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NORTHERN IRELAND (NI)

Under the NI Agreement, NI will
continue to follow EU regulation in

many cases. The references to Great
Britain refer to England, Scotland
and Wales

DRUG SAFETY UPDATE

CLINICAL REPORTS (DSUR)
TRIALS

submissions system. It allows us to

upload DSURs as required. The Trust

will

act as the main administrator and is
CTED able to add other organisations (for

example: Clinical Trials Units) that

ED SERIOUS manage studies on our behalf
ISE EVENTS

ill now be completed via
HRA gateway, eSUSAR

em or ICSR Submissions I_EGISI_ATION

igilance replacements). The

Trustasa Great Britain will follow the Medicines

ponsor is registered with the for Human use (Clinical Trials)
opriate system. Clinical trials with Regulations 2004

sites
in the EU require dual reporting



DEV'CES UK CONFORMITY
ASSESSMENT (UKCA)
The UKCA mark is a new UK
product marking that will be used for
certain goods, including medical
devices,
being placed on the British market
» A'"ﬂN IN after the transition period. The UKCA
. mark will not be recognised in the EU,
ITIAN EEA
or Northern Ireland markets, and
products currently requiring a CE
$ and Class lIb marking will
ples, and all active still need a CE marking for sale in these
edical devices and IVD markets
List A
ust be registered from 1
May 2021

OUTSIDE THE UK
er Class lIb and all Class

ces and IVD List B products and A manufacturer based
~ Self-Test IVDs must outside the UK wanting to place a
egistered from 1 September 2021 device on the British market, will need

to
Class | devices, custom-made appoint a single UK Responsible

devices and general IVDs (that Person who will take responsibility for
do not currently need to be registered) the

must be registered from 1 January product in Britain
2022



INVESTIGATIONAL
MEDCINIAL
PRODUCTS

(IMP)

tha
irements until 31

customs
al patient
rticipants in order to
sent should be received and

IMPORT FROM EU/EEA

From 1 January

2022 a QP resident in the UK or an
approved listed country (initially all EU
and EEA) will be required to provide
oversight of the supply chain of an IMP
on

entry to the UK where the product is
being imported from an approved
listed

country. This must be performed in
collaboration with a facility holding

a UK Manufacturing and Import
Authorisation(MIA(IMP))

Importation of

QP certified non-IMPs or unmodified
comparators from listed countries will
require a wholesale dealers
authorisation with a named
Responsible Person for

Import (RPI). Existing holders must
notify authorities within 6 months
and name a RPI within 2 years from
leaving the EU

Sponsors are formally responsible for
ensuring

appropriate measures area put in place
to enable continued supplies of their
IMPs to host sites




PAEDIATRIC
INVESTIGATIONAL PLAN
(PIP)

SUPPLY,
AMENDMENTS & The PIP application
PAEDIATRIC process will be simplified, offering an
|NVEST|G A-I-ION AL ﬁ/ﬁggilted assessment where possible.
PLANS will mirror the submission format and

terminology of

the EU-PIP system. The scientific
content and assessment will be kept
in line with European Medicines
Agency (EMA)

PIP & NORTHERN
IRELAND

Northern Ireland

will continue to be part of the EU’s
system for paediatric medicines
development including agreement of
EU PIPS or waivers




TERMINOLOGY

For data protection legislation the
Sponsor is the Controller and
sites are the Processors. Shared
Controllers are permitted

AMENDMENTS

DATA

For changes to collection of personal
data for UK participants

that will be transferred outside the UK,
information to participants will need
to be updated. A substantial
amendment will be required

PUSATIONS AGREEMENTS
ime public organisations,

ling the NHS will have no Data
ges enforced in processing and sharing agreements should already be
sferring data to the EU. Itis in place for data sharing partnerships.

SpeCted this will last for at least 6 They are an appropriate Safeguard
onths. Further information will follow and their need will

once available continue to exist in all Brexit scenarios



BUSINESS CONTINUTY

In

order to ensure continuity of supply,
you will need to ensure the integrity of
your supply chain via written
agreements with your suppliers, risk
assessments

and have contingency measures in
H U MAN place. The agreements with your
recipient organisation(s) in
TI SSUE the third country must set out the
responsibilities of each party
throughout
the tissue or cell pathway, including
transportation and Serious Adverse
Events

and Reactions (SAEARs) reporting
arrangements

NORTHERN IRELAND

yrt). The HTA will continue to be the
cture of an Advanced ‘Competent Authority’ in NI for the
regulation of
tissues and cells for human
alent quality and safety application.
pafety for Human From 1 January 2021,
establishments in NI will need to treat

suppliers in Great Britain in
cludes confirmation by a suitably accordance with the relevant EU
he regulatory requirements. regulations on non-EU suppliers

There are no additional requirements
to send tissues or cells to Great
Britain



COMMON TRAVEL
AGREEMENT

The Common Travel Area (CTA) is an
agreement
between the UK and Ireland that is

TREA“ N G non-dependent on membership of the
EU. British citizens in Ireland

PATI ENTS FROM and Irish citizens in the UK hold a
'I'HE REPU BI_IC unique status under each country’s

national

OF |RE|_AND law. You do not need permission to
enter or remain in the UK, including a
visa,
any form of residence permit or
employment permit




