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The	  engaged	  pa:ent	  is	  	  
	   	   	   	   	   	  ‘the	  blockbuster	  drug	  of	  the	  century’	  	  

[L	  Kish,	  HL7	  Standards,	  2012]	  

‘The	  Pa:ent	  will	  see	  you	  now’	  E.	  Topol,	  2015	  
The	  move	  to	  pa;ent	  empowerment:	  with	  digital	  tech	  at	  
their	  finger;ps,	  and	  access	  to	  all	  their	  data	  to	  drive	  
their	  own	  decision-‐making	  and	  have	  greater	  choice	  in	  
their	  care	  



•  Tradi;onal	  separa;on	  between	  clinical	  care	  and	  
biomedical	  research:	  	  
	  ‘you	  will	  not	  receive	  any	  results’	  	  
	  ‘research	  will	  not	  personally	  benefit	  you’	  

• Greater	  crossover	  as	  data	  increasingly	  flows	  back	  
and	  forth	  between	  research	  and	  the	  clinic	  

Digital	  health	  – clinic	  and	  research 



How	  do	  pa:ents	  keep	  track	  of	  their	  data:	  what	  is	  being	  
collected,	  stored,	  used	  and	  shared;	  and	  by	  whom?	  



Informed	  consent:	  defini;on	  
•  ‘Informed	  consent	  is	  a	  fundamental	  principle	  that	  has	  marked	  

the	  emergence	  of	  modern	  medical	  ethics	  based	  on	  personal	  
autonomy’	  

•  It	  specifies	  the	  details	  of	  the	  proposed	  research	  and	  aNendant	  
risks	  and	  poten;al	  benefits	  

•  Prerequisite	  of	  research	  involving	  human	  beings	  since	  the	  
Nuremberg	  Trials	  

	  

Report	  of	  the	  Interna-onal	  Bioethics	  Commi5ee	  of	  UNESCO	  (IBC)	  ON	  CONSENT,	  2008	  
	  



Research	  shows:	  	  
•  Consent	  forms	  long	  and	  complex	  	  
•  A	  par;cular	  challenge	  to	  engage	  people	  from	  
culturally	  and	  linguis;cally	  diverse	  backgrounds,	  
lower	  literacy,	  different	  ages	  

•  Lack	  of	  par;cipant	  understanding,	  misconcep;ons	  
about	  purpose	  of	  research,	  knowledge	  not	  retained	  

• Not	  a	  real	  choice	  –	  just	  a	  hurdle	  requirement	  

Informed consent: issues 



•  Dona;ng	  for	  unknown	  future	  use	  
•  Samples	  might	  be	  shared	  across	  organisa;ons,	  
na;onal	  boundaries	  

•  Secondary	  findings	  
•  Recontact	  
•  Relevance	  to	  family	  members	  
• Ques;on	  of	  sustainability,	  changing	  legal	  landscape.	  

Informed consent for future use 



• Broad	  consent	  approach	  is	  common:	  covers	  
as	  many	  future	  uses	  as	  possible.	  	  

• Accords	  with	  WMA	  Declara;on	  of	  Taipei,	  and	  
OECD	  Guidelines	  on	  Human	  Biobanks.	  

• BUT	  ethically	  and	  legally	  problema;c:	  oaen	  
research	  par;cipants	  have	  no	  idea	  how	  their	  
data	  and	  samples	  are	  being	  used	  

Broad consent for future use 





•  Dynamic	  consent:	  
• Electronic	  record	  of	  consent	  decisions	  
• Opportunity	  to	  revisit,	  review	  and	  update	  
• Granular	  choices	  –	  sub	  studies	  

•  Online	  secure	  personal	  profile:	  
• Updates	  on	  how	  samples/data	  are	  used	  
• Research	  updates	  and	  news	  
• Use	  of	  different	  media:	  videos,	  audio,	  
anima:ons,	  interac:ve	  diagrams	  

• Tailored	  to	  the	  individual	  



What	  does	  Dynamic	  Consent	  do?	  

•  Puts	  the	  par:cipant	  at	  the	  centre	  of	  decision-‐making	  	  
•  Enables	  on-‐going	  communica:on	  	  with	  the	  research	  
team	  

•  Provides	  a	  secure	  record	  of	  	  all	  consents	  and	  
interac:ons	  in	  one	  place	  

•  Engages	  with	  individuals	  as	  part	  of	  a	  personalised	  
medicine	  approach	  



e-‐consent	  vs	  DC	  



•  Electronic	  version	  of	  the	  same	  process	  
•  Not	  clear	  if	  it	  counts	  as	  a	  ‘wriNen	  signature’	  
•  How	  do	  you	  verify	  iden;ty?	  
•  Replacing	  face	  to	  face?	  

e-‐consent	  



•  Requires	  a	  behaviour	  change	  –	  pa;ents	  as	  partners	  
•  Ongoing	  interac;on	  
•  Two-‐way	  communica;on	  
•  Greater	  control	  
•  May	  start	  with	  a	  paper	  form!	  

Dynamic	  consent	  



•  Will	  control	  over	  data	  hamper	  research?	  
•  Can	  (and	  therefore	  will)	  people	  withdraw	  more	  easily?	  
•  Will	  loss	  of	  control	  over	  data	  compromise	  the	  data-‐set?	  
•  Is	  the	  cost	  /	  benefit	  worth	  it?	  
•  What	  about	  people	  who	  don’t	  want	  to	  use	  computers?	  	  

Common	  concerns:	  



Examples	  









What	  the	  par;cipants	  think:	  
-‐  It	  makes	  the	  study	  less	  overwhelming	  
-‐  It	  allows	  par;cipants	  to	  be	  selec;ve	  about	  

taking	  part	  in	  sub-‐studies	  
-‐  It	  makes	  substan;al	  amendments	  much	  

easier	  and	  quicker	  
-‐  It	  lets	  par;cipants	  shape	  the	  project	  







What	  the	  par;cipants	  think:	  
-‐  Concept	  is	  good	  in	  principle	  but	  needs	  a	  

complete	  eco-‐system	  to	  support	  it	  
-‐  It	  is	  the	  direc;on	  of	  travel	  –	  ‘the	  only	  way…to	  

make	  meaningful	  sense	  of	  what	  informed	  
consent	  and	  giving	  consent	  means’	  

-‐  Disagreed	  on	  how	  consent	  should	  be	  organised	  
–	  some	  wanted	  to	  consider	  everything,	  others	  
wanted	  a	  ‘yes	  to	  all’	  









• Granular choices 
• Tailoring involvement 
• Change mind over time 
• Ongoing interaction 

• Engagement, not just 
consent 



Dutch	  projects:	  	  
•  The	  Personal	  Health	  Train	  (PHT)	  (and	  the	  MyConsent	  tool)	  aims	  to	  increase	  
the	  interoperability	  and	  (re-‐)use	  of	  health	  data.	  The	  two	  main	  concepts	  
behind	  the	  PHT	  are	  that	  (i)	  data	  stay	  with,	  and	  are	  controlled	  by	  the	  data	  
owner	  or	  custodian	  and	  (ii)	  research	  (ques;ons	  and	  analyses)	  are	  brought	  to	  
the	  data	  and	  executed	  using	  distributed	  learning	  technologies	  (Peter-‐Bram	  ‘t	  
Hoen	  –	  Radboud	  UMC).	  

•  IkDus	  (It’s	  Me)	  –	  an	  online	  personal	  health	  environment	  which	  allows	  an	  
individual	  person	  to	  manage	  his/her	  health	  data.	  This	  data	  can	  be	  gathered	  
from	  different	  sources,	  such	  as	  a	  hospital,	  a	  diagnos;c	  laboratory,	  a	  biobank,	  
and	  also	  directly	  from	  the	  individual	  (Marleen	  Schippers	  –	  UMC	  Groningen)	  



Does	  it	  work?	  

Dynamic	  Consent:	  An	  Evalua:on	  and	  Repor:ng	  Framework	  
	  
Journal	  of	  Empirical	  Research	  on	  Human	  Research	  Ethics	  
	  
Nov	  2019	  
	  
Megan	  Prictor1,	  Megan	  A.	  Lewis2,	  Ainsley	  J.	  Newson3,	  Ma;lda	  Haas4,	  5,	  Sachiko	  Baba6,	  Hannah	  
Kim7,	  Minori	  Kokado6,	  Jusaku	  Minari8,	  Fruzsina	  Molnár-‐Gábor9,	  Beverley	  Yamamoto10,	  Jane	  
Kaye1,	  11,	  Harriet	  J.	  A.	  Teare1,	  11	  



Australian	  Genomics:	  DC	  Evalua;on	  

•  Australian	  Genomics	  is	  preparing	  Australia	  for	  the	  integra;on	  of	  
genomic	  medicine	  into	  healthcare.	  We	  are	  providing	  the	  evidence	  
needed	  to	  transform	  the	  diagnos;c	  process,	  inform	  the	  healthcare	  
workforce,	  and	  to	  show	  how	  genomics	  is	  best	  delivered	  in	  the	  
clinical	  sesng.	  





DC	  pilot	  –	  launched	  in	  Dec	  2018	  

•  Pilo;ng	  new	  online	  platorm	  ‘CTRL’	  
•  Allows	  par;cipants	  to	  choose	  more	  specific	  consent	  op;ons	  
and	  receive	  informa;on	  about	  the	  research	  

•  2	  par;cipa;ng	  flagships:	  
–  chILDRANZ	  (child	  inters;;al	  lung	  disease)	  
– HIDDEN	  (end-‐stage	  kidney	  disease)	  

•  Randomised	  par;cipa;on	  –	  DC	  vs	  paper	  consent	  
•  Baseline	  survey	  and	  6	  month	  follow	  up	  





Challenges	  for	  the	  evalua;on:	  

•  Trying	  to	  coordinate	  a	  study	  within	  a	  study	  
•  Adding	  survey	  ques;ons	  to	  exis;ng	  surveys	  –	  without	  making	  
them	  too	  onerous	  

•  Fisng	  with	  flagship	  ;melines	  (including	  ethics	  amendments)	  
•  Building	  in	  op;on	  for	  pa;ents	  to	  decline	  using	  DC	  
•  Engagement	  focus	  as	  part	  of	  next	  phase	  



Thank	  you!	  
•  HeLEX	  Centre,	  Oxford	  
•  HeLEX@Melbourne	  
•  GCOF	  partners	  –	  Terry	  Vrijenhoek,	  Bogi	  Eliasen,	  Daan	  Schuurbiers	  
•  Dynamic	  consent	  partners	  (Including	  RUDY	  and	  the	  AGHA	  working	  group)	  

harriet.teare@law.ox.ac.uk	  


