
© ISO 2015

Health informatics — Principles and 
data requirements for consent in 
the Collection, Use or Disclosure of 
personal health information
Informatique de santé — Principes et exigences des données pour 
le consentement dans la collecte, l’utilisation ou la divulagation 
d’informations de santé personnelles

TECHNICAL 
SPECIFICATION

ISO/TS
17975

Reference number
ISO/TS 17975:2015(E)

First edition
2015-09-15

IS
O

/T
S 

17
97

5:
20

15
 - 

Pr
ev

ie
w

 o
nl

y 
C

op
y 

vi
a 

IL
N

A
S 

e-
Sh

op



 

ISO/TS 17975:2015(E)
 

ii © ISO 2015 – All rights reserved

COPYRIGHT PROTECTED DOCUMENT

©  ISO 2015, Published in Switzerland
All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized otherwise in any form 
or by any means, electronic or mechanical, including photocopying, or posting on the internet or an intranet, without prior 
written permission. Permission can be requested from either ISO at the address below or ISO’s member body in the country of 
the requester.

ISO copyright office
Ch. de Blandonnet 8 • CP 401
CH-1214 Vernier, Geneva, Switzerland
Tel. +41 22 749 01 11
Fax +41 22 749 09 47
copyright@iso.org
www.iso.org

IS
O

/T
S 

17
97

5:
20

15
 - 

Pr
ev

ie
w

 o
nl

y 
C

op
y 

vi
a 

IL
N

A
S 

e-
Sh

op



 

ISO/TS 17975:2015(E)
 

Foreword ........................................................................................................................................................................................................................................iv
Introduction ..................................................................................................................................................................................................................................v
1 Scope ................................................................................................................................................................................................................................. 1
2 Normative references ...................................................................................................................................................................................... 2
3	 Terms	and	definitions ..................................................................................................................................................................................... 2
4 Symbols and abbreviated terms ........................................................................................................................................................... 7
5 Consent requirements .................................................................................................................................................................................... 7

5.1 General ........................................................................................................................................................................................................... 7
5.2 What is Informational Consent? .............................................................................................................................................. 8
5.3 Consent to Treatment versus Informational Consent ........................................................................................... 8
5.4 How consent relates to privacy, duty of confidence and to Authorization .......................................... 8
5.5 Relationship of consent to OECD Guidelines ................................................................................................................. 9
5.6 Relationship of consent to legislation ................................................................................................................................. 9
5.7 Expectations and rights of the individual ..................................................................................................................... 10
5.8 Consent Directives ............................................................................................................................................................................ 10
5.9 Consent is related strongly to Purpose of Use .......................................................................................................... 10
5.10 Consent to Collect and Use versus Consent to Disclose ....................................................................................11
5.11 Consent is applicable to specified data ........................................................................................................................... 12
5.12 Consent related to Disclosure ................................................................................................................................................. 12
5.13 Exceptional access ............................................................................................................................................................................ 12
5.14 Challenges associated with obtaining consent .........................................................................................................13

6 Consent frameworks ......................................................................................................................................................................................13
6.1 Giving consent meaning ............................................................................................................................................................... 13
6.2 Types of consent ................................................................................................................................................................................. 15
6.3 Detailed requirements ................................................................................................................................................................... 16

6.3.1 Express or Expressed (informed) Consent ............................................................................................16
6.3.2 Implied (Informed) Consent ............................................................................................................................... 18
6.3.3 No Consent Sought ......................................................................................................................................................19
6.3.4 Assumed Consent (Deemed Consent) ........................................................................................................20

7 Mechanisms and process: Denial, Opt-in and Opt-out, and Override ........................................................21
7.1 Express or Expressed (and Informed) Denial ........................................................................................................... 21
7.2 Opt-in and Opt-out ............................................................................................................................................................................ 22

7.2.1 Opt-in ...................................................................................................................................................................................... 22
7.2.2 Opt-out................................................................................................................................................................................... 22

7.3 Override ..................................................................................................................................................................................................... 22
8 Minimum data requirements ...............................................................................................................................................................22
Annex A (informative) Consent framework diagrams .....................................................................................................................24
Annex B (informative)  Jurisdictional implementation examples ......................................................................................30
Bibliography .............................................................................................................................................................................................................................34

© ISO 2015 – All rights reserved iii

Contents Page

IS
O

/T
S 

17
97

5:
20

15
 - 

Pr
ev

ie
w

 o
nl

y 
C

op
y 

vi
a 

IL
N

A
S 

e-
Sh

op


