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1.  What	
  is	
  transla7onal	
  research	
  in	
  genomics?	
  

2.  Role	
  of	
  commercialisa7on	
  in	
  genomics	
  
3.  Intellectual	
  Property	
  Rights	
  
4.  Collabora7on	
  Agreements	
  

5.  Consent	
  and	
  Commerce	
  –	
  what	
  are	
  par7cipants	
  
told?	
  

6.  Recommenda7ons	
  



Talking	
  Law	
  &	
  Ethics	
  

3	
  



Transla7on	
  in	
  Genomics	
  

Talking	
  Law	
  &	
  Ethics	
  

4	
  

Poten7al	
  outcomes:	
  
–  BeNer	
  understanding	
  of	
  physiology	
  and	
  disease	
  

–  Diagnos7c	
  tools	
  

–  Therapeu7cs	
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•  Commercial	
  par7es	
  play	
  an	
  important	
  role	
  in	
  the	
  
development	
  of	
  biomedical	
  innova7ons	
  

•  The	
  process	
  of	
  developing	
  a	
  product	
  and	
  taking	
  it	
  
through	
  the	
  regulatory	
  approval	
  process	
  is	
  difficult	
  
and	
  expensive	
  
–  Not	
  the	
  role	
  of	
  a	
  university	
  

•  The	
  rela7ve	
  importance	
  of	
  commercialisa7on	
  may	
  
depend	
  on	
  the	
  transla7onal	
  outcome	
  in	
  ques7on	
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•  Intellectual	
  property	
  rights	
  are	
  important	
  in	
  
commercialisa7on	
  

•  Commercial	
  par7es	
  rely	
  on	
  IP	
  to	
  protect	
  their	
  
investment	
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•  Patents	
  
•  Trademarks	
  

•  Copyright	
  and	
  Related	
  Rights	
  
•  Design	
  Rights	
  
•  Confiden7al	
  Informa7on	
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•  Novel	
  
•  Inven7ve/non-­‐obvious	
  
•  Industrially	
  applicable	
  
•  Sufficient	
  

•  Not	
  a	
  discovery	
  ‘as	
  such’	
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•  Copyright	
  
–  In	
  so^ware	
  
–  In	
  images	
  
–  In	
  some	
  databases	
  

•  Database	
  Right	
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IP	
  ≠	
  Evil	
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IP	
  ≠	
  $$$	
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•  Publishing	
  
– You	
  cannot	
  publish	
  before	
  you	
  apply	
  for	
  a	
  patent	
  
– But	
  patent	
  applica7ons	
  can	
  be	
  done	
  quickly	
  and	
  
need	
  not	
  delay	
  publica7on	
  unduly	
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•  Formalise	
  informal	
  rela7onships	
  
•  Ar7culate	
  the	
  nature	
  and	
  aims	
  of	
  a	
  project	
  

•  Benefits:	
  
– Full	
  considera7on	
  of	
  possibly	
  problema7c	
  areas	
  
•  Recognise	
  and	
  avoid	
  picalls	
  

– Basis	
  and	
  mechanism	
  for	
  resolving	
  later	
  disputes	
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•  Par7cipants	
  want	
  to	
  know	
  about	
  commercial	
  
involvement	
  in	
  research	
  

•  Context	
  is	
  important:	
  
–  Commercial	
  partner	
  in	
  research	
  –	
  par7cipants	
  have	
  some	
  
idea	
  of	
  commercial	
  involvement.	
  	
  

–  Research	
  by	
  the	
  NHS	
  or	
  a	
  university	
  –	
  par7cipants	
  may	
  
think	
  of	
  as	
  ‘pure’	
  research	
  	
  

•  What	
  are	
  par7cipants	
  told?	
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• 	
  Huge	
  varia7on	
  in	
  consent	
  forms:	
  
• 'I	
  consent	
  to	
  par7cipate	
  in	
  the	
  gene7c	
  component	
  of	
  the	
  [study].	
  
DNA	
  will	
  be	
  prepared	
  from	
  my	
  blood	
  cells	
  for	
  the	
  study	
  of	
  gene7c	
  
influences	
  which	
  may	
  be	
  relevant	
  to	
  diabetes,	
  heart	
  disease,	
  
stroke	
  and	
  cogni7ve	
  func7on,	
  and	
  their	
  risk	
  factors.	
  DNA	
  will	
  be	
  
stored	
  for	
  use	
  in	
  projects	
  undertaken	
  by	
  the	
  [study]	
  and	
  its	
  
collaborators.	
  I	
  understand	
  that	
  no	
  informa7on	
  found	
  from	
  the	
  
DNA	
  will	
  be	
  given	
  to	
  me	
  and	
  that	
  the	
  informa7on	
  will	
  be	
  treated	
  
in	
  the	
  strictest	
  confidence.	
  I	
  understand	
  that	
  the	
  samples	
  and	
  
informa7on	
  will	
  be	
  coded	
  and	
  used	
  anonymously	
  for	
  research	
  
purposes	
  only.‘	
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• 	
  Huge	
  varia7on	
  in	
  consent	
  forms:	
  

'I	
  understand	
  that	
  the	
  [university],	
  and	
  its	
  academic	
  
and	
  commercial	
  partners	
  in	
  the	
  study,	
  will	
  use	
  the	
  
results	
  to	
  try	
  to	
  improve	
  the	
  diagnosis	
  and	
  treatment	
  of	
  
pa7ents	
  (including,	
  for	
  example,	
  paten7ng	
  and	
  
developing	
  new	
  drugs),	
  and	
  that	
  I	
  shall	
  not	
  benefit	
  
financially	
  from	
  my	
  par7cipa7on.'	
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'I	
  understand	
  that	
  all	
  informa7on	
  provided	
  by	
  me	
  will	
  
be	
  treated	
  confiden7ally,	
  and	
  that	
  the	
  [universi7es]	
  
that	
  are	
  responsible	
  for	
  the	
  whole	
  project	
  will	
  use	
  the	
  
results	
  to	
  try	
  to	
  improve	
  the	
  preven7on	
  and	
  
treatment	
  of	
  common	
  disease,	
  and	
  that	
  I	
  shall	
  not	
  
benefit	
  financially	
  from	
  my	
  par7cipa7on.	
  	
  
The	
  informa7on	
  and	
  blood	
  samples	
  collected	
  will	
  not	
  
be	
  used	
  for	
  any	
  commercial	
  purposes.'	
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1.  Make	
  sure	
  appropriate	
  and	
  effec7ve	
  agreements	
  
are	
  in	
  place	
  before	
  commencement	
  of	
  research.	
  

2.  Address	
  research	
  par7cipant	
  concerns	
  about	
  
commercializa7on,	
  and	
  ensure	
  that	
  research	
  
par7cipants	
  are	
  fully	
  informed	
  through	
  informed	
  
consent	
  procedures	
  about	
  the	
  poten7al	
  commercial	
  
outcomes	
  of	
  research.	
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