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S.1. No. 188 of 2019

Data Protection Act 2018 (Section 36(2)) (Health Research) (Amendment)

Regulations 2019

I, SIMON HARRIS, Minister for Health, in exercise of the powers conferred
on me by section 36(2) of the Data Protection Act 2018 (No. 7 of 2018), and
having duly complied with subsections (5)(b) and (6) of section 36 of the Data
Protection Act 2018, hereby make the following regulations:

1. These Regulations may be cited as the Data Protection Act 2018
(Section 36(2)) (Health Research) (Amendment) Regulations 2019.

2. The Data Protection Act 2018 (Section 36(2)) (Health Research)
Regulations 2018 (S.1. No. 314 of 2018) are amended, in Regulation 6 -

(a)

(b)

by the substitution of the following paragraph for
paragraph (1):

“(1)  Subject to paragraph (9), a controller who
is carrying out health research that commenced prior to 8
August 2018 who processes or further processes
personal data for the purposes of that health research
after 8 August 2018 shall, as soon as practicable and no
later than 7 August 2019, have explicit consent of the
data subject for the processing of his or her personal data
for the purpose of specified health research, either in
relation to a particular area or more generally in that area
or a related area of health research, or part thereof.”, and

by the insertion of the following paragraph after
paragraph (8):

“(9)  Where a data controller has made an
application under paragraph (4) on or before 7 July
2019, the date for the purposes of explicit consent under
paragraph (1) shall be the date of the notice in writing
given by the Committee under Regulation 8(5).”.

GIVEN under my Official Seal,

29 April 2019

SIMON HARRIS,
Minister for Health.

Notice of the making of this Statutory Instrument was published in

“Iris Oifigiuil ’3rd of May, 2019.
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EXPLANATORY NOTE

(This note is not part of the Instrument and does not purport to be a legal
interpretation)

These Regulations are made by the Minister for Health under section 36 of the
Data Protection Act 2018 and amend Regulation 6 of the Health Research
Regulations made by the Minister on 7 August 2018.
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