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STATUTORY RULES OF NORTHERN IRELAND

2020 No. 349

The Human Medicines (Coronavirus and
Influenza) (Amendment) Regulations 2020

New regulation 174A

6. After regulation 174 (supply in response to spread of pathogenic agents etc) insert—

“Conditions of temporary authorisations under regulation 174

174A.—(1)  Where the sale or supply of a medicinal product is authorised by the
licensing authority on a temporary basis under regulation 174, the licensing authority may
attach conditions to that authorisation, those being conditions to which the following are
subject—

(a) its recommendation or requirement as to the use of that product for the purposes
of regulation 345; and

(b) its authorisation of the sale or supply of that product.
(2)  The sale or supply of that medicinal product is not authorised by the licensing

authority for the purposes of regulation 174 if—
(a) the sale or supply is for the purpose of any use other than the recommended or

required use, as mentioned in paragraph (1)(a); or
(b) a condition attached in accordance with paragraph (1) to the authorisation of the

sale or supply is breached.
(3)  The use of that medicinal product is not in accordance with a recommendation or

requirement of the licensing authority for the purposes of regulation 345 if—
(a) a condition attached in accordance with paragraph (1) to the authorisation of its

sale or supply is breached; and
(b) any risk of death or personal injury that is wholly or partly attributable to that

breach is such that a reasonable person with relevant expertise in the subject
matter of the breach would regard the breach as sufficiently serious to justify the
licensing authority setting aside the recommendation or requirement.

(4)  Notwithstanding paragraph (3), the persons mentioned in regulation 345(3) are not
subject to any civil liability resulting from a use of that medicinal product that was (but for
the operation of that paragraph) in accordance with the recommendation or requirement of
the licensing authority, if those persons were not wholly or partly responsible for the breach
in question.

(5)  As soon as is reasonably practical after the end of one year beginning on the day
on which the first conditions are attached in accordance with paragraph (1), the Secretary
of State must—

(a) review the operation of this regulation with a view to evaluating whether there
have been any adverse consequences for the market in medicines or for patient
safety as a consequence of the operation of this regulation;
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(b) set out the conclusions of the review in a report; and
(c) publish the report.”.
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