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It	  is	  the	  moral	  imperaNve	  of	  every	  person	  on	  
the	  planet	  to	  freely	  share	  their	  health	  
informaNon.	  	  	  

	  Paraphrase	  of	  Jamie	  Heywood,	  Co-‐founder,	  Pa7ents	  Like	  Me	  

Whose	  health	  informaNon?	  
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Control	  over	  data	  

Privacy	  /	  
individual	  
rights	  

Open	  access	  
solidarity	  /

common	  rights	  
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The	  two	  ends	  of	  the	  spectrum:	  fear	  
and	  hope	  

"We	  were	  appalled	  when	  
we	  found	  out.	  Why	  do	  they	  
need	  to	  store	  my	  baby's	  
DNA	  indefinitely?	  
Something	  on	  there	  could	  
affect	  her	  ability	  to	  get	  a	  
job	  later	  on,	  or	  get	  health	  
insurance.” 	   	  

	  Karen	  Brown,	  Nurse,	  
new	  mother,	  Florida	  

It	  is	  the	  moral	  
imperaNve	  of	  every	  
person	  on	  the	  planet	  
to	  freely	  share	  their	  
health	  informaNon.	  	  	  

	  	  
Paraphrase	  of	  Jamie	  
Heywood,	  Co-‐founder,	  
Pa7ents	  Like	  Me	  
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Taking	  Informed	  Consent	  seriously	  
•  Consent	  is	  the	  prerequisite	  for	  protecNng	  
paNents	  in	  the	  clinical	  se]ng	  and	  in	  research	  (not	  
there	  to	  protect	  phisicians/researchers)	  

•  Consent	  to	  parNcipate	  is	  the	  fundamental	  
component	  in	  bio-‐ethics	  and	  should,	  in	  all	  
circumstances,	  be	  valid,	  voluntary	  and	  informed	  	  

•  Consent	  is	  a	  process	  of	  informaNon	  and	  decision-‐
making	  not	  the	  signature	  of	  a	  piece	  of	  paper	  

•  Should	  provide	  enough	  informaNon	  in	  order	  to	  
guarantee	  a	  risk-‐benefit	  assessment	  

•  PaNent	  have	  the	  right	  to	  withdraw	  anyNme	  
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Issues	  wit	  current	  IC	  pracNces	  

•  Informed	  consent	  is	  too	  long	  and	  	  oaen	  	  too	  
complicated	  for	  paNents	  

•  No	  method	  to	  ensure	  that	  paNents	  	  
understood	  the	  informaNon	  

•  No	  follow	  ups	  on	  informaNon	  over	  Nme	  
•  Right	  to	  withdraw	  not	  taken	  seriously	  
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	  wide	  range	  of	  posiNons	  

Vulnerable	  	  
paNent	  

ProacNve	  
engaged	  
PaNent	  
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What	  is	  Dynamic	  Consent?	  	  

Range	  of	  approaches	  and	  IT	  tools	  
One	  conceptual	  framework	  
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• 	  IT	  system	  that	  places	  paNents	  and	  research	  parNcipants	  at	  the	  
center	  of	  decision-‐making	  

• 	  Enabling	  them	  to	  determine	  their	  degree	  of	  control	  over	  
personal	  informaNon	  and	  samples	  over	  Nme	  

• Enabling	  them	  to	  choose	  how	  much	  informaNon	  they	  need/
whish	  

• 	  Whether	  they	  be	  in	  the	  clinic	  or	  the	  research	  context	  or	  in	  a	  
mixed	  se]ng	  

• 	  And	  also	  to	  decide	  their	  level	  of	  parNcipaNon	  and	  
communicaNon	  preferences	  through	  the	  use	  of	  an	  IT	  interface.	  	  
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Informed	  consent	  spectrum	  

No	  consent	  	  

Implicit	  
consent	  

Broad	  consent	  

Specific	  
consent	  

Knowledge	  
based	  

dynamic	  
consent	  
process	  
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Aids	  to	  overcome	  barriers	  
Caring	  about	  contextual	  

communicaNon	  (TIME/needs)	  

Use	  different	  	  media/	  tools	  to	  
reach	  different	  users	  more	  

efficiently	  

Feedback	  Channell:	  
Get	  the	  real	  needs	  in	  order	  to	  

address	  them	  
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SHORT	  

•  I	  trust	  
what	  
you	  do	  

MEDIUM	  

•  I	  want	  
to	  
know	  
more	  

FULL	  

•  I	  want	  
to	  
know	  
all	  

	  informaNon	  on	  demand	  
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CooperaNve	  health	  study	  in	  South-‐tyrol	  

•  CollecNon	  of	  extensive	  data	  an	  bio-‐samples	  on	  
populaNon	  level	  	  

•  Epidemiological	  geneNc	  study	  in	  an	  Alpine	  
valley	  in	  South	  Tyrol	  

•  10.000	  individuals	  involved	  
•  Hospitals	  involved	  
•  25	  years	  with	  follow	  up	  every	  5	  years	  
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•  General info to the public through media 

•  Invitation letter and Brochure at home 

via e-mail if possible 

•  SMS reminder (drugs, info, time) 

•  Information movie 

•  Web based dynamic Informed consent 

•  Questions 

•  Updates on the personal WEB page 

•  Questionnaire 

•  Follow up 

•  Newsletter….. 

ParNcipant‘s	  workflow	  in	  dynamic	  consent	  in	  CHRIS	  

Months  before	
4/2  weeks  before	
Day  before	
	
7′	
	
	
	

Coming  Days  	
Coming  Months	
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Allow	  over	  Jme	  contact	  (not	  1	  Jme)	  
	  
InteracJve	  	  (vs.	  passive)	  
	  
MulJple	  methods	  	  
(Web,	  Cellphones,	  e-‐mail,	  Paper)	  
	  
Individually	  targeted	  

–  Preference	  sensisiJve	  
(diverse	  opJons)	  

–  Enact	  preferences	  (taylored)	  
	  

ethical	  values	  into	  pracJce:	  
respect/accountability/transparency	  

	  

Dynamic	  consent	  

RE-‐
consent/	  
follow	  up/	  
changes	  

InformaJon	   Re-‐contact	   Withdrawal	  
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Parliament	  

What	  are	  the	  benefits	  of	  it?	  

19	  



Ensuring	  consent	  and	  RevocaNon	  
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In	  conclusion	  
New	  tools	  enable	  us	  to	  do	  more	  for	  IC:	  
Be4er	  informaJon	  
Tailored	  
Over	  Jme/on	  demand	  
InteracJve	  
But	  also	  …..	  
	  
Help	  to	  build	  a	  new	  parJcipatory	  culture	  supported	  by	  all	  the	  means	  
we	  can	  use	  

•  Move	  toward	  a	  paJent	  centred	  approach	  
•  Understanding	  and	  valuing	  of	  the	  acJve	  	  role	  that	  
paJents	  play	  in	  health	  management	  

•  Empowering	  control	  and	  individual	  choice	  
•  Development	  of	  policies	  and	  	  pracJce	  to	  accompany	  it	  
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