Industry,  is  also  an  internationally  recognized  industry  trainer  and  speaker.

Karolina  Jagusiak

implementation.  Recently,  he  is  developing  a  testing  automation  project.

Paul  has  also  worked  extensively  in  Eastern  Europe,  working  on  a  number  of  key  strategic  digital  transformation  programs  for  the  Life  Sciences  organization.  
Paul  often  travels  to  Poland.

He  coordinated  the  migration  of  the  MES  class  system  to  the .NET  platform.  Multiple  participant  of  analytical,  design  and  validation  teams

He  currently  works  as  a  strategic  consultant  to  Northern  Life  Sciences  Ltd.  in  the  United  Kingdom,  the  United  States  and  Central  and  Eastern  Europe.

Responsible  for  validation,  maintaining  a  validated  state  and  strategic  directions  of  systems  development.  Chief  designer  of  the  Electronic  Charge  Reports  
subsystem  of  the  SZARÿA  system.  He  co-founded  the  SITE  system  operated  by  GIF.

While  working  at  Kimberly-Clark,  Paul  also  gained  experience  in  all  aspects  of  quality  control,  including  statistical  process  control  and  the  development  of  
management  information  systems.  In  recent  years,  he  has  led  large  quality  and  compliance  transformation  programs  for  leading  biotechnology  organizations.

Paul  Irving  is  an  expert  in  compliance  and  validation  in  the  LIFE  SCIENCE  industry.  He  specializes  in  information  management,  creating  and  implementing  data  
integrity  programs  and  validating  computer  systems.
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I  started  working  with  the  pharmaceutical  industry  in  1993  in  Polfa  in  Poznaÿ /  later  GlaxoSmithKline.  As  an  automation  electronics  technician,  I  took  care  of  all  machines,  devices  

and  systems  in  the  entire  plant.  Later,  as  an  automation  master,  I  was  additionally  responsible  for  all  low-voltage  engineering  systems  and  process  automation.  Since  1997  I  have  

additionally  dealt  with  validation  and  qualifications  (I  started  with  the  validation  of  the  computerized  system.  Since  2004  I  have  been  running  my  own  business  in  the  field  of  validation  

and  qualification.  for  monitoring  climate  parameters  -  but  I  also  deal  with  other  areas  requiring  validation  and  qualifications.  I  am  an  auditor  of  ISO  9001:  2015,  ISO  14001:  2015,  

OHSAS  18001:  2007  and  ISO  45001:  2018.  I  know  the  requirements  of  ISO  13485,  ISO  17025  in  practice.  for  pharmacy  (manufacturing,  import,  distribution /  wholesale,  serialization),  

medical  devices  (manufacturing),  production  and  distribution  of  medical  gases,  production  of  radiopharmaceuticals,  biopharmaceutical  production,  physico-chemical  laboratories  for  

pharmacy  throughout  the  country.

Dariusz  Kuzawiÿski

PRINCE2,  SCRUM  and  AGILE.  Since  2004,  I  have  also  been  managing  project  portfolios,  I  had  the  opportunity  to  also  prove  myself  as  a  Claim  Manager  and  Quality  Manager  in  

Projects.  Since  2012  I  have  been  dealing  with  management  quality  issues  in  various  areas.  I  am  an  ISO9001:  2015,  ISO14001:  2015,  OHSAS  18001:  2007  and  ISO  45001:  2018  

auditor.  I  know  the  requirements  of  ISO  13485,  ISO  17025  in  practice.  From  2020  I  also  provide  services  in  the  field  of  Business  Excellence.

Körber  is  an  international  technology  group  with  approximately  10,000  employees  at  more  than  100  locations  worldwide.  The  Werum  PAS-X  MES  package  from  Körber  is  recognized  

as  the  world's  leading  production  execution  system  for  the  pharmaceutical,  biotech,  cellular  and  genetic  industries.

I  have  been  a  member  of  ISPE  since  2008.  Since  2011,  I  have  been  specializing  in  comprehensive  support  for  pharmaceutical  wholesalers  -  knowing  in  detail  the  practical  aspects  of  

quality  implementation  based  on  DPD  requirements.  Since  1997,  I  have  also  been  managing  projects  in  accordance  with  the  PMI  PMBOK  methodology,  but  I  also  know

Christian  holds  a  Master's  Degree  in  Mechanical  Engineering.  For  over  30  years  working  in  the  IT  industry  for  the  Life  Sciences  industry,  Christian  has  extensive  experience  in  all  GMP  

related  processes.  Actively  involved  in  ISPE,  incl.  as  the  founder  and  leader  of  the  special  interest  group  "Pharma  4.0",  member  of  ISPE  GAMP  within  the  European  Steering  Committee,  

member  of  the  main  team  of  APQ  ISPE  "Advancing  Pharmaceutical  Quality",  member  of  the  life  cycle  control  team  "PAT  &  Lifecycle  Control"  and  partner  of  ISPE  Member  of  the  

Management  Board  ROOF.  Chrisian  was  named  "Pharmaceutical  Industry  Leader"  by  ISPE  Pharmaceutical  Engineering  magazine  in  2020.

My  documentation  effectively  defends  system  validation  against  both  national  and  international  inspectors,  including  the  FDA.

Christian  Woelbeling  is  an  Industry  Advisor  and  Senior  Strategic  Software  Manager  at  Körber  Business  Area  Pharma,  based  in  Lüneburg,  Germany.

Christian  Woelbeling  
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