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Citation, commencement and interpretation
1.~{1} These Regulations may be oifed as the Biood Safaty and Quality Reguistions 2005,
£23 Exeapt for reguiation 28(1}, which shall come Into fores on 8ith Movamber 2008, these Regulations shall comes Into foree on 8ih February 2008,
{3} in thase Regulations—
"autologous transfusion” means & transfusion in which the donor and the recipient are the same person and in which pre-deposited bloed or blood components are used;
‘miood” means whols human biood cotisciad from s donor and processed sither for bansfusion or for further manufacturing:
"Rigod componsnt’ maang a therapautic constituent of human biood {red cails, white ceils, pintelsts and piasma) that can be prepared by various methods;

‘Biood somponsnt relsass” means a process which snables a binod componsnt o by releassd from a quarantine status by the use of systams and procsdures 1o snswre
that the finished product mests is relsase specification;

Riood esizblishment” means any person, other than a parsen responsible for menagement of a hospilal blood bank, which carmies out any of the sctivities Histed in
reguilation 302

“Bioud product” means any herapeutin product derbead from buman bicod or plasra;
“Commission” means the Buropean Summission;
“geferral” means suspensiun of the edgibiily of an individual o donate blood or blocd compunents, such suspension being sither permanent o temporany,

“the Directive” means Direclive 2002/88EC of the European Parliament and of the Gounsdl of 27 January 2003 zeling standards of quality and safety for the collaction,
tasting, provessing, storags and distribution of human bleed and biood componenis{t);

“dhstribation” means the act of delivery of biosod and bood componsnts o other blood sstablistments, hospital Bood banks and manufacturers of Blood products, other
than the issuing of blood or bloed componsnts for transhusion;

“docior” means a registered medical practitionsr;

“donor carsy” means 8 person who has passed both the writlen and practical examingtions of the Nationa Biood Authorityt), the Scottish Nationg! Blood Transhsion
Service{d), the Northam reland Blood Transfusion Serdee{€) or the Weish Biond Servica(8) in the care of biood donors and who holds 8 curent certifinate of
cumpetenos, wwardsd by that body, inn the care of blaod donors;

“health service hospital” has the same meaning as in section 125 of the National Hesith Servics st 1877{(6);

“nasmovigianee” means a set of organised survelitance procwdures reiating o serious adverses o urexpected svents or reactions i dorors or recipients, and the
epidemioingheal fulloweup of donars;

“health servine body” Teang-—
(a) = Birasgic Heaith Authority, Speclal Health Autherily, Primary Oare Trust or Loval Health Board astablished under the Mationad Health Servics Act 1877,
(b) =& Huaith Board or Spacial Health Bosrd sslaldished under the National Health Serdce (Saotland} Act 1478,
{c) = Haaih and Socisl Services Boand sstablished under the Health and Personal Sochal Servives (Northem irslend) Order 1872{73,
(d) = specia health and socisl servicss agency sslablished under the Heaith and Personal Social Servines {(Special Agencies) {Morthern Ireland) Crder 1980{8),

(8) the Commuon Services Agenoy for the Scottish Health Servive sstablished under the Mationad Hesdth Ssrvics {Scolland) St 1878,
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() the Morthem reland Oentrsl Services Sgency for the Meslth snd Socla: Servicss established under the Healh and Personal Social Services {Northem Ireland)
Chrader 1972,

(g) = Mational Heaith Sandue et established under the National Health Service and Community Care Act 1890(8), o the Natioral Heslith Service (Scotland)} Act
1878,

(h) an MNHS foundation trust within the meaning of ssction 11} of the Health and Sorigl Care (Community Heslth and Standards) Act 200818}, or
(i) = Hesih and Societ Services trust established under the Health and Personat Soclal Sarvices (MNorthern irekand) Ordar 1881011);
“hospital” means 8 health servics hospital or an independent hospital;

“hospétal blood bank” means any unil within 2 hospital which stores and distributes, and may perform compatibiiily tests on, blood and blood components exchusively for
use within hospite facilities, inchuding hospital based transfusion activities;

“indapendant hospital” has the sams meaning 8% in section 2 of the Care Standards Act 2000012
“ingpection” means formsl and ebjsctive control {0 identify problems in aceordance with standards sdopted 1o assess compliance with theas Regulations;
“nspector” mesns 8 parson appointed by e Secretary of State I carry out inspections pursuant iy regulation 15{10)
‘rrne” means 8 regislered nures or registered midwife;
“person meponsible for management of a hospital blood banl” mesns—
(a) W the case of hospital Blood bank lecated in 8 hospilal managed by 8 health servies body, that body, and
(b) in the case of an independent hospital, the registered parson;
“gualified heshh professional” means-—
(a) @ duetor;
(b) = nuse, or
(c) & donor warer;

‘registernd porson” means the person registered as e manager of an indspendent hospltal following an application I be reglstered as such pursuant 1o section 12(3) of
the Cars Standards Act 2000,

“rgporing year means the paricd of beelve months ending on 31st March;

‘responsibie person” in reigtion {0 a blood esteblishment meansy the persen who hay been designated pursuant o reguiation § as the reaponsible person fr tet blood
astablishment,

“serous adverse event” means any unioward oocurencs assockeled with the oolleclion, tasting, provsssing, storage and distribution of blood or blosd components that
might laad o death or ife-threatening, disabling or ncapaciizting conditions for patients or which resulls in, of prolongs, hospitadisation or morbidity;

‘serious adverse maction” means an unintended responss in a donor or in 2 patisnt associated with the coledtion or fransfusion of blood o biood womponents hat is
fatal, fifg-thraatening, disabling or insapaciabing, or which results in or pradongs hespitatisating or rooebidity;

“sife”, v reiation to 8 blood estabiishrasnt, means any pramises at which the biond setabilishment saries cut any of the aclivities listed in regutation 3(2), bt shall not
includs any premisss nol owned or managed by e bioed establishrment sl which biond s collected, or any moblle blond collestion unil;

“yalidation” means the setablishiment of documented and objactive evidencs that the perficuisr requirsments for e speciile infended use can be consistently fulfiied.

1) . No, L33, 8.2 2003, p.30.

{2) The Matienal Blood Authorily was sstabdished by the Natlona: Bluod Authority {(Rstablishment and Consiiition) Order {81 19D3/585), as amanded by &1 1984/584
and 200111748,

3) The Seottish Nations! Blood Transfusion Ssrvics is managed by the Tommon Services Agency sstaldishad by section 10 of, and Behedule § to, the Nationa! Health

Sanvice (Scolland} Act 1878 {o. 28). The Common Servives Agency was designated for this purpose by the NHE Fumedions of the Common Services Agenoy}
{Sootland) Order (5.1 1974487}

{4) The Northern rsland Blood Transfusion Service was established under Articis 1001 ){d} of the Health and Personal Soclal Services {Morthermn irsland) Order {30,
THPRIIIEE) (NI 14D,

(8) The Waelsh Blood Service is provided and managed by the YVelindre Nationat Heaith Sarvice Trust. The Vilindre NHE Trust was established, and designated for this
purpose by the Valindre National Health Service Trust {Establishment) Order {198372838), as amended by S.1 1998/828 and 20020442 and 2189

(6) 1BTT ¢ 48 the definition of "health service hospital” bas besn amended by sections 1 and 2 of, and paragraph 7700} of Schediie 1 o, the Haaith Services Aot 1980
{z. B3}, suction 28023 e} of the Mational Health Sendos and Communily Care Act 1980, section 85 of, and paragraphs 4 and 38{1) and {2}a} of Scheduie 4 v, the
Health Act 1998 (o, 8 and by section 34 of, and paragraphs 23 and 42 of Schedule 4 1o, the Health and Soda! Care (Communily Heallh and Standards} Aot 2003

{. 43},

) B 1RPH1285 (N1 14,
®) B0 18900247 (M3}

) 1840 ¢ 18

(10) 2003 . 43

1) B 1OR17E94 (M09}

(12) 2000 ¢. 14.
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