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Keyrus Biopharma 
www.keyrusbiopharma.com 

Helping our clients to bring their new 
products to market through a 
combination of integrated and wide 
range of services. 

§ Project Management & Global Monitoring 

§ Regulatory Affairs Strategy and Support 

§ Clinical Operations Phase I-IV 

§ Data Management 

§ Medical review and coding 

§ Biostatistics 

§ Drug Safety & Pharmacovigilance 

§ Quality Assurance 

§ Publication management 

§ Scientific and Medical Writing 

§  Medical Information 

European	
  full-­‐service	
  CRO	
  for	
  biopharmaceu5cal,	
  
medical	
  device	
  and	
  nutri5onal	
  industries	
  

Outsourcing	
  solu<on	
  



Outsourcing	
  Pharmacovigilance	
  ac3vity	
  
challenges	
  	
  

	
  

Pharmacovigilance,	
  Drug	
  safety	
  and	
  Risk	
  Management	
  



Why	
  outsource	
  Pharmacovigilance	
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Ø Medica5on	
  registra5on	
  
Ø Data	
  collec5on,	
  sources	
  and	
  reportability	
  
Ø Safety	
  surveillance	
  
Ø Regulatory	
  requirement	
  
Ø Good	
  Prac5ce	
  
Ø Resources	
  &	
  trainings	
  

Ø New	
  ac5vity	
  or	
  increase	
  of	
  safety	
  ac5vity	
  
Ø Constant	
  improvement	
  and	
  guidance	
  updates	
  	
  

Ø Exper5se	
  and	
  knowledge	
  
Ø Flexibility	
  
Ø Cost	
  control	
  

	
  PV	
  set	
  up	
  
	
  System	
  access	
  



PV	
  ac<vity	
  outsourcing	
  challenges	
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Case	
  management	
  

Distribu<on	
  and	
  submission	
  

Literature	
  review	
  and	
  analysis	
  

Medical	
  revision,	
  causality	
  
assessments	
  

Compliance	
  to	
  regulatory	
  
requirements	
  

Interac<on	
  with	
  inves<gators	
  

Day	
  to	
  day	
  PV	
  ac<vi<es	
   Reports	
  and	
  signals	
  

Risk	
  management	
  

Signal	
  detec<on	
  ac<vi<es	
  

Aggregate	
  reports	
  wri<ng	
  

Line	
  lis<ngs	
  genera<on	
  



PV	
  ac<vity	
  outsourcing	
  challenges	
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Collec<on	
  

Sponsored	
  

Day	
  to	
  day	
  PV	
  ac<vi<es	
   Reports	
  and	
  signals	
  

Risk	
  management	
  

Signal	
  detec<on	
  ac<vi<es	
  

Aggregate	
  reports	
  wri<ng	
  

Line	
  lis<ngs	
  genera<on	
  

Processing	
   Distribu<on	
  

Local	
   World	
  Wide	
   Tradi<on	
  

I.I.S.	
  

Local	
   World	
  Wide	
   Assessment	
  

Local	
  World	
  Wide	
  and	
  FDA	
   Local	
  rules	
  

EEA	
   FDA	
   ASIA	
  



PV	
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Sponsored	
  

Day	
  to	
  day	
  PV	
  ac<vi<es	
   Reports	
  and	
  signals	
  

Risk	
  management	
  

Signal	
  detec<on	
  ac<vi<es	
  

Aggregate	
  reports	
  wri<ng	
  

Line	
  lis<ngs	
  genera<on	
  

Processing	
  

Local	
   World	
  Wide	
   Tradi<on	
  

I.I.S.	
  

Local	
   World	
  Wide	
   Assessment	
  

World	
  Wide	
  and	
  FDA	
   Local	
  rules	
  

EEA	
   FDA	
   ASIA	
  



PV	
  ac<vity	
  Roles	
  and	
  Responsibili<es	
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Sponsored	
  

Risk	
  management	
  

Signal	
  detec<on	
  ac<vi<es	
  

Aggregate	
  reports	
  wri<ng	
  

Line	
  lis<ngs	
  genera<on	
  

Processing	
  

Local	
  

World	
  
Wide	
   Tradi<on	
  

I.I.S.	
  

Local	
   World	
  
Wide	
  

Assessment	
  

World	
  Wide	
  and	
  FDA	
   Local	
  rules	
  

EEA	
  FDA	
  

ASIA	
  

•  Define	
  roles	
  and	
  responsibili5es	
  
•  Define	
  5melines	
  
•  Specify	
  communica5on	
  and	
  transfer	
  of	
  informa5on	
  tools	
  
•  Insist	
  on	
  training	
  and	
  knowledge	
  of	
  the	
  process	
  to	
  all	
  stakeholders	
  



PV	
  ac<vity	
  outsourcing	
  challenges	
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Day	
  to	
  day	
  PV	
  ac<vi<es	
   Reports	
  and	
  signals	
  

Accurate	
  metrics	
  and	
  KPIs	
  

Benefit/Risk	
  evalua<on	
  
management	
  Compliance	
  monitoring	
  

Full	
  picture	
  of	
  safety	
  data	
  

Lis<ngs	
  and	
  trends	
  

Efficient	
  decision	
  making	
  



PV	
  ac<vity	
  outsourcing	
  challenges	
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Day	
  to	
  day	
  PV	
  ac<vi<es	
  

Reports	
  and	
  signals	
  



Use	
  a	
  secure	
  web-­‐base	
  interface	
  to	
  develop	
  a	
  
collabora3ve	
  partnership	
   	
  	
  

	
  

Pharmacovigilance,	
  Drug	
  safety	
  and	
  Risk	
  Management	
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Collabora<ve	
  environment	
  –	
  Virtual	
  Office	
  

Partner	
  team	
  
Keyrus	
  
Biopharma	
  

Sponsor,	
  Inves<gators,	
  
other	
  stakeholders…	
  

Web	
  
(pa<ents)	
  

Collabora<ve	
  
environment	
  

Collabora<on	
  

KPIs	
  

Intranet/Extranet	
  

Documents	
  

Projects	
  /	
  Tasks	
  

Groups/	
  
Forums	
  

e-­‐mails	
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Collabora<ve	
  environment	
  –	
  Virtual	
  Office	
  

Partner	
  team	
  
Keyrus	
  
Biopharma	
  

Sponsor,	
  Inves<gators,	
  
other	
  stakeholders…	
  

Web	
  
(pa<ents)	
  

Collabora<ve	
  
environment	
  

Collabora<on	
  

KPIs	
  

Intranet/Extranet	
  

Documents	
  

Projects	
  /	
  Tasks	
  

Groups/	
  
Forums	
  

e-­‐mails	
  

From	
  a	
  shared	
  
repository	
  to	
  

a	
  true	
  
interface	
  



PV	
  ac<vity	
  Roles	
  and	
  Responsibili<es	
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•  Roles	
  and	
  responsibili5es	
  
•  Sharing	
  informa5on	
  
•  Electronic	
  paths	
  of	
  collabora5on	
  
•  Access	
  to	
  the	
  stakeholders	
  
•  Informa5on	
  workflows	
  
•  Ac5ons	
  and	
  tasks	
  

Ø  Define	
  needs	
  
•  Views	
  
•  Key	
  informa5on	
  
•  Performance	
  indicators	
  
•  Accessibility,	
  set	
  ups,	
  design	
  and	
  flexibility	
  



PV	
  Business	
  Process	
  

Case	
  Management	
  Process	
  

Data	
  Entry	
  

Quality	
  Control	
  

Medical	
  Review	
  

Repor<ng	
  /	
  Submission	
  

Case	
  closure	
  

Virtual	
  Office	
   Safety	
  
Database	
  



	
  
	
  	
  	
  	
  	
  	
  	
  What	
  is	
  my	
  safety	
  ac5vity?	
  
	
  
	
  
	
  
	
  
	
  	
  	
  	
  	
  	
  	
  What	
  is	
  the	
  compliance	
  of	
  the	
  safety	
  ac5vity	
  I	
  delegated?	
  
	
  	
  	
  	
  	
  	
  	
  What	
  is	
  to	
  come?	
  
	
  
	
  
	
  
	
  
	
  	
  	
  	
  	
  	
  	
  What	
  is	
  my	
  benefit	
  /	
  risk	
  balance?	
  
	
  
	
  

PV	
  ac<vity	
  outsourcing	
  challenges	
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PV	
  ac<vity	
  outsourcing	
  challenges	
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e-­‐SaPh’	
  
Electronic	
  Safety	
  and	
  Pharmacovigilance 	
  	
  

	
  

Pharmacovigilance,	
  Drug	
  safety	
  and	
  Risk	
  Management	
  



e-­‐SaPh’	
  Overview	
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e-­‐SaPh’	
   Safety	
  Database	
  
	
  Safety	
  Ac<vity	
  

Constant	
  interac5on	
  and	
  informa5on	
  exchange	
  with	
  stakeholders	
  
Proac5ve	
  approach	
  ensured	
  by	
  the	
  use	
  of	
  Metrics	
  and	
  KPIs	
  

Use	
  the	
  tools	
  for	
  what	
  they	
  are	
  designed	
  for.	
  



e-­‐SaPh’	
  Comprehensive	
  dashboard	
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Clear	
  and	
  customizable	
  Dashboard	
  for	
  easy	
  PV	
  ac5vity	
  surveillance	
  



e-­‐SaPh’	
  Comprehensive	
  dashboard	
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Intui5ve	
  tag	
  naviga5on	
  



e-­‐SaPh’	
  Comprehensive	
  dashboard	
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Compliance	
  and	
  performance	
  indicators	
  



e-­‐SaPh’	
  Comprehensive	
  dashboard	
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Customizable	
  views	
  to	
  answer	
  your	
  needs	
  

	
  	
  



e-­‐SaPh’	
  Case	
  management	
  details	
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• 	
  Informa5on	
  life	
  cycle	
  check	
  point	
  
• 	
  Easy	
  access	
  and	
  measurement	
  
• 	
  Workload	
  peak	
  preven5on	
  



e-­‐SaPh’	
  Ad	
  hoc	
  line	
  lis<ng	
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• 	
  Lis5ng	
  genera5ons	
  
• 	
  Customizable	
  views	
  
• 	
  Accessible	
  at	
  all	
  5me	
  



How	
  can	
  e-­‐SaPh’	
  help	
  us	
  to	
  fulfill	
  your	
  needs?	
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e-­‐SaPh’	
  Documents	
  sharing	
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How	
  can	
  e-­‐SaPh’	
  help	
  us	
  to	
  fulfill	
  your	
  needs?	
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Through	
  a	
  well	
  design	
  web	
  interface,	
  a	
  shared	
  repository	
  can	
  become	
  a	
  
real	
  and	
  efficient	
  safety	
  tool	
  giving	
  access	
  to	
  all	
  informa5on	
  to	
  all	
  
stakeholder	
  in	
  real	
  5me.	
  
	
  
	
  
•  Outsource	
  your	
  safety	
  ac5vity	
  keep	
  in	
  touch	
  with	
  it	
  
•  Various	
  func5ons	
  for	
  various	
  roles	
  and	
  responsibili5es	
  
•  Customizable	
  views	
  and	
  search	
  tool	
  for	
  any	
  purposes	
  
•  Flexibility	
  and	
  efficiently	
  a	
  low	
  price	
  
	
  



PV	
  ac<vity	
  outsourcing	
  challenges	
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Day	
  to	
  day	
  PV	
  ac<vi<es	
  

Reports	
  and	
  signals	
  

Accurate	
  metrics	
  and	
  KPIs	
  

Benefit/Risk	
  evalua<on	
  
management	
  Compliance	
  monitoring	
  

Cost	
  control	
  

Full	
  picture	
  of	
  safety	
  data	
  

Lis<ngs	
  and	
  trends	
  

Efficient	
  decision	
  making	
  



How	
  can	
  e-­‐SaPh’	
  help	
  us	
  to	
  fulfill	
  your	
  needs?	
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ü 	
  Immediate	
  user	
  adop5on	
  
ü 	
  Speed	
  up	
  interac5on	
  between	
  stakeholders	
  
ü 	
  Secure	
  environment	
  
ü 	
  Real	
  5me	
  informa5on	
  
ü 	
  Comprehensive	
  dashboard	
  
ü 	
  User	
  interface	
  fieed	
  to	
  your	
  needs	
  
ü 	
  Infinite	
  lis5ngs	
  genera5on	
  
ü 	
  Cost	
  reduced	
  (DB	
  license,	
  training…)	
  



Thank	
  you	
  


