


To:  Research Ethics Committees using the Research Ethics Committee Standard Application Form (RECSAF)

Notification of Substantial Change
[bookmark: _GoBack]Please find below notification of substantial changes to one of the versions of the Research Ethics Committee Standard Application currently in circulation.
Rationale
To reflect the recommendation in the HSE National Consent Policy for Health and Social Care Research, version 2.0, 14 December 2024, and version 2.1, 24 October 2025 that the age of consent for health and social care research change from 18 to 16.
To reflect HSE National Consent Policy for Health and Social Care Research terminology for 16 and 17 year olds – ‘young people’, and  distinguish from terminology of persons over 18 – ‘adults’
Document changed:   
RESEARCH ETHICS STANDARD APPLICATION FORM (RECSAF) 5.6
ADAPTED VERSION – 2025 © HSE Research & Development 
	Substantial Change

	Change
	Rationale

	Change Subsection C3 – header
[bookmark: _Toc246771261]C3  adult participants (AGED 18 or over) - CAPACITY
to
C3  YOUNG PEOPLE AND ADULT PARTICIPANTS (AGED 16 OR OVER) - CAPACITY TO CONSENT

	



To reflect HSE terminology – use of phrase
‘young people’ for 16 and 17 year olds; use of word ‘adults for those aged 18 and older.

	C3.1 (a) Will all young people and/or adult research participants have the capacity to give informed consent for this study?  Yes / No 

	As above

	C3.2 Is this research of such a nature that it can only be carried out on young people and/or adults without capacity to consent to participate in this study?  Please elaborate, and justify including young people and/or adults who lack capacity in this research including details of how capacity to participate was assessed.

	As above

	C3.4 What arrangements are in place to ascertain the wishes (the will and preferences) of research participants, who although they lack decision-making capacity, have some ability to understand the significance of the research?

	Expansion on meaning of ascertaining wishes of research participants who lack capacity

	C3.5 Where conducting research with adults or young people who lack capacity to this study, for data processing purposes, please state whether:

a) For adults only: a consent declaration from the HRCDC will be applied for, in advance of commencing the research (REC approval is also required);
b) For adults only: the individual’s “Decision Making Assistant”, “Co-Decision Maker”, “Decision-Making Representative”, “Enduring power of attorney” or “Advanced Health Directive” consented; 
c) For young people: that consent is sought from their parent(s) and/or legal guardian(s);
d) the data has been anonymised; 
Or
e) an exemption under the Data Protection Act 2018 (Section 36 (2)) (Health Research) (Amendment) Regulations 2021 applies.

	To reflect HSE terminology – use of phrase
‘young people’ for 16 and 17 year olds; use of word ‘adults for those aged 18 and older.


To make it clear that a HRCDC declaration is required only when an adult (18 and over) lacks capacity.

To make it clear that the Assisted Decision Making Act only applies when an adult (18 and over) lacks capacity.


To make it clear that when a 16-17 year old lacks capacity, it is acceptable to rely on parental / guardian consent.

	C3.7 Please comment on what will occur if the researcher discovers that a young person (aged 16 or 17 years old) is at risk during the course of this study?

	Additional question 

	Change Subsection C3 – header
[bookmark: _Toc246771262]c4	participants under the age of 18
To
C4	PARTICIPANTS UNDER THE AGE OF 16

	To reflect HSE National Consent Policy for Health and Social Care Research recommendation that age of consent change from 18 to 16

	C4.1 (b) If yes, please specify:
Persons < 16 Yes / No
Children in care < 16 Yes / No
	
As above

	C4.8 Please explain the approach to seeking consent for the study from participants if they reach the age of 16 during the course of the study.

	As above

	All changes to headers marked in red font
	To distinguish changes

	All changes to questions marked in coloured font
	To distinguish changes

	All changes to instructions marked in coloured font
	To distinguish changes



No changes have been made to the ‘Instructions for Use’ - document obsolete.

Substantial Change #1
Date of Change:  24 October 2025



