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The Secretary of State makes the following Regulations in exercise of the powers conferred by
sections 45B, 45F(2) and 45P(2) of the Public Health (Control of Disease) Act 1984(a).

Citation and commencement

1. These Regulations may be cited as the Health Protection (Coronavirus, International Travel)
(England) (Amendment) (No. 26) Regulations 2020 and come into force on 15th December 2020.

Amendment of the Health Protection (Coronavirus, International Travel) (England)
Regulations 2020

2.—(1) The Health Protection (Coronavirus, International Travel) (England) Regulations
2020(b) are amended as follows.

(2) In regulation 2(1), after the definition of “coronavirus disease” insert—

““disability” has the meaning given in the Equality Act 2010(c) (see section 6 of, and
Schedule 1 to, that Act);”.

(3) In regulation 4—
(a) after paragraph (8)(c) insert—

113
)

(d) where P leaves, or is outside of, the place where they are self-isolating in
accordance with paragraph (9)(h), from any person (other than a person who is
required by paragraph (2) to self-isolate) whose assistance P reasonably requires in
order to undertake the test, by reason of —

(i) P being a child, or
(ii) any disability of P’s”,

(a) 1984 c. 22. Part 2A was inserted by section 129 of the Health and Social Care Act 2008 (c. 14).

(b) S.I. 2020/568, as amended by S.I. 2020/691, 813, 913, 959, 1039, 1070, 1238, 1277 and 1292. There are other amending
instruments not relevant to these Regulations.

(¢) 2010c. 15.



(b) after paragraph (8A)(e) insert—

13
’

(f) to administer a test to P in accordance with Schedule 2A”,
(c) after paragraph (9)(g) insert—

113
)

(h) for the purposes of, or connected with, undertaking a test in accordance with
Schedule 2A”,

(d) after paragraph (13) insert—
“(13A) P ceases to be required to comply with this regulation, where P—
(a) has undertaken a test in accordance with Schedule 2A, and

(b) is notified in accordance with paragraph 5(2) of that Schedule that the result of that
test is negative,

from the time P is so notified.”.
(4) After regulation 6(1) insert—

“(1A) But a person does not commit an offence where they contravene a requirement in
regulation 4 in the circumstances described in paragraph (8)(d), (8A)(f), (9)(h) or (13A) of
that regulation, if they reasonably believed at the time of the contravention that the test was
an appropriate test (within the meaning given in paragraph 2 of Schedule 2A).”.

(5) In regulation 9(2)—
(a) omit the “or” after sub-paragraph (a),
(b) at the end insert—

, or

(c) the result of any test undertaken in accordance with Schedule 2A and any
information P obtained under paragraph 4(b) or (c) of that Schedule”.

(6) In Schedule 1, at the end insert—
“6. Where the passenger is a person required by regulation 4(2) to self-isolate, and
intends to undertake a test in accordance with Schedule 2A—
(a) the name of the test provider,

(b) the test reference number provided to them by the test provider in accordance with
paragraph 4(d) of that Schedule.”.

(7) After Schedule 2 insert—

“SCHEDULE 2A Regulation 4(8A), (9) and (13A)
Testing

Application of this Schedule

1. A person who is required by regulation 4(2) to self-isolate (“P”’) may undertake an
appropriate test in the circumstances described in paragraph 4 for the purposes of
determining whether they may cease self-isolating (as provided for in regulation 4(13A)).

Appropriate tests

2.—(1) A test is an “appropriate test” where—
(a) itis a test for the detection of coronavirus,

(b) the manufacturer of any device used for the purposes of the test states that the
device has—



(1) a sensitivity of at least 97%,
(i1) a specificity of at least 99%, and
(iii) a limit of detection of less than or equal to 1000 SARS-CoV-2 copies per
millilitre,
(c) any device used for the purposes of the test—

(1) can be put into service in accordance with Part 4 of the Medical Devices
Regulations 2002(a), other than solely by virtue of regulation 39(2) of those
Regulations,

(i) has been validated no more than 18 months before the test is administered or
provided to P,

(iii) is suitable to be used to administer or provide a test to a person of P’s age,

(d) it is not a test provided or administered under the NHS Act 2006(b), the NHS
(Wales) Act 2006(c), the National Health Service (Scotland) Act 1978(d), or the
Health and Personal Social Services (Northern Ireland) Order 1972(e), and

(e) the test provider complies with paragraph 3.
(2) For the purposes of sub-paragraph (1)—

(a) “device” means an in vitro diagnostic medical device within the meaning given in
regulation 2(1) of the Medical Devices Regulations 2002,

(b) “sensitivity”, in relation to a device, means how often the device correctly
generates a positive result,

(c) “specificity”, in relation to a device, means how often the device correctly
generates a negative result,

(d) “validated”, in relation to a device, means confirmed as having a sensitivity of at
least 97% and a specificity of at least 99% for at least 150 positive samples and
250 negative samples, by—

(i) the Secretary of State,
(i1) the National Institute for Health and Care Excellence(f), or

(iii) a laboratory which is accredited by the United Kingdom Accreditation
Service(g) (“UKAS”) to ISO standard 15189 or ISO standard 17025, other
than a laboratory which processes tests provided by the test provider for the
purposes of this Schedule or is owned by the test provider.

Test providers

3.—(1) A test provider complies with this paragraph where—

(a) they provide appropriate tests in a single end-to-end testing service (whether or not
they arrange with another person (“X”) for X to provide one or more elements of
the service on their behalf),

(b) they have made a declaration to the Department of Health and Social Care that
they meet the minimum standards for private sector-provided testing at
https://support-covid-19-testing.dhsc.gov.uk/PrivateSectorSelfDeclaration(h),

(c) in relation to a test which requires laboratory processing—

(a)
(b)
(c)
@
(e)
®
(®)

(h)

S.I. 2002/618, as amended by S.I. 2003/1697. There are other amending instruments not relevant to these Regulations.
2006 c. 41.

2006 c. 42.

1978 c. 29.

1972 No.1265 (N.L.14).

A body corporate established under section 232 of the Health and Social Care Act 2012 (c. 7).

The United Kingdom Accreditation Service is a company limited by guarantee incorporated in England and Wales under

number 3076190.
This information is not available in hard copy.



(i) the person responsible for the taking of samples meets the relevant
requirements for accreditation to ISO standard 15189(a) or ISO standard
17025(b), in respect of the taking of samples, and

(i1) the laboratory used by the test provider for the processing of samples meets
the relevant requirements for accreditation to ISO standard 15189 or ISO
standard 17025, in respect of the processing of samples,

(d) in relation to a point of care test, they meet the relevant requirements for
accreditation to ISO standard 22870(c),

(e) a registered medical practitioner has oversight and approval of medical practices
undertaken by the test provider, and responsibility for reporting medical issues,

(f) they have an effective system of clinical governance in place which includes
appropriate standard operating procedures in relation to the carrying out of
appropriate tests,

(g) a registered clinical scientist has oversight of clinical practices undertaken by the
test provider, and responsibility for reporting clinical issues,

(h) they have systems in place to identify any adverse incidents or quality control
issues in relation to appropriate tests and be able to report them as soon as
reasonably practicable to the Secretary of State,

(i) they administer or provide an appropriate test to P, no earlier than the end of the
fourth day after the day on which P last departed from or transited through a non-
exempt country or territory, having received the information required by paragraph
4(b) and (c) (as appropriate), and

(G) if they arrange with another person (“X”) for X to carry out any element of the
single end-to-end testing service on their behalf, the test provider ensures that X
complies with any of paragraphs (c) to (i) and 5(2), (3) and (5) as is relevant to the
carrying out of that element.

(2) For the purposes of sub-paragraph (1)—
(a) “point of care test” means a test processed outside a laboratory environment,

(b) “registered clinical scientist” means a person registered as a clinical scientist with
the Health and Care Professions Council pursuant to article 5 of the Health
Professions Order 2001(d),

(c) “single end-to-end testing service” means a service which comprises accepting the
booking from the person to be tested, collecting and processing the sample to be
tested, and providing the test result to P.

(3) For the purposes of sub-paragraph (1)(c) and (d), a person or laboratory (as the case
may be) meets the relevant requirements for accreditation to a standard where that person,
or in the case of a laboratory where the person who is the operator of the laboratory—

(a) has made a valid application for accreditation to UKAS (“stage one”), and
(b) complies with the requirements of sub-paragraph (4) where relevant.

(4) The requirements of this sub-paragraph are that—
(a) in the case of a person who completed stage one—

(1) before 15th December 2020 and who is carrying out a test after 18th January
2021,

(a)

(b)

(O]
(d)

ISO standards are published in Geneva by the International Organisation for Standardisation, and are available on their
website (www.iso.org) or at ISO Central Secretariat, International Organization for Standardization (ISO), 1 rue de
Varembé, Case postale 56, CH-1211, Geneva 20, Switzerland. ISO 15189 Medical Laboratories requirements for quality
and competence was published in November 2012.

ISO 17025 General requirements for the competence of testing and calibration laboratories was published in November
2017.

ISO 22870 Point-of-care testing (POCT) requirements for quality and competence was published in November 2016.

S.I. 2002/254. There are amendments not relevant to these Regulations.



(i1) on or after 15th December 2020 and who is carrying out a test after whichever
is the later of—

(aa) 18th January 2021, and
(bb) the date four weeks after the date on which they completed stage one,

they have complied with the requirements published by UKAS in relation to
accreditation to that standard at http://www.ukas.com/C19-Stage2-UKAS-
Appraisal(a) (“stage two”),

(b) in the case of a person who completed stage two—

(1) on or before 18th January 2021 and who is carrying out a test on or after 1st
July 2021,

(i1) after 18th January 2021 and who is carrying out a test on or after whichever is
the later of—

(aa) 1stJuly 2021, and
(bb) the date four months after the date on which they completed stage two,
they are accredited by UKAS to that standard.

Required circumstances for undertaking testing

4. The circumstances mentioned in paragraph 1 are that—

(a) P undertakes the test on or after the fifth day after the day on which P last departed
from or transited through a non-exempt country or territory,

(b) subject to paragraphs (c) and (d), at the time the test is booked P notifies the test
provider that P wishes to undertake the test for the purposes of determining
whether they may cease self-isolating under these Regulations, and provides the
test provider with—

(i) their full name,

(i1) their sex,

(iii) their date of birth,

(iv) their NHS number (if known and applicable),
(v) their ethnicity,

(vi) their home address, and the address or addresses at which they intend to self-
isolate in accordance with regulation 4 while in England (if different),

(vii) the date of their arrival in the United Kingdom,
(viii) their coach number, flight number or vessel name (as appropriate),

(ix) the date on which they last departed from or transited through a non-exempt
country or territory,

(x) the country or territory they were travelling from when they arrived in the
United Kingdom, and any country or territory they transited through as part of
that journey,

(xi) their email address,
(xii) their telephone number,
(xiii) their passport number, or travel document reference number (as appropriate),

(c) where P is a child, or a person with a disability who is unable for that reason to
provide the notification and information set out in paragraph (b) to the test
provider—

(a) This information is not available in hard copy.



(i) the notification and information set out in paragraph (b), other than in
paragraph (b)(xi) and (xii), is provided to the test provider on P’s behalf by
another person (“X”), and

(ii) either the information set out in paragraph (b)(xi) and (xii) is provided by X to
the test provider or, where appropriate, X provides their own telephone
number and email address to the test provider,

(d) at the time the test is booked the test provider gives P a test reference number and,
where appropriate, also provides that test reference number to X.

Notification of test results
5.—(1) Sub-paragraphs (2) to (6) apply to a test provider who administers or provides an
appropriate test to P in the circumstances described in paragraph 4.
(2) The test provider must, within 24 hours of the result becoming available—
(a) notify P or, where paragraph 4(c) applies, X by email, letter, or text message, of
the result of P’s test, or

(b) make P’s test result available to P, or to X where paragraph 4(c) applies, via a
secure web portal,

in accordance with sub-paragraph (3).

(3) The notification of P’s test result must include P’s name, date of birth, passport
number, or travel document reference number (as appropriate), the name and contact details
of the test provider and P’s test reference number, and must be conveyed using one of the
following forms of words, as appropriate—

Form A: negative test result

Your coronavirus test result is negative. You did not have the virus when the test was done.
If you are self-isolating as an international arrival you may stop self-isolating.

You should self-isolate if:

* you get symptoms of coronavirus (you should get an NHS coronavirus test and self-isolate
until you get the results)

* you are going into hospital (self-isolating until the date you go in)

* someone you live with tests positive

« you have been traced as a contact of someone who tested positive

For advice on when you might need to self-isolate and what to do, go to
www.nhs.uk/conditions/coronavirus-covid-19 and read ‘Self-isolation and treating
symptoms’.

It is a legal requirement to self-isolate when you arrive in the UK from a non-exempt
country, territory or region. If you are contacted by the enforcement authorities or the police
after you have received this negative result please show them this notification.




Form B: positive test result

Your coronavirus test result is positive. You had the virus when the test was done.
If you have not had symptoms of coronavirus, you must self-isolate for 10 days from your
test date. If you have symptoms of coronavirus, you must self-isolate for 10 days from the

day your symptoms started, if earlier than when you took your test.

People you live with or are travelling with should also self-isolate for 14 days from the day
you took the test.

You may be contacted for contact tracing and to check that you, and those who you live or
are travelling with, are self-isolating.

You must not travel, including to leave the UK, during self-isolation.

Contact 111 if you need medical help. In an emergency dial 999.

Form C: unclear test result

Your coronavirus test result is unclear. It is not possible to say if you had the virus when the
test was done.

You must, by law, continue self-isolating for the remainder of your self-isolation period as
an international arrival travelling to the UK from a non-exempt country, territory or region.
You may be contacted to check that you are self-isolating.

If you want to shorten your self-isolation period you will need to take another test for
international arrivals. For more information, go to
https://www.gov.uk/guidance/coronavirus-covid-19-test-to-release-for-international-travel.

(4) The test provider must, on request, provide a constable or any other person employed
in or for the purposes of any police force, with—

(a) P’spassport number, or travel document reference number (as appropriate),
(b) P’s test result,
(c) the date on which P undertook the test,

(d) the date on which the test result was notified or made available to P or X in
accordance with sub-paragraphs (2) and (3).

(5) Where—

(a) regulation 4 or 4A of the Health Protection (Notification) Regulations 2010(a)
applies in relation to the test provider, or

(b) if the test provider arranges with another person (“X”) for X to carry out any
element of the single end-to-end testing service on their behalf, either of those
regulations applies to X in the carrying out of that element,

the regulation applies as if it required the information described in sub-paragraph (6) to be
included in the notification to Public Health England.

(6) The information mentioned in sub-paragraph (5) is—

(a) S.I. 2010/659, as amended by S.I. 2013/235, 2020/237 and 1175. There are other amendments not relevant to these
Regulations. Regulations 4(1) and 4A(3) require, respectively, the operator of a diagnostic laboratory and a test provider
carrying out a point of care test for the detection of SARS-CoV-2, to notify Public Health England of information including
the test result.



(a) the date on which P last departed from or transited through a non-exempt country
or territory,

(b) P’s coach number, flight number or vessel name (as appropriate),

(c) the country or territory P was travelling from when P arrived in the United
Kingdom, and any country or territory they transited through as part of that
journey,

(d) the date on which P undertook the appropriate test.”.

Amendment of the Health Protection (Coronavirus, Public Health Information for
Passengers Travelling to England) Regulations 2020 and saving provision

3.—(1)In Part 1 of the Schedule to the Health Protection (Coronavirus, Public Health
Information for Passengers Travelling to England) Regulations 2020(a), after “It is a legal
requirement that you wear a face covering on public transport in the UK.” insert—

“4) If you are required to self-isolate, you may be able to shorten the self-isolation period
by opting into a testing to release scheme, depending on which part of the UK you are in.
For  further  information and a list of  providers please  visit
https://www.gov.uk/guidance/coronavirus-covid-19-test-to-release-for-international-travel.”

(2) In relation to any booking made before 15th December 2020, the Health Protection
(Coronavirus, Public Health Information for Passengers Travelling to England) Regulations 2020
apply as if the amendment made by this regulation had not been made.

Grant Shapps
Secretary of State
23rd November 2020 Department for Transport

EXPLANATORY NOTE

(This note is not part of the Regulations)

These Regulations amend the Health Protection (Coronavirus, International Travel) (England)
Regulations 2020 (“the International Travel Regulations”).

They set out the circumstances in which a person who would otherwise be required by the
International Travel Regulations to self-isolate for up to 14 days after their arrival in England may
stop self-isolating if they test negative for SARS-CoV-2, having taken a test other than one
administered by the NHS (“test to release”).

The Regulations also make a consequential amendment to the Health Protection (Coronavirus,
Public Health Information for Passengers Travelling to England) Regulations 2020, to require that
information about test to release is provided to passengers arriving in England.

An impact assessment has not been produced for this instrument. An explanatory memorandum
has been published alongside this instrument at www.legislation.gov.uk.
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