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DA ol b AL AL cpadl Jaiag 48 g (Aasd) z3adl (3o aal ga )l zMad) (V)
U mall G gty ciliad) ol o ol i cdanbend) Ciliad) (e LS dany (an pal) LYA 3
O Badions )59 il A1 35 IR (g 4l el g AT 4l Jus (B Ll o
8 Sl ciliiad) LAY ciliad) aladiia o Atinal) ciliall Juas Aoyl 4y A
Laaivall (il oY) (e 2l Agal ga Ay a1y (Mutated Genes' "4 saiall”
Al clind) g3t 4y gaf L g Ja (lapualls
Jiaa A ial) pualic (any aladia) Jga Gyl 2L 5 e 3 ) g g Ay 9a¥) Sy 2axi (Y)
slacy) g, clides 8 Laagaal) Lad) ardiad g Adsandl) g 4l gall <) paadioal) delia
e b Al o Lgtaali day ¢ ganlly dadilal) U guad (ysia) 5 iy UDA a 28005 o
oS b ataat ) glay Gfialall s Lk LB 3R (e ST g L Bguad) (e Jaeatl) i g A0
aau JAI g g el M daladinl g gy g ludin) Ao ) Flad) b A cpind)
LAY Al ya day Gl | glad LaS YY)
P. Pedrot, Le statut juridique de ’embroyon et du foets humain en droit
compare, JCP, 1991, no. 3483, p.26; G. Memeteau, Le préléement a fins
thérapeutiques sur le foetus de lege ferenda, gaz. Pal, 1, 1983, p.322.
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slaed) de) ) Liad cuils Al e S
B Cilaa) Wil do i i Baaiall AStaall A dadiia A culad 288 (13
ABUS atat AL, gh 2 glad by Al g (g pudal) Sl Aimal) ey Ha o dgny ydd
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\ .’
Dea)

G. Agich, Organ transplantation: Shaping policy and keeping public trust
from pittsburgh to cleveland: NHBD controversies and bioethics, The
Cambridge quarterly of healthcare ethics, Volume 8, January 1999, p. 269.
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Jik JS (e guae JSI A5l g (ANAY) e Al aga ISy el a8 10 3L
S A a8 38 A Ul il (i M ALl Aoagags b DA A 28
Juika¥ g Adal) e ALl dufia pe Suad sal) (e ¢l jaly pas Cal) dila (a
Gl La gadAi) af a8 4dld () ) ALYl | o AT BLaLe YV v B cpaglgal)
Ga Y cdy by b giall o pal) (e BI AL dail) (e Al EACT e a
ORB" Gaabal) A jlaa oo ciBga s (258 alad) el Gudaall ) calal) el
Saaial) AStaal) A cabal) Ligad ey 5L

pladiad g BUEAY) g A1) Jlaa o guady @lld g o) jilad) dagSal Aduagi A
Sy Bl aay aadll cldes (a ddiacall (5 pdid) Eaill g slacy)
a3 9 Amaaa dnd) s £ 0] B g Al g5 <Y o 0 ) ale Gl (s gl
8 e 3 ALl 4 i) Ao cilaladiia asdali Jaf ¢pe dadllll Aguudy) o) g
o 28U Ladny Lald BLAgl) any gl Al o) oL La) cpl g aa Jo JUY) g i)
9 ale Ggd g i) dall 3 gl b g pial) a5 (3l aladiu g o 355 A1)
Oolad) 51 488 5a

(1) A subsequent census by the Chief Medical Officer for England (2000)
and the Isaacs Report (2003) showed that storage and use of organs and
tissue from both adults and children without proper consent has been
widespread in the past. It also became clear that the current law in this
area was not comprehensive, nor as clear and consistent as it might be
for professionals or for the families involved. In Northern Ireland, the
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(Isaacs) =l ale (3lhi £ gudagall I3 Jga JAT o8 gl 289 ()1a

Mr Cyril Mark ) 8L g 32y Cadg Al &laal) Ji Je Yoo ale jalal)
slac ¢y 31 g foay BLEGAY) e e ESN ailag (VY AAY ) d B Tsaacs
Gaadl (Aild g 3y 4 post mortem A& asdl) ¢ o) s (Isaacs )
Y clles G JS O il g (A Jisdile daala llal alad) ) (2l 21
Elaine 3yl 4cila jj 488) ga gf ade 93 coai 4B aladinl) g ¢ AN g dall g

saacs

report of the Human Organs Inquiry (June 2002) had reached a similar
conclusion. In advice to the government, in The Removal, Retention
and Use of Human Organs and Tissue from Post-mortem Examination,
published in 2001, the Chief Medical Officer for England recommended
that there should be a fundamental and broad revision of the law on
human organs and tissue taken from adults and children either during
surgery or after death. Department of Health (2004a) " Human Tissue
ACT 2004: Explanatory Notes, prepared by the Department of Health,
in consultation with the National Assembly for Wales, chapter 30, p.1."
available at www.opsi.gov.uk/acts/en2004/; see also: Chief Medical
Officer. The Removal, Retention and use of Human Organs and Tissue
from Post Mortem Examination. 2001.

(D)http://image.guardian.co.uk/sys-
files/Society/documents/2003/05/12/isaacs_report.pdf.

(2) Isaacs report was instigated by the events that took place following the
death of Mr Cyril Isaacs on 26 February 1987. It investigates and
documents the procedures and circumstances which led to the removal
and retention of his organs and it also attempts to see whether similar
practices occured at other public mortuaries after deaths outside
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& Ol sl gaad) 2a o Jlibi g Gually Jo8 (e Baaia Ay pdy Aol g slaey
pis Al A LaS daidlall 483) gall e J guand) ¢ 99 coad 2B Cila jlaal) 52
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OAlae dail ) Yy

hospitals. Article available at:
http://webarchive.nationalarchives.gov.uk/+/http://webarchive.national
archives.gov.uk; see
also:/http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/P
ublicationsPolicyAndGuidance/Browsable/DH_4095316.
YA (e S oA Apad Cuag B g oY) lalall O ) oLl IS BB LEY) Jaas (V)
ATYAAY ale ha VAAA ale e gl B Al U cad Wilay) ) ) be ) Sle Jik
ol clibddiue b placy) J8 e B ) gasdiind a8 agll ay Lad (i ) gdla)
Lllay) ol (Alday) lal ) alial guas g shaif (Alba) 3 ) 39 0287 L g g (L)
2da Oy Lgam g cilal) JUilaY) pliac A8y p 55 ) Aal) j2Y) claliiall § 18 5 Ciapal
il Ui cad e JULY) Cada o g8 cililiaad)
T. Leventhal, The child organ trafficking rumor: a modern 'urban legend',
United States Information Agency Washington, D.C., 1994, p.9.
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B Al 8l B 1Y) e daild (institutional paternalism)iz s il sas
dgale alhall slaie¥) 45 681 Aald da 3 ) (i yal) g A al) (s A8l
4 i) 3 geall B i pail) L ) AN AR5 e B il Ll o 68y oA gadll e
O Y dagy (e Al
: el | § U

oal o il Wiy g (4 4 i) A e W 2 et U gi oty
) A (o e gl 10 00 o Lo 10 mn) g e sl
Aparioun gl Y dpaddl o LG ¢l Y o Lade (bl £ ghatl qle s

(1)"The fact that the existing law made no provision to proscribe such
behavior, which was considered to be profoundly unethical by those
who investigated the facts, describing the views of the hospitals involved
as ‘institutional paternalism’; ramifications of the situation led to a
public and political outcry. The Chief Medical Officer responded with
advice, followed by a government consultation, which was to form the
basis of the Human Tissue Act 2004". D. Morrison, A holistic approach
to clinical and research decision-making, Medical Law Review, 13,
2005, p. 45.

Veo. ool Audeilal Sigsedl aea



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

o A (e dq BLERY) Al Lal 4880 < il e Jgaall 4y s (o SLad
commercial 4l 4 e B Lglay BiGaT Al g gy daldd) Cllcsall
Al e Jal (L gl (S 88 10T gile g s (o Tlady) (pal csecrecy
Cilaladiny 80 Joall) JASE Leal) AN ALE o) 6 350 g galadidl 5 Ldlas
Oaladiiy) 13 AT c g A ) 3) gall

o ) A M oY e alal A i) Al (58 e B8 (AN) de g
) e g 0 laal (e 2R QLS Ea (Yo 0T ale i Y (0 AL
A QD B Ly cadS (g pdid) dcadly £ ity Ablatial) Jilewal) ABSE il 2y pi
S Ay ol sl e paldill g paas g al il g A1) 5 aladid 5 Cp3AS g
A el SIAY)

(1)"For modern biomedical businesses and research, human tissue samples
are an irreplaceable resource collected in large numbers for
transplantation, training, research, drug testing, clinical audit, cell line
development, and trade. The 54 000 organs, body parts, stillborns, and
fetuses that were retained between 1970 and 2001 are just a small
proportion of the total quantity of stored tissue specimens in the United
Kingdom. There are about 345 public sector tissue collections for
transplantation, five large tissue banks established primarily for
research, and a large number of medium-sized tissue collections. Some
150 million tissue specimens are also collected each year for diagnostic
pathology tests, most of which are blood samples disposed of within
days. This fact indicates that careful differentiation of collection for
diagnosis and storage of tissue is needed if laws are to be realistically
operable. Precise estimates for tissue retention in the private sector are
difficult to obtain in view of commercial secrecy'". K. Liddell and A.
Hall, Beyond Bristol and Alder Hey: The future regulation of human
tissue, Medical law review,13, 2005, p. 170.
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(1) "There is a necessary to have a clear and supportive legal framework
governing organ transplantation, especially in the light of the general
uncertainty regarding legitimate activities involving the corpse. These
laws should ideally be clear and facilitative, rather than an impediment
to adequate levels of organ donation, while at the same time ensuring
appropriate levels of public trust". D. Price, Legal framework
governing deceased organ donation in the UK, British Journal of
Anaesthesia, Volume 108, January 2012, p. 168.

(2) Human Tissue Act 2004, will repeal and replace the Human Tissue Act
1961, the Anatomy Act 1984 and the Human Organ Transplants Act
1989 as they relate to England and Wales. It will also repeal and
replace the Human Tissue Act (Northern Ireland) 1962, the Human
Organ Transplants (Northern Ireland) Order 1989 and the Anatomy
(Northern Ireland) Order 1992. Human Tissue Act 2004 and its
amendments which get forced on Oct 2017.
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(1) "The 2004 Act is a comprehensive piece of legislation applicable to
many uses and to material taken from the living and the dead. The
Scottish legislation applies only to material taken from deceased
persons, with the exception of some specific offences applied to the
removal of material from the living. Thus, the latter is not a holistic
legislative framework in the same way as the 2004 Act". D. Price, op.
cit., p.170.
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(1) "The Act is in three parts and has seven schedules: Part 1 is about
consent. It sets out the requirement to obtain appropriate consent to
carry out activities regulated under the Act: storage and use of whole
bodies, removal, storage and use of human material (organs, tissues and
cells) from the bodies of deceased persons, and storage and use of
material from living people, for purposes set out in Schedule 1. It
defines appropriate consent by reference to who may give it, and
provides for a 'nominated representative’ who may make decisions
about regulated activities after a person’s death". Human Tissue ACT
2004: Explanatory Notes, prepared by the Department of Health, in
consultation with the National Assembly for Wales, chapter 30, p.2.
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Section 19, Paragraph (1): "The Authority is not to be regarded as the
servant or agent of the Crown, or as enjoying any status, privilege or
immunity of the Crown. (2) The property of the Authority is not to be
regarded as property of, or property held on behalf of, the Crown”.
Human Tissue Act 2004 and its amendments which get forced on Oct 2017.
(2) Schedule 2, Section 1, paragraph(1)."THE HUMAN TISSUE
AUTHORITY": Membership 1 (1) The Authority shall consist of— (a)
a chairman appointed by the Secretary of State, (b) such number of
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other members appointed by the Secretary of State as the Secretary of
State thinks fit, (c) a member appointed by the National Assembly for
Wales, and (d) a member appointed by the relevant Northern Ireland
department”. Human Tissue Act 2004 and its amendments which get
forced on Oct 2017.

(1) Human Tissue (Scotland) Act 2006.

(2) Schedule 2, Section 11.Staff: “The Authority may appoint such staff as
it considers appropriate, on such terms and conditions as it may

determine". Human Tissue Act 2004 and its amendments which get
forced on Oct 2017.
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(1) Section 1, schedule 2, paragraph(2).THE HUMAN TISSUE
AUTHORITY: “The Secretary of State shall exercise his power to
appoint members of the Authority to secure that at all times not less
than half of the members are persons who do not have, and have not
had, a professional interest in any of the kinds of activity within the
remit of the Authority”. Human Tissue Act 2004 and its amendments
which get forced on Oct 2017.
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(1) Schedule 2, Sections 2,3: "Disqualification. A person is disqualified for
being appointed as chairman of the Authority he has, or has had, a
professional interest in any of the kinds of activity within the remit of
the Authority. 3 (1) A person is disqualified for being appointed as
chairman or other member of the Authority if— (a) he is the subject of
a bankruptcy restrictions order or interim order, (b) a bankruptcy
order has been made against him by a court in Northern Ireland, his
estate has been sequestrated by a court in Scotland or, under the law of
Northern Ireland or Scotland, he has made a composition or
arrangement with, or granted a trust deed for, his creditors, or (c) He
has been convicted in the United Kingdom, the Channel Islands or the
Isle of Man of an offence and has had a qualifying sentence passed on
him. Human Tissue Act 2004 and its amendments which get forced on
Oct 2017.

(2) schedule 2, Section 3, paragraph(2):"Where a person is
disqualified under sub-paragraph (1)(b) because a bankruptcy
order has been made against him or his estate has been
sequestrated, the disqualification shall cease— (a) on his obtaining
a discharge, or (b) if the bankruptcy order is annulled or the
sequestration of his estate is recalled or reduced, on the date of that
event.". Human Tissue Act 2004 and its amendments which get
forced on Oct 2017.

Yoty 3LaB g huusgdlall Srgoedl Ml



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

) bl aas ) i EDE JsaY) aaan B Baal) oda o
Al gl) i it s pea pald) @) B (g SaladY) £ pdial) 5 80 La (3 g
il gal) $URy g ¥ iy oMAalall GLB gl (b Ay sl pey i oy La gl
dalad) Bpad) ) Badaca 3 458 day 3 gay Ol Ale Ju B palina B gaay Adas A alal)
ada (38ad ) o el £ pdial) i Ao Sy La g g ¢ AT Gl b Jeall g
A gy Aalil) llaacal) (il g SN 3130 0 95 O (e Adid g Alan -8
M sadl) o gyl duad) B by (glaty Sl A pagadd) Ay Lo g ddgd)
9 Pl (6 (gl g (g pdil) ) ) g Alifiancal) dlaal) b g5 Cpanay

Boalia
el § dtguiand| sk] —
b il g i) A A 4 guand) lgd) Al 4 pdal) daaadY) (538 gl
Ay ) g
ol iy Lgab agiladd elgd) g 59 Aol dawad) A slae¥ 3oy -
Ade o) padlll oA lad) G g Ald g cagalliing

(1) "THE HUMAN TISSUE AUTHORITY: Tenure of office 5 (1) The
terms of appointment of the chairman and other members of the
Authority shall be such as the Secretary of State may determine,
subject to sub-paragraph (2). (2) Appointment as chairman or other
member shall be for a term not exceeding three years".". Human tissue
act, , schedule 2, Section 5, paragraph(1,2).
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(1) Schedule 2, Sections 7,8,9."THE HUMAN TISSUE AUTHORITY:
Tenure of office: 7-A person holding office as chairman or other
member of the Authority may resign that office by giving notice in
writing to the person who appointed him. 8- A person holding office as
chairman or other member of the Authority shall cease to hold that
office if he ceases to be qualified for appointment to it. 9- A person may
be removed from office as chairman or other member of the Authority
by the person who appointed him if that person is satisfied that he :a)
has been absent from meetings of the Authority for six consecutive
months, or longer, without the permission of the Authority, or (b) is
unable or unfit to carry out his functions as chairman or other
member'. Human Tissue Act 2004 and its amendments which get
forced on Oct 2017.
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AU e 1 09 ¢ Ao eyl A G 5I8 a ) ¥ anall) i gy Lgle
A ) Aol Ao 08 e ) A Ay ey (5 19) s )

(1) Schedule 2, section 21:"THE HUMAN TISSUE AUTHORITY,
Supplementary powers “The Authority may delegate any of its
functions (to such extent as it may determine):

(a) to any member of the Authority,

(b) to any member of the staff of the Authority, or

(c) to a committee consisting of persons each of whom is—

(i) a member of the Authority, or

(ii) a member of the staff of the Authority”. Human Tissue Act 2004
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O 3 (b (g Sy cLgility ) \gaduas A e Alabs oy i) Al A 015
W gal al plaal (aldldly ) gall oda gl

3 gl ppaat® slgsly MAliad) cld ) galltt Ay i) AadY) o538 e S
i) (e Bdauia Ay iy pluas ] o) sl o DA o Jald ) c(pa (98T (A
RRLIPEA

S ALLEY Y dny ALl ild 31 gal) o sgda Crada cadll 7 g cI3a
Aicall (DNA) @95l paaal) Ll o) cilie Jia dlld B allia dy pdy LNA

(1) "Relevant material' is defined as all material that consists of, or
includes, human cells other than gametes, embryos outside the body,
and hair and nail from a living person". L. Forsyth & Marcus Woof,
The implications of the Human Tissue Act 2004 for dentistry, British
Dental Journal, vol. 201, no.12, DEC 23 2006, p. 791.
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LAY (a0 g8 (g sl deaally Alead) cld ) goal) o ggeba o Jay S adl) (e
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Al (e g Ay ad (e G9ILAL IR (G (Gl (a7 iy AL el g
AUy S (Human Cells) &pds WA (e 0958 Y 4y 3 g0 sl dingd)
daofiaay A58 (6 AT Lali g Acal (e 138 (Daall o dalanal (5 958l) (anll g
ol A iy 2 g (g At Adabead o (a9 Ay peind) Ao (93BGl (Gl (yea
Z A Lo lihia) Lgilas &5 A1 Al 5 (rlaa¥S ¢ gl dual) 7 A W gl
GsiLh! uadia JSdiy Lagia S aulill ulady Eupa (Umiial) Adal) (g i) )
ple 5 (s ) Glad) Aba il pd) g 48 ) caad dlld g Lial) ale g (5 sl Giliady)

AdaY)

(1) This definition means that a blood or tissue sample is regulated by the
Act because it ‘consists of or includes human cells’. However once DNA
is isolated and extracted from the blood or tissue, the DNA would not
fall under this definition as it does not ‘consist of or include human
cells’. A. Lucassen, R. Wheeler, Legal implications of tissue, Annals of
The Royal college of surgeons of England journal, Vol. 92, p. 189.

(2) Section 14, Paragraph (5):" In this section, “relevant material”, in
relation to use for the scheduled purpose of transplantation, does not
include blood or anything derived from blood". Human Tissue Act
2004 and its amendments which get forced on Oct 2017.

(3) Section 54(7) state that ‘For the purposes of this Act, material shall not
be regarded as from a human body if it is created outside the human

body. Human Tissue Act 2004 and its amendments which get forced on
Oct 2017.
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Apaial) Ao dad) LAY elidy a5 pdinl) dedd) (a8 3 (5 psil) e
(g ) 2l g A tiial) (o e Ukl LgBalAS ot 4 jdy ddaf (n Baaianall
IS g oA o dlgde daliiall dipiad) Ao dad) LNAY Jaglad Ja el 8 Lglia
aaal) g AA Ui 28 Lagda S 0 Jliely gLl 3 alsal (aadii (Gl (e Lagla
A pdl) A ddp Al (alaia) G LSS 7 Ay Al (a9 <5 sl
dslaall 8 dne da) LAY el dlaal) 4 jlaall 45 gda 4ias] La gb
S A W gLAS) Al Al dge 3l UYMAY Jaghad ™ o ) @ Ul Al g Baatall

LA L Bl 0 988 alsal (e Bliiane «(5 AT Ay Bala of SIS 5 ()

(1) Initially it could be thought that the extracted embryonic stem cell lines
would be governed by the Human Tissue Act 2004, however, upon
examination of the Act it quickly becomes apparent that human
embryonic stem cell lines are actually outside of statutory regulation.
Section 53 of the Human Tissue Act states that the ‘relevant material’
which is covered by the Act ¢ ...means material, other than gametes,
which consists of or includes human cells, [and that] references to
relevant material from a human body do not include - embryos outside
the human body... > The Act continues in Section 54(7) to state that ‘For
the purposes of this Act, material shall not be regarded as from a
human body if it is created outside the human body. > Therefore as
embryos for research are created outside of the human body they do
not fall into the remit of the Human Tissue Authority (this is as
expected as they are governed by the HFEA). Equally as human
embryonic stem cells are also created outside of the human body, as
they are extracted from embryos which are created outside of the
human body, they are also outside of the remit of the Human Tissue
Authority. This is also recognised by the UK Stem Cell Bank Code of
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JAL (5 i) ) A8 ClES 4y 31 ga (sl Jia Lglia g8 452Y 9 2y Gl
Ao i L) A ddalu galaidl)

Aplaial) e dal) LAY Jagbadd 5 gl an 53 7 9 08 (e o ) (Ao g
OB (b (Gl (e ¢ yidiall (8 U Likaual) LgBaldl o5 4y piy dda] (e dualiieaal)
i) A ) 3 gal) Ciiaat cpa g g AT Al g (Y u v g ale jalaall A pdal) Ayl
o Y D O W) (s pdal) ) 7 A cildd 4 pdy 3 ga W el (0 gildl) aaa
pa G S Ay i) AW (o8 (Gdal (Gldai (g Ao dad) LDAY) laghad 7 9 58
oal Y dariical) dpiyial) Ao dal) LAY Lo ghad Jadh J cAdip Al (e g2 g A
118 (G (fdai (0 IS B ) gy @ AT (e TaBE 4 i) o daild i diay
Ligaag dial) ale g 5 ol lady) 5 gild alSal 5 AY) alads ) (¢ gilal)
i hla gabadd) 8 JALS (el (rag cdoe dad) LA dlid dlaad) 4 jlaal)
e dal) LAY diy g AiaY) ale g (g ) Qlady)

Practice which notes that “Established cell lines as well as any other
human material created outside the human body are excluded from the
[Human Tissue] Act. Code of Practice for the use of Human Stem Cell
Lines August 2006, Version 3 at Section 3.1, p. 7.
At (58 G (Ul (e Ayl Al Ao dad) UMAY) b ghad (e A T 7 958 () (V)
Banial) ASlaal) B dye dad) LAY dliy as] 488 5508 aiTi (o] 08 L d rg Y Ay pdad)
00 A e Badicuall LAY i gl g &y peid) dyiiad) e dad) LAY aladiud g Biar of o
s AT dpa il cligl) g Ggladlly dlll g cdae Sad) LAY elid g il diadl) Ayl g g
Code of Practice for the use of Human Stem Cell Lines, Medical Research
Council Section, August 2006, p. 6,7.
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P
Al Al g caldiad) g aad) g A Aauii) g slac g 4y pdial) ) -
Lgle il (S () g ey pediog LA o B S A 3 ) 9l Lgnan
LAY Lgale (gl (bl down JA03 LA L) o ) e dadl LAY <Y
(AL Ao 3
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Al (e Badiceal) Aue daldl LAY - ¢
gl Jaad) adl e dal) LAY -
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(1) The categories of relevant material are: Specifically identified relevant
material which includes material such as bodily organs and tissues,
consisting largely or entirely of cells, and clearly identifiable and
regarded as such. This category includes human bodies, internal organs
and tissues, skin and bone; and specifically the following :stem cells
created inside the human body, embryonic stem cells derived from
Placenta, or aborted fetuses, blood derived stem cell , umbilical cord
blood, stem cells bone marrow, primary human cell cultures. but
not:cultured cells which have divided outside the human body,
artificially created embryonic stem cells, cell lines, extracted DNA,
plasma extracted DNA. https:/www.hta.gov.uk/policies/list-materials-
considered-be % E2% 80% 98relevant-material % E2 % 80% 99-under-
human-tissue-act-2004.
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Aipgd) Aabas GIAS 0B 0B g 3ndady) £ il O ) A pdad) At Ain Al
£ 3l G g 1 e Liaaa cilaaly 3 gall oda Gl Lgilabadidl) 4w jlaas
oal SV il Lgale bl oy pdid) At (538 (a J W) Jgaad) (e J5W)
. (Scheduled Purposes)&! g2l

Lgrina o e 1) al , 21 ¢ gl (b A gaaal) il YLy Mady g
Cild pat i Ao 4o g pdal) sl Jal (e daidial) 488) gal) o Jganll 55
OSSR 138 alsal Can gay Basaal) g g Aluall cild ) gally (gla

G gy Badaal) el LAY 5 A () &1 Galail dasiioial) 3) galld (ol (ha g
Lgtins e 4o g pdial callly Y Ad] (ray cdllali (o 7 AT g8 ¢ 5iLAN) 138 alSa]
By - (o i) dadly Aliad) cild 4 i) ) geal) il Cpaida g Al CuilS gl -
O Faal) padldl) 38 e daidlall 488 gal) o J gl

(1)"Scheduled purposes are defined as those purposes that generally
require consent under the Act, whilst material used for other purposes
is excluded from the remit of the Act". A. Lucassen and R. Wheeler,
Legal implications of issue, Annals of The Royal College of Surgeons of
England, vol. 92, Apr 2010, p. 189.
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(A

-

(1) Section 1 is the foundation of the Act. It establishes that consent from
an appropriate person is required before certain activities can be
undertaken for particular purposes. The purposes to be regulated are
listed in Schedule 1, and are referred to in these notes as "scheduled
purposes'. Relevant material from a human body is defined in section
53 as any material consisting of or including human cells, with the
exception of gametes. embryos outside the body (as defined in and
separately regulated by the Human Fertilisation and Embryology Act),
and hair and nails from a living person. Cell lines are also excluded by
virtue of section 54(7), as is any other human material created outside
the human body. Subsection (10) makes it lawful for relevant material,
which has been obtained from a living person, to be stored and used for
the limited purposes set out in Schedule 1 Part 2. without any consent.
These purposes are ones considered intrinsic to the proper conduct of a
patient's treatment, clinical audit, quality assurance and performance
assessment — which could include evaluations of in vitro diagnostic
devices, or necessary for the public health of the nation'". Human
Tissue ACT 2004: Explanatory Notes, prepared by the Department of
Health, in consultation with the National Assembly for Wales chapter
30, P.3.
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32l lada -1 ¥

G A sila A pana (Go8a (a Al gaeal Lagd () 2V 028 dpad] ol

LA & g Bliad) s oda (L8 g1 s 48 jra oz Ml alid) o bual) aatiS ccilany)

A alail] Gl ) Ay ) Al sall (g3l 8 daadiveall cullud) G
doadall cleadll ofa¥) Al g 33 gl laud () daiay ddlaial) Ay yail)

(1) Schedule 1, part 1,2. Human Tissue Act 2004 and its amendments which
get forced on Oct 2017.
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Seadly dla cld 3) goay Lgdalsi ) (a8 ) ad () £ (e Al) 8 L
Laadioiall aal) cilip &l 13gd 5 gilal) audaiil] cpe cin AT S8 LT ) g il
Lo dinl) ddeal) o1 ) day o Jd gl £ L1 aall Latisl) <) JLdY) &) o) Jal (e
Ll ) Bl g Alia GGaliad o) paY 1360 Laadioal) ciliad) i (i pall
Gmob o paadll) Waad aiy S A gl LAY e die 341 3) aall
O al ) Aad Adlaiind da) ja o LT Baaiowal)l LAY o ) o (de JA0)
o (gl (e Catmin) LT ) (5 i) deaadly Alal) < 3 gall g ilaY) 238 ol )
pis iy M) ) giLAl i gay Wl Basaal) Jayl gl (e Lga g AT () gilAl)
Mgaa Jaladl) aie (LAY caalia J8 (e daidlal) 488) gal) allaia slidiud 5 g

3 gl aladin) () Y A pdal) i) ¢ 58 mant o ¢ Baw Laa gy g

du jlaa Al Apgll (6 Y Al g« gadl) 1A e g pdal) dualdly Mdlal) il

atay irall (adudd) Jud e Aaidlall 483 gal) 31 o5 £ gl B Y (Lgualiaiil

£ i Lgdal (e (AN Gl Y (ma Glipainsi ) (LIS garna (uiail ABSa () 95 La)
1Y) gl e W ) (S oy il dawad¥) ¢ 5il

(1) "The HTA 2004 is applicable only to scheduled activities listed in Table
1. Crucially, it will be seen that there is no mention of diagnosis or
investigation or treatment. Thus, considering the blood tests performed
as a diagnostic or pre-operative exercise, or the tissue taken at biopsy,
or during excisional surgery, none of these appear on the schedule and
they are, therefore, excluded from the remit of the Act. Journal List".
A. Lucassen and R. Wheeler, op. cit., p.190.
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gl g) 3ar gl a3 AN g cantaill g cu paill g BB () L1 il
da g3 dl1h g cLgaladiiagd g Lgds JA5 Jal (e daidlall 438 gall s Jgandl b g pa
Al g Asiall paddldl Ay il pald
Gl il | i | e i | SR (o Al | Al —

Caad JAAS A A pdal) 3) geall 4 pdid) Al g8 Baa (e a8 1 e
oA aladiiu () o1 ayaad Ao da ja g 4 o) A L Al (aladial
pauaad MR (a5 i) dad) 3 g Liba Ao dea o (B AL 4] ) () geal)
Gl (i Gada JANE AN a4 pial) i) G988 (pa VT Al G gag
S Al aal 2 ) (Galad gad Lgagan | guali (All g 4 pdad) daad¥) (538 alsal
saganty & i) daa i) A JAa8 ¥l Uiy aaalt o) gal) odgy Adlatiallg

(1)The Act defines ‘relevant material’ and outlines the ‘scheduled
purposes’ for which ‘appropriate consent’ must be sought. The two
groups of purposes are: ‘research in connection with disorders or the
functioning of the human body’ for which consent is required for
storage and use of tissue from either living or deceased persons audit,
training and education for which consent is required for storage and
use solely for tissue from deceased persons. The Human Tissue Act
2004: New legislation on human organs and tissue. Department of
Health, 2004.
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u'ab.ﬁ‘i\é—ﬁaﬂl.g.ahﬁ-uﬁ dA"O-ALG—JS; L“;\g_"\a,g\g\ ¢ ) Al
SN 138 e S Jgaad) B Basaall
O JaY) Jaad) 8 Basaal) (il £ gadail Lgaladind Jab (e ¢ luady)
RETHCIIRYY
Aoy ,di dde (A ()
()t G AL Ala ld 3 g o f o Agtia padod Ay 0 A3 (9)
SN Calla Jgand) A Basaal) ) £ Lgaladiny

dalu galaid) oo g Al 8 4 ) A (18 o ) asall 138 5 LYY jaadg dda (V)
bl o 4 pd) Aaudy)
Ala cld 3l goay Galaiy (S g B Jaa ¢y g3 138 JAN o 3B A g padd Lay Al 13 ()
oaddl) 13 Jia aa
el B g fu )l e A ddla 0o J& Y La Cuiaa g ()
"An activity is excluded from the remit of the Authority if: (a) it relates to
the body of a person who died before the day on which this section comes
into force or to material which has come from the body of such a person,
and (b) at least one hundred years have elapsed since the date of the
person’s death'". See: Section 1, paragraph 6, Human Tissue Act 2004
and its amendments which get forced on Oct 2017.
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Al Y sl Gadddl dua (e Lgil) 3} ol gl o mlal) Z) (2l 2 Y
Oy Sy Cma gl 3) ol LB gl day (aadll o) jaY gl (Auay pd
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Bl Y Gl Wl pia) ol 8 st gadod Aa (e 4 iy ) g A1) (9)
gl 138 G Y Jgaall B dal)

(1) Paragraph 1:"(1) The following are the activities within the remit of the
Authority— (a) the removal from a human body, for use for a
scheduled purpose, of any relevant material of which the body consists
or which it contains; (b) the use, for a scheduled purpose, of— (i) the
body of a deceased person, or (ii) relevant material which has come
from a human body; (c) the storage of an anatomical specimen or
former anatomical specimen; (d) the storage (in any case not falling
within paragraph (c¢)) of— (i) the body of a deceased person, or (ii)
relevant material which has come from a human body, for use for a
scheduled purpose; (e) the import or export of— (i) the body of a
deceased person, or (ii) relevant material which has come from a
human body, for use for a scheduled purpose; (f) the disposal of the
body of a deceased person which has been— (i) imported for use, (ii)
stored for use, or (iii) used, for a scheduled purpose; (g) the disposal of
relevant material which— (i) has been removed from a person’s body
for the purposes of his medical treatment, (ii) has been removed from
the body of a deceased person for the purposes of an anatomical, or
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post-mortem, examination (iii) has been removed from a human body
(otherwise than as mentioned in sub-paragraph (ii)) for use for a
scheduled purpose, (iv) has come from a human body and been
imported for use for a scheduled purpose, o (v) has come from the body
of a deceased person which has been imported for use for a scheduled
purpose. (2) Without prejudice to the generality of subsection (1)(a) and
(b), the activities within the remit of the Authority include, in
particular— (a) The carrying-out of an anatomical examination, and
(b) The making of a post-mortem examination'". Part 2, Section 14,
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.

Paragraph (4) The Secretary of State may by order amend this section
for the purpose of adding to the activities within the remit of the
Authority". Part 2, Section 14, Human Tissue Act 2004 and its
amendments which get forced on Oct 2017.

"Subsection (11) provides that the Secretary of State may vary, omit, or
add to the purposes set out in Schedule 1, by means of a statutory
instrument, subject to affirmative resolution in both the House of
Commons and the House of Lords. Subsection (12) excludes from the
consent requirements of section 1 the storage and use of relevant
material in in vitro diagnostic medical device testing where this is
already regulated by Directive 98/79/EC. Subsection (13) is aimed at
ensuring that bodies and relevant material are not exported and re-
imported simply to get around the consent requirements'". Human
Tissue ACT 2004: Explanatory Notes, prepared by the Department of
Health, in consultation with the National Assembly for Wales, chapter
30.
http://www.legislation.gov.uk/ukpga/2004/30/notes/data.xht?wrap=true.
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G EC/YY/Y ¢t mgos¥) A gl olii Lag (3E0 La b 5 gyl Ao
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(1) European Parliament, Council of the European Union. Directive
2004/23/EC of the European Parliament and of the Council of March
31, 2004 on setting standards of quality and safety for the donation,
procurement, testing, processing, preservation, storage and distribution
of human tissues and cells. Official Journal of the European Union.
2004; L.102:48-58.
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ABe o | 5ilS (el 6B pdipa Ay U (nal) adlll 38 (e g padd 352
Qualifying R st Al g By - iral) (el Il B il
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Y Jals padd ol Aalud) sdd (5 5lad¥) £ pdiall ia 2B
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ol

(1) Qualifying relationship: Person/s who can give consent for the deceased
person if the deceased person has not indicated their consent nor
appointed a nominated representative.

https://www.mrc.ac.uk/documents/pdf/consent-summary.
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(1) Section 2: “Appropriate consent”: children (1) This section makes
provision for the interpretation of “appropriate consent” in section 1 in
relation to an activity involving the body, or material from the body, of
a person who is a child or has died a child (“the child concerned”). (2)
Subject to subsection (3), where the child concerned is alive,
“appropriate consent” means his consent. (3) Where— (a) the child
concerned is alive, (b) neither a decision of his to consent to the activity,
nor a decision of his not to consent to it, is in force, and (c) either he is
not competent to deal with the issue of consent in relation to the activity
or, though he is competent to deal with that issue, he fails to do so,
“appropriate consent” means the consent of a person who has parental
responsibility for him. Human Tissue Act 2004 and its amendments
which get forced on Oct 2017.
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(1) In this context is the use of the word ‘consent’, which is the actual term
used in the England, Wales, and Northern Ireland Human Tissue Act.
The term usually implies adherence to principles of informed medical
consent related to normal clinical practice, and this forms the
foundation of much of the act relating to, for example, tissue use and
storage. However, for the purposes of organ donation, there appears
implicit acknowledgement that consent in this form is impossible or
difficult to achieve in many scenarios due to loss of capacity and
differing levels of consent expressed earlier in life. It is for this reason
that in the Scottish Act, the term ‘authorization’ is used to differentiate
the process from what may be understood by ‘usual’ consent'". A.
Vincent & L. Logan, Consent for organ donation, Br J Anaesth, Vol.
108, 2012, p. 80-87.
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(1) D. Gardiner, An unethical marriage-the human tissue act and the UK
NHS organ donor register, The Journal of the Intensive Care
Society, vol. 8, 2007, p. 42.
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(1)"Withdrawal of consent: Consent may be withdrawn at any time,
whether it is generic or specific. Withdrawal should be discussed at the
outset when consent is being sought. The practicalities of withdrawing
consent and the implications of doing so should be made clear.
Withdrawal of consent cannot be acted upon where tissue has already
been used. Examples of withdrawal of consent are provided in each
sector-specific Code. If someone gives consent for their tissue to be
stored or used for more than one scheduled purpose and then
withdraws consent for a particular scheduled purpose, such as
research, this does not necessarily mean that the sample or samples
have to be removed or destroyed". Draft Code A: Guiding principles
and the fundamental principle of consent, Human Tissue Authority,
Code of practice, p. 13.
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(1)Section 25:" In Wales, in the absence of express consent, transplantation
activities are lawful if carried out wit deemed consent unless one of the
categories at points applies:

1- An adult who had lived in Wales for less than twelve months at the
time of their death

2-An adult who had lived in Wales for twelve months or more, but were
not ordinarily resident in Wales. Code of Practice on the Human
Transplantation (Wales) Act 2013.
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O ol gl ity

Lai) ¢dda jidall 488) gal) allaT i 8 Jgadl oda A ) o e ad ) Ao g
increased organ 4l slacl g il caaa 3305 B Wi ) ) e
Crinall QLAY ol 4830 gay co1 paY) 118 083 o) =& cdonation rates
A yal) £ i) CN A (e Aoy 2B (LAY QD B aY) dall) agd 6% g
Ayl g AR ABIAY) Cuany o) ga ad (a9 ag8) g (il () BRI
LAUETY 138 Callie aaf day Le g g cagd Aslaia¥ g

(1) "There is a whole array of different organ donation laws around the
world, with a spectrum from explicit consent at the one end to so-called
‘presumed consent’, or opt-out laws at the other. These latter laws
permit donation where there is no evidence of any objection from the
deceased person before their death, but vary markedly in terms of
whether relatives have an ultimate right of veto and the information
that must be provided to relatives after the deceased's death. The latter,
dubbed ‘weak’ opting-out laws, are in the majority and exist in nations
such as Belgium. It is this model which has been favoured by the British
Medical Association and is intended for adoption in Wales. A
systematic review of comparative laws and ‘before-and-after’ national
effects of law reforms conducted by the Centre for Reviews and
Dissemination at the University of York for the Organ Donation
Taskforce on opting-out laws concluded that". D. Price, op. cit., p. 169.
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i fall Y sa A idal) A88) gal) aUSIT ¢ (g JAY) dpausi 1) allilall (e Jalg
e Laaga g ol 8l g mirall addill day pall 488) gally ¥) SAicY) pae o
el gl o lld (8 Ll cagaila (o dall O Al (e L g pi8 (a p
LeisS oo AT Alad) oda & 483 galld 3 8l adldl) JNEILY) i 3_ad) 331Y)
(riaall (@il § jall 41U b il (individual consent) Asaiid 458 s
dalaiall 4o gAY AaaiY) Lglass () cpaay ) A GIAN AEE Gund] adgn La g2 g
Al slae ¥ £l A g pdal

reia Adals e JLBY) piay ¥ Aon yidal) A88) gal) alJAS o)l8 QU3 ) AdLYL g
B (dy peid) A 9B )2 Ao el ¢ nall (adll) Bl g Jb g il Y
A2y £ il datiiall dgall 8 o agudl fio) () (g g Ainall pudl (5%
Bla g day agd Apnadll] Alaldly 5N dun o ab ) B Jra La g 9 o nall Laddil) Bl g
L) 38ay Vg £ il c¥aae o Ll (el M) gadl) o ¢ Hxall padll)
LDalail) 134 A e B g yal)

(1) "The review concluded that opt-out laws alone are unlikely to explain
the difference in donation rates between jurisdictions, although such
laws were ‘associated with’ increased organ donation rates. It is
difficult to be definite about the effect of opt-out laws on donation rates
as they operate as a backdrop to discussions with families, which differ
in their content across individual regions, and may highlight a general
cultural attitude at a society level. Thus, when commentators argue
that, as most presumed consent laws accord the final word to the
family, there is no real difference with explicit consent laws anyhow,
there is a danger of over-generalization. In addition, in presumed
consent systems, relatives do not have to authorize donation, only fail to
declare an objection to it, which may be psychologically easier at a time
of stress and grief". D. Price, op. cit., p. 169.
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e (b dimy B Ay g (e Atiiag (ma gl ASID Haal) Gl B jdieaal) 5l
(Al (ran B ala CullS 131 YY) Ay pdal) elas YL £ il e 483 gal) dauay () saY)
(alatl) Jaay Adlatial) Jibesal) A8y a8 jraasi a9 5 ad) agial by U silE W i)
Jaw B Adad ) gl g ol o 488 gally GLAD (593 IR Jaaad JUS) (190 AlS &l
)NHS Organ Donor Registerstacl g il 4.k gl) daal) 5 il
w0 i) i ¥ ol —

Apan Ul 4SS 8 oo AY cilag yil) (a0 (8 (g Sl £ dial) Gpal
il Ll 8 Al glig Luadlad) 31,389 c ) 80 Jtial) lead) s8ay
8059 AL dyan el 1) Al ASIES DA (g el g dluall 4yl plas WL ¢ il
Gl (gAY Ci i sl g G glatlly lig Yo )Y ale laa Lty B daal)
saad e 3,8 aas i (Mandated choice) (o) Y JLEay) sl dule
Qoipay ol g JSdy Allal) o Liy aghl sl

= O Y el ) LAY AU (i cduad) 1 (8
gty g gal sl 3 g ma aaat A () ) ol Bald duad ) e J guaal)
Bl &igan Ja B Ay pdal) plas Yl £ il oLy 45 5 (8 Aal pa padldd) 43
A1) adia) 13) cladaas of LgalUal 3aLAN dad ) jlaua) aly o) ULl 138 5 g (8

ccighall) L0 dena dana 3 ; madilly o FNL JMAYS Jla 8 dphal) A gl Ly gty (V)

ZL:\SS ‘:‘.gdbé-ﬁytg &.9333&\ &H\ MQA ‘(éJ“?\ sladll “.\LA‘ 2_:\925‘ @JM\ EMNa
Marslag AV a Y e v g il (P aae ) gualall Aaala (3 g8all

(2) D. Gardiner, op. cit., p. 43.
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Lgale agaiall g 3 4ill zal 3 & (Voluntary consent) 4ss ghll 433) gal)
o 1 AN Ga A AU qullaly Laiid ody pdi) A 0 938 i 5o
£ il Ayl o) daua) B il Jamw () A gl By g ey Ayl Adbiasy £ il
IR apans o a1 8 J o) Y paag cp il A AL M sl g cslae L
31,83 01 4S) olal Agliey aay Ad] Ao ARAN e ils 43) JBL L gh g (g a JSGy
ddasy g ahlias ) 2y Lag ¢(coercion in decision-making) agsl_) 2 giua dis
L0 AN ¢l G
A alail A B A fulady) da gl CiBga aysd (Ll (mag
S 5-hl) ALl uila ) i Jeery 319 ((Mandated  choice)—/ 3!
(el 3 LS g g o iy (mall padld) 38 (e Glral) g pual) paaillh (488 gally
Juad] Allaal) i B A4Sl ) g addd) 48 ) o ! Ylaw oy ¥ Lay Ju g

(1) Ibid, p. 44.

(2) "Some may be deterred by the idea of being forced to make an explicit
choice, although it appears that there is an option available of declining
to answer at the present time. Some object to what is perceived to be
coercion in such decision-making, as contrasted with our current
voluntary system. However, our present silence itself makes an implicit
statement about our wishes, whether we are aware of this or accept it,
that is, that there is no objection to donation and that one is happy to
let one's relatives to make this decision after one's death. In other
words, we are already making a tacit choice of one kind or another". D.
Price, op. cit., p. 169.
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J(a jidal) 438) galf)
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O Slal Lo Cllay Aoy o Lgale Jguanl) 099 BlaS 6 A jlaa (0 Jaay

el bl & guid
| i 2y gl et 0 1 il by S

il jlaally Adlaial) Apdal) 488 gal) (galoa Al (e B priliwall 48] gall aas
Oy Adld laga s g SalS Luall (98 ind Afiagl) gf dgadlal) g dgkall
LS (e pladWl JualS) al 3N cquuilia i g M ¢Cmigeal) (il goal) o
il sl ABS Gl g Jalail) Jaa £ gada gally Al yal) Ay 2 gad) cila glaall g il
oty ab AN dlaiaal) jhldal) dld 8 Ly  AY) Gkl Lgdgay 38 3N 5
i) o) QA Y Aol g g doa ggda ARl D B Cpraddiicia ((LAD (5 93 Lgd

AT dailal) Alua gl g cAlaa g Jard) dauls Ly

(1) D. Price, op. cit., p. 170.
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a2 £ g carers and healthcare and social care staff — 4:sid) 4day)
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o (A A gAY Jag) guiad) ) o5 Ay i A gIIAY) ASda] alandy Persons)
. Mental Capacity Act 2005 4uléal) 3 381 ¢y 4ild Ll
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IS Al Ao palll cuadat i) g o il Lgde Gal ) Basaal) clal) ey
§ S B A (G at g Bloal) 2l e aal) Judhal) Lgad 5 Al
e Jpaal! S e Jihal) (4 ad g aliil) Ao 488 gall aae of A88) gally JLALY
ae Jalaill (b e 4] gf Jaliil) )i A30e Lgd Al (8 Jualal] oLy AiEE) 5o
edhiia b (i) Ay glaty ) 8 ALAN (s Jeas 4Kty Alual) 0l
4 o) Aabcdly A J gdall (adiid) A 88) ga (iad LA ("Aaidlal) 488 gali

."parental responsibility s

(1) Section 2: “Appropriate consent”: children (1) This section makes
provision for the interpretation of “appropriate consent” in section 1 in
relation to an activity involving the body, or material from the body, of
a person who is a child or has died a child (“the child concerned”). (2)
Subject to subsection (3), where the child concerned is alive,
“appropriate consent” means his consent. (3) Where— (a) the child
concerned is alive, (b) neither a decision of his to consent to the activity,
nor a decision of his not to consent to it, is in force, and (c) either he is
not competent to deal with the issue of consent in relation to the activity
or, though he is competent to deal with that issue, he fails to do so,
“appropriate consent” means the consent of a person who has parental
responsibility for him. Human Tissue Act 2004 and its amendments
which get forced on Oct 2017.
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bl g Lag § 1 Al JLATY S e 0 9% Of Ada iyl ) a e Ladl )AL
e S 4y pded) daui) ¢ 9ilB B g dad) £ pdiall 4] Al A A gLl
Ao i) 031 gay Jalail) ) B HAS) B jealBll duadil) 438) gally

) dalad) 201 g8 (0 Lo g A day uallll A88) gal) i ) )8 (L Ada
ALl 5 ped) anl aal ) g o Ladl cdda Yy ) A1 3AS) Uabes 0 60 i
DAL Gy L5 U Lylal) dasaall pliad Lgd 80 «(g jalaiy) 05l B
S e 2l 8 ("Gillick competent  test" il gua il g 5oL 4<!)
G (2 Lo 5 G (A Y) (o Apiliad Bl Jagal) 18 )8 a3 3) (Gilllick)
S 13 La o8 e adll g o) alady ahall 0 gl B sl TaaS g cyilay o
G99 Ay galdl) hll Z3l) o 4588 ga pria Ao 1508 (Adu V1 G (99) Jik)
Ll sl G ) Aalad)

Gillick v. West Norfolk and Wisbech Area Health 2 A
GLE Bl g b g Mrs Gillick 3l ald 8 Lgaild g (ailii () Authority
O ddanad Lad cdauad) g I8 Ao Alalll Gakally cpard) (e pde VT G0
alaiia) 8 g aladialy Ahall 3 ) gial) apali b 4 padal) Aaledd) s L) mica
@LAAJSH&Q‘,\J@}.&SS\J&;LAM\MQJAQ Ol Jaad) ada Jibug

(1) Gillick v West Norfolk & Wisbeck Area Health Authority [1986] AC
112 House of Lords.
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1101 ealaBe fusgdlal Sigsedl Ao



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall
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dasan 4y i La g g daldl) dialasy ) ) jaldll ) )8 GLé (e G 5S
In re R (A Minor) (Wardship Consent to &2 <l
Sy TSV B ) g puday ALY AaSaa 48l e a2 1 ad () Treatment)
Al G gay gl cld A B Ll W) ¢ ualll) AB3) e S Ja ¢ Gillick 35S
Cra B mbd SV e Al il g cale V0 jaal) ¢ ARl BLAY I B ol (s oAl
Boldsl) ) ik La) ¢ g laiiV) o gland) L] fra dpabiay Loy lial) ol jlaaY)
ok daadiiocal) ddall Blially z3lad) (ab j W ) B (uSay o (Say Db (& gl g
Sustaining- sloall =3 ) paioa) o Was bt il g Aia dl) clyl &Yl
o) Adsbeay La ) B (i i () 3) ¢ gaalll) 2 99 35148 (Treatment
AaSaall plizad 4y e Y La g2 g Lgd i) dalaally
o i Ly Lo 8 ) il a8 BLIAY () e o ) o g Al < (a9
Lt Lgmda pal Adiial) dagadal) (s ) 8 a8 daSanal) 0 W) Al psflially 3lal)
Ol (e ()l g Aald o gl e gLILY) g 488 gal) ) 4B sldac) o b ol &
¥ L o A gilad b dasaall Galdil Aaldll lgialaay ) aY) Lal ) 8
Leda g 1) sl o o) g agdl) A 3 ) Ll sua g a2l <Gillllick Alaly aiat
BLIAN )8 3 glady Lgilual daSaall jaai! dllucall sda Ly (aldd) ) A1 Jasi
L A4 Al g dliial) VLAY aa A gay alily JAT A 538 faga 1pdl il
zall o= )8 cminor’s best interests (el Aialaa; yay 1) & ualdl)

(1) Re R (A Minor) (Wardship: Consent to Medical Treatment) [1991] 4
All ER 177, CA.
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) 1A B lAS)) Al A V1 G i JaY) ol J ) (g (il g
AdSay (Al agdll g eadll (ha (s ghsa gl O (e 128 S 1) "Gillick" 80
Gy Lol Jaall Jlua o) guiliiiy shalia g dagda api o 3 a8l (1 giSay
Skl agd ) Lals Jdkl) e 8 jlaaad) (b Cpsa¥) (358 paliiy J sl Sy
Skl )8 Gl a5 YT Ay e ¢ SN ) & oy Al ja s A g
el oda b s ) @dlall (ad ) ualdl) ) S cdaldl) dlalaay ) i)
&) ) 8 plad) (g aodalions ¥ D G el o g (D gl) ) Ay alaicy)
2 i A3 Gillick Al 4l 54

(1) C. Emma, Young people who refuse life sustaining treatment: a briefing
paper on current law and the need for reform, A Briefing Paper on
Current Law and the Need for Reform, University of Leeds, p. 3.

(2) Inre R (A Minor) (Wardship: Consent to Treatment) [1992] Fam.
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(1) Family Law Reform Act 1969, c. 46, § 8(1) which provides “The consent
of a minor who has attained the age of sixteen years to any surgical,
medical or dental treatment which, in the absence of consent, would
constitute a trespass to his person, shall be as effective as it would be if
he were of full age; and where a minor has by virtue of this section
given an effective consent to any treatment it shall not be necessary to
obtain any consent for it from his parent or guardian.

(2) (1) A patient who has attained the age of 16 years may be received into
guardianship, for the period allowed by the following provisions of this
Act, in pursuance of an application (in this Act referred to as " a
guardianship application ") made in accordance with this section. (2) A
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guardianship application may be made in respect of a patient on the
grounds that (a) he is suffering from mental disorder, being mental
illness, severe mental impairment, psychopathic disorder or mental
impairment and his mental disorder is of a nature or degree which
warrants his reception into PART II guardianship under this section ;
and (b) it is necessary in the interests of the welfare of the patient or for
the protection of other persons that the patient should be so received.
A. E. Morris, M. A. Jones, Blackstone's Statutes on Medical Law,
Oxford university press, 2017, p. 13.

(1) People aged 16 or over are entitled to consent to their own treatment,
and this can only be overruled in exceptional circumstances. Like
adults, young people (aged 16 or 17) are presumed to have sufficient
capacity to decide on their own medical treatment, unless there's
significant evidence to suggest otherwise. Children under the age of 16
can consent to their own treatment if they're believed to have enough
intelligence, competence and understanding to fully appreciate what's
involved in their treatment. This is known as being "Gillick
competent''.
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(1) "Where the child concerned has died and the activity is one to which
subsection (5) applies, “appropriate consent” means his consent in
writing. (5) This subsection applies to an activity involving storage for
use, or use, for the purpose of— (a) public display, or (b) where the
subject-matter of the activity is not excepted material, anatomical
examination. (6) Consent in writing for the purposes of subsection (4) is
only valid if— (a) it is signed by the child concerned in the presence of
at least one witness who attests the signature, or (b) it is signed at the
direction of the child concerned, in his presence and in the presence of
at least one witness who attests the signature'". A. E. Morris, M. A.
Jones, , op. cit., p. 181.

1YY alasBilg fuagdlal Sigoed) o



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

) a pad plaiad) aladialy Adbaial) 8 5 AY) Aadad daadlly W
JHibal) 3Lb g Adla (B MAaidlal) A8E) gal) cullaia ¢ (A yESl) aadl) i calal)
A Jodal) (adiit) 488 ga (mint - Aia 48| gal) o Jgaad) (ygd - inal)
Al g A8 A M) padid) 488 ga i B mdilia 4l g Jud A 031 A0 g peually
R i irall Jakl) oo A )Rl MASY Ala g Al g gl dld A el Jalally
3529 pae (B_mAY) Adal) oda B () gda Ball G LEY) AR gay Satic S o jidiy Al
O Frall Jikal) B g e g 4y ) A gigeaally A1 Jgial) add

P el o A8 gal) i gad A Gsal) (e SLS ABE) g cullaly Lia
GRS 130 L ol Jighuacil) o o1 g Bliad) 38 o 19308 130 (B gial) jualB) S
abg AY) oo Lgaua S aly £1 Y () dlagla JSI Ay 5Y) 483 gal) B (i e Sllia
D2 i Aalu Aaidal) daSaall zria s 3) g ¢ sl 138 Lulad) daSaall plad ana
AV g Laaaal ) e old e o g5 g M) sadll o cpall gl e
&Ma&W‘LM‘?MJ,éM\H@@LMM!#
La asd (o (o) (e IS O dadial) il pall Lgii 31 5a 8 gua (ol g o Jall
R e dl) ) gty

(1) paragraph (7), Section 2: Where the child concerned has died and the
activity is not one to which subsection (5) applies, “appropriate
consent” means — a) if a decision of his to consent to the activity, or a
decision of his not to consent to it, was in force immediately before he
died, his consent¢(b) if paragraph (a) does not apply— (i) the consent of
a person who had parental responsibility for him immediately before he
died, or (ii) where no person had parental responsibility for him
immediately before he died, the consent of a person who stood in a
qualifying relationship to him at that time. Human Tissue Act 2004 and
its amendments which get forced on Oct 2017.
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(1) "I have been asked to explain why I want this unusual thing done. I’m
only 14 years old and I don’t want to die, but I know I am going to. I
think being cryol/preserved gives me a chance to be cured and woken
up, even in hundreds of years’ time. I don’t want to be buried
underground. I want to live and live longer and I think that in the
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future they might find a cure for my cancer and wake me up. I want to
have this chance. This is my wish". Re JS (Disposal of Body) [2016]
EWHC 2859 (Fam).

(1) "Since the first cryonic preservation in the 1960s, the process has been
performed on very few individuals, numbering in the low hundreds.
There are apparently two commercial organisations in the United
States and one in Russia. The costs are high, or very high, depending on
the level of research into the subject’s case that is promised. The most
basic arrangement (which has been chosen here) simply involves the
freezing of the body in perpetuity. Even that will cost in the region of
£37,000, according to the evidence in this case — about ten times as
much as an average funeral. Although JS’s family is not well off, her
maternal grandparents have raised the necessary funds". Re JS
(Disposal of Body) [2016] EWHC 2859 (Fam).
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(1) Section: 3“Appropriate consent”: adults (1) This section makes
provision for the interpretation of “appropriate consent” in section 1 in
relation to an activity involving the body, or material from the body, of
a person who is an adult or has died an adult (“the person concerned”).
(2) Where the person concerned is alive, “appropriate consent” means
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his consent. (3) Where the person concerned has died and the activity is
one to which subsection (4) applies, “appropriate consent” means his
consent in writing. (4) This subsection applies to an activity involving
storage for use, or use, for the purpose of— (a) public display, or (b)
where the subject-matter of the activity is not excepted material,
anatomical examination. Human Tissue Act 2004 and its amendments
which get forced on Oct 2017.

(1) Section 26: i. the potential donor has sufficient mental capacity to make
the decision to donate their body for anatomical examination and is
able to indicate their wish verbally or physically; ii. the person should
sign their own name, state that they have signed at the direction of the
donor and explain the circumstances of this direction; iii. the form
should then be signed by the witness before being submitted to the
receiving institution. Code of Practice and Standards, Published: 3
April 2017.
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(1) Section 22:It is important that a person wishing to donate their body for
anatomical examination is given all the information necessary to make
an informed decision. This information should be made available in a
variety of formats (electronic, written and oral) so that donors may
choose which is most appropriate for them. Information is also
provided for potential donors on the HTA’s website. Code of Practice
and Standards, 3 April 2017.
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(1) Section 2: Consent in writing for the purposes of subsection (3) is only
valid if— (a) it is signed by the person concerned in the presence of at
least one witness who attests the signature, (b) it is signed at the
direction of the person concerned, in his presence and in the presence of
at least one witness who attests the signature, or (6) Where the person
concerned has died and the activity is not one to which subsection (4)
applies, “appropriate consent” means— (a) if a decision of his to
consent to the activity, or a decision of his not to be consent to it, was in
force immediately before he died, his consent; (b) if— (i) paragraph (a)
does not apply, and (ii) he has appointed a person or persons under
section 4 to deal after his death with the issue of consent in relation to
the activity, consent given under the appointment; (c) if neither
paragraph (a) nor paragraph (b) applies, the consent of a person who
stood in a qualifying relationship to him immediately before he died.
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.

(2) Qualifying relationship: Person/s who can give consent for the deceased
person if the deceased person has not indicated their consent nor
appointed a nominated representative.

https://www.mrc.ac.uk/documents/pdf/consent-summary/.
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(1) The decision falls to be made by a ‘qualifying relative’ in the highest
class of hierarchically listed relative available. Section 27, Human
Tissue Act 2004 and its amendments which get forced on Oct 2017.

V1Y, bl Audeilall Sigoedl aea



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

B jdila BLE BN o ¢ ral) padlddly ABe A M) el ll Aaidlal) A58 gal)
(il gaddl) o Al AN sy Al

g el plad) ade o ) (olddl L3 B 48N (e by cuad aBg (da
LS Agl) 1) (8 4098 g Ay ) 031 gay £l (A Al U 4l (e Jaliaal)
D18 JASY cpla sal) A JBY i ALS (e iyl Jiaall Allacal) oda yaaid jaY) Gl
DL ) 3 gally £l 4l gd 245 Al (e Aplana ABB) g ga Lad) cdde Ayl

slact) ) ) Ao dudadl) 488) gal) & (LAY 1D A dalal) a0 Bl Bydai g
addid) J (el aB il Lgy £ il gilall Jod (e Ay i) A gl
1A JATY Al g Adaladd) Al (3 g G Ciphall B (e g Aldg B 4303 A giall
Ade Al

J<& (potential organ donors) & sl Jiaall £ jiall (ad; Ala Ay

D8 al AN Cpallaadl slada) @3 3 Lay asaad) o Gty AdlE ddliacy 4lld g
4B o 3La Ay peial) 03 gay £ ) Ao A8 gally (2 sal) I8 8 Jially g ¢ pal)
e ) B St B g e JUE) (g0 AlS dlldy (DAl o 4y B (b py Xiay Y g

(1) D. Price, Human tissue in transplantation and research: A Model legal
and ethical donation Framework, Cambridge university press, 2009, p.
77.

(2) "Consent for organ donation can be written or oral ,and may be given
by the deceased before his/her death or by a third party, usually aclose
relative or friend. In Where the deceased consented or authorized
donation, then no-one is legally empowered to override this, so that
removal and donation can legitimately take place without more being
required, but there is nothing to oblige clinicians to take and use the
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organs in this situation, for example, where relatives object". B.
Farsides, Respecting wishes and avoiding conflict: understanding the
ethical basis for organ donation and retrieval, The British Journal of
Anaesthesia, Oxford university press, vol. 108, 2012, p. 74.
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Lelan gl Llie cily) o) Gapeny La) Alld g cdads g cdaliil) A jlan Ao 438 gally
Bl () Cua g pLAAN dua b (g pall (sl day alg 4 gadll B gall g A i gl
e dudly ) A1 MR35 Jo (lad¥) B 28 s2a ¢ ad (Mental Capacity) 4xlial)
Eoally cmhall Z3all Jgmd i B dal a dles gl ) o A8E) gall ) B
G doa Jheal) oy AW oy pdal) Aaad¥) ol sl £ il )R g ¢ psflially
Ml Ao il e dlial) 5kl a8 e Al ) AN laa) ddalu ellay
04 i) a3 gay L ey (3la il )

Alleaal) 028 adaTilLy Jghily ad Ay pdid) Ao 98 () (a8 ) Ao g
oAl ¢y 5i8 o jlaaly aslie Ay olad) 3 gl a8 o ety & sdeall o Y
BAdl) (gl cdde kol (A gill) AlaY) pasday daldd) Jiluall 43S mllay
JAlial)

(Mental Capacity ) g9 ) Alad) A Galaal) d3lnl) 5 08 ¢y gild yliny g

138 A Jilacal) (o aganll aliial) alal) g pddll ga (Yo 00 ale jalallg cAct
B O &g i) slas W £ il 508 s aalal Lgabl g L (a (Al Jlaal)
¥ (OAaial) agild g < jad &y pd 3 sas (potential donors) Glaisa (pe i

Giaay dgtall J1gal) &b cigal) Jal o (e s ja £ 53 IS Jiag £ 93 DG ) Cigall £ 530 (V)
gt A0 A ja B g (Jaardl o LN g i) i gl (gl Ala ja (B ¢ g pmall Cgal)
Old Gigaa amy g cfall (s VL Jaaall aall J s i 55 (g (GBS driday 2ay feal) LA
LAY ol @ gea Algll) by JAT ) puae (oo Al Baal A aaad) LA (B (il yal)
il i gy of Sy elldy g o gall ABEY A jal) Jhag 99 (s slAY) i gally sy Lo i jad
(s ALE g V) G Gl 18 g (LB M gl T GuBY) LA 0 YY) Juetd) (s
8 gl aladiv) 3k ce amkll dlee ) QAN Bale) (e aday Y g cfrall Ciga ple () sy
el 8 i N g ) B g5 (ha (3B B day fral) LA cila 13) ) S lial) (lady)
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A Eladd) Ciguall Adde (i 5 CpansY) A ala (el (e ¢ gila () il Y Lasa
oda a8 (Vatsl) 5Lbg g 45 garl) 3 gad) LB i uanay gl o((SHSY) & geall)
Cla aatil A tal) 3 AR ¢y 6iL8 alSal con gay o SladY) £ pdeall JAAT (YA
donation after brain death (Slaad) &igall aay g il A0 ga
donation after circulatory death &) 3Ly e g il si(DBD)
opldiaal (e siall agle 3tk Gl (DCD)

gl ) 535 A Fall LYA Ciga o Ao Glall &) 1A ol ) Bladi Bale) & Jal D
slach) glatin) (e ldyg (Liila Uiga i) Ciga laa g4 Jaadl e duand) S jal)
AAT VAL Lo b g sa VAT (Cpal) Gyl daal 3 ol (pe (g Alia (1
Balaiaad A e (Lyildag yug L B (A daad g dda ol (¥ 0 A gaign A4l SAIL paaa (V)
£1550 (b ol ) sy aie @iy b (B e g pead) G Cam 1 sl il Sl
Llal) (i ax g ABEY o LbY) Y glaa gadi al g 4uld Ll (0 Ay OIS Eua cddliac
Jag Ol daug Adlac £) 3l 108 slaa) 3450 a3 388 a8 (e g ¢ Sladll Ciga Ala i o
began operating to remove the sbas¥) ¢! Llee 8 1 glayg Sad ¢y gal )
aI Guatien T4y LaS ddaia) (A Cial) dBas @iy (udily Ja 1) I man’s organs
Gl8al) oda 39l BBy NSl g ) o 1,008 maal g bl Ba ay Jal) Adla il ad g
aainall (8 i) e Sl U (60 g (sl Aaaly Aiiney LENAY) Aad o i
La a0 (0 slasY) g1 5500 Jga il e Loyl Liilday & Gl 7id Las | i i)

. non heart beating organ donation &Ll & gas ams
http://www.telegraph.co.uk/news/newstopics/howaboutthat/2106809/Dead-
man-wakes-as-transplant-surgeons-prepare-to-remove-his-organs.html.

(2) K. Barber, S. Falvey, HamiltonC, D. Collet , C. Rudge, Potential for
organ donation in the United Kingdom: audit of intensive care records,
British Medical Journal, vol. 332, May 2006, p. 1124.
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O Sl A i) 2 gally £ ) O () camad) 13R85 LAY jaad
(DCD) i) 3lbg 223 g} (DBD) Slaal) & gall day 4y pdl) 3) gally £l Alla
A #1381 g (st g aal) (385 (a8 gy g AdAl) LSl Al (adli) B gl Lanind
pda aladin pSas Y adi (ja g cJmand) (& slacl) oda (i gl caual) sliac]
e g ALY o AN 4 pdod) ) AL ey Lals of ) HI dings slacy)
5 (Aaie gadd G J el (e D allial) g aldal) (il Clabasa Ay 1)
Aligh ¢ Slarl) Cigall ob BLE N i (195 Ladie paY) Cilidy g (Ao )3l sl
A g ol B 5gal Juae iy 90 ) flaal) Ciga g2l O S8 8 yacdl e 8 i
Aoy JA clathatal 1810 Lgaladi) (pSay cplias) ) i off S8y Baall oda
D28 g Gl S5 (Gl il il Ao 38 & ) slasY)
Leldia¥) s daual) e ) cladd cadial (DA 8al) 5 a8 () gild 3o B
Ll A (g8 (e (carers and healthcare and social care staff)
O Al ) RN MRS ) gma gy O RN MLAS) o 3 all ) R pedd
A it bl g 055 0 Al 1) Agla ) paae i
AL (e ) B (e 053850 La oy Aliie M) ab o X5 (reasonably ascertainable)
O nad) e 1) Aadd ania iy O g ¢ lrall Qadall el dalaaal) gidas
AR ) cpe Suaad 3 ad) 593 (o) AAT day ad 4B agila G aladl ) Al

2l A pdall slac Yl £ Ll cis) o) olda 3 3all (V)
M. Bell, The UK human tissue act and consent: surrendering a
fundamental principle to transplantation needs?, Journmal Med Ethics,
Volume 32, Issue 5 May 2006, p. 283.
(2) Mental Capacity Act 2005 (¢ 9).
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AT gl )Rl MAS) o 5 aRl ) i oA Gadldd) o) d) A glas ¢ ol
Y A3 ay ¢ (altruistic aspirations)agitathi 48 pa ) aud) gad a3l La
Lala ((testimony of relatives) agibe 5 (e 3Bl 4 S G B Salgdy
b - Aullal) 3 a8l ¢ gild aa gay - Apaual) ke ) Ciladd adka e Bay 4
plad oS La g g ¢ mirall paddill Liall daluaal) 3le) sa (598 dpaddl) aag) i

LDhal) 13gs Lalil) 4Lzl g gleal) e paad) B Ll & Lidal) daSaal)

David James &2 gadd Of 2 Lgadldy yadlis dilad g ge b
ale (8 (o il b g pa (e gl Adle 2% oL (e AZDAN A1 g g
(o JSUay Al ) AT B e gl pal) JLA) a3 YV Y gl B Y
e Y A58l Ao 1 Ban g ) AR &S Gua (g 98 0 GilgalN g S g Banall
sl g giba (o La B8N A ¢ Slikal) i) Slga Ao pudagly Yo Y
dada ad G (A ndll) LSl (e IS g A ladl) ASSud) (o i pal) Ale (Yo Y
Jicinag 5 yidl) oda JDA JB 451 YY) Gada La ga g cddilad) Jal (pa ¢(o gi ) Bl (ilas)
Aelhay) Lkl g elial) pudilll jga o
S o) 2By ol o) g A o Adlla duandldily Gl pall el (33 A0 ol
L g8 9 Ao Laal) ACud) oy (& M) (o (S0 aad) ) Jaa g 8 4 Y (Sl
&43,@4&‘@3&%*&0@@&\)\}3&\&9%@\ 5_jakl) »a88)

(1) D. Price, op. cit., p. 171.

(2) In re S (Adult Patient: Sterilisation) [2001] Fam. 15; Regina (N) v. M
and others [2003] 1 WLR 562; In re A (Medical Treatment: Male
Sterilisation) [2000] 1 FCR 193 at 200. Ahsan v University Hospitals
Leicester NHS Trust [2007] PIQR P19.
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Ala gllaal) (dall (31 Al 1) 288 cAqdle Gl Bawa 1) B (i pall laal aie
"3 (overly burdensome) "AUll L8 ja" ¢ 58w iy yall g3 ¢
ohiianal) (b gl dan Baad Gl sall BUlas () BN Clld g «(futile) " g
8 jdl) Al ) gha cpunt (199 ale JOy Allla yga g
Qb 5 dua Gy pall Alile 615 bl a Al o) B3I S ae ) SR
a8 A0 A ] i da e — Aald aidlal) M) dada B ) paia) 8 AY)
A Blal) e g 130 acialy ¢ Al e a ) ad (ALl ASlulsi) gl slie )
LS 13 g 4Bl g A el BadLdiay aialy JI m La A0 Y (Wil g aialy oS
il gllaal) i 8 JBIIN £laia) (g jall ol (300 de a9 agd Apuailly
Al (Yeroale jalal) Ad8el) 3 a8l ¢y 6il8 2o ) gAY B8 g (Al yuud 3131 aa M Loy sall

(1) "David James (‘The Patient’), a devoted married father of three and
talented professional musician, had been successfully treated for colon
cancer in 2001 resulting in the fitting of a stoma. In May 2012 the
Patient was admitted to hospital with constipation of the stoma. The
problem was resolved, but unfortunately he contracted an infection
which was complicated by the onset of pneumonia and Kkidney
problems. He was transferred to the critical care unit on the 24th May
2012 and placed on a ventilator. During the period between May and
December 2012 the Patient’s suffered a stroke and went into cardiac
arrest and CPR was administered to resuscitate him. As a consequence,
he relied on a ventilator to breathe and was artificially fed. The
Patient’s medical team diagnosed him as being in a ‘minimally
conscious state’ due to the stroke and believed that he lacked the
mental capacity to make decisions in relation to his medical treatment.
The Patient had not made a Living Will or Advance Decision'. Aintree
University Hospitals NHS Foundation Trust v James [2013] UKSC 67.
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ailall 3l iy GLES) ) Gl seall Bl g (ilal) (3 8N Juagi pae s A
sl ad g Y A Jualll dasaall A a) Ala) iy Adld o nall (ag sall
sl e Jpaally b udl el alaall (Y i ol 3 J gl daSaa alal
Gphall Jieal) (g1 340 4By cdpanad) Gy pal) Adlay (Blal Lagd Sl (ks
o pall 3] s ASa) (o Gy eall (bl (G AN (il 9 8 i (alid)
.01 93 adal
0 Al () a9 Al ) Codd ) g L) AaSas 4 La g g
Goal Ama Cla A g (Saall e Al o ali dylial) 3081 () gil8 (e Y13 a0
Blaall A ) paiad) o Bdlay o3 zlall Gl g A e ¢ sall ) daliaal)
o ) Lgd (6% Al JS B lld g i jall (life-sustaining treatment)
8 Al (ELatiY Jlaia) (gf aa g3 W g e pall Apailly ALY (3 4 9l cg22a

e
I3

O Al

(1) " All reasonable steps which are in the person’s best interests should be
taken to prolong their life. There will be a limited number of cases
where treatment is futile, overly burdensome to the patient or where
there is no prospect of recovery. In circumstances such as these, it may
be that an assessment of best interests leads to the conclusion that it
would be in the best interests of the patient to withdraw or withhold
life-sustaining treatment, even if this may result in the person’s death.
The decision-maker must make a decision based on the best interests of
the person who lacks capacity. They must not be motivated by a desire
to bring about the person’s death for whatever reason, even if this is
from a sense of compassion. Healthcare and social care staff should also
refer to relevant professional guidance when making decisions
regarding life-sustaining treatment". Mental Capacity Act 2005, Code
of Practice.
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As ) (ady Alewall 02gd Jalidiy Ja g g ppadliy cigie B Lgdl ¥) (cadal) Lylal)
o pall il plluaal) ands ais 451 g¥) slae) ¢ dglagl) (B syl W il oLy
Aol las Al g i 8 MAS) ) il Yo 1 o0y Y Lay gmaa o) Ay
Sall ad o By o b padill L)

il (g el dabias e Lgad 190 Y (AN alal) ) Bl 4d) e
Blaad) Juday a8 40 G a1 o Mg 7 il Ml o Jguand) B ) et
G S ol sl A OSlg (ol sall o) g g Alllad el adi gang ol 41 ) (LiBiga
Ol W) AR i ) () e 5 () (Gaiad 7 Al g all agadl oL
el anii ale JLde¥) B AAYI B g i Lgiliad b cas) ad Lilal) dasaal)
L) (a (gimall (o el (5SS Bl (ha gz Dlad) 138 Al 38 La ¢y yall i)
O ad g i Al B pad W) LA puing (1) Ay al) Bloal) A
bl pllaal) anids ale el 038 Jha (B cpady 40 o (e g Laaa gilal)
2 ) i) e A sial) 2l gl g el sled C ()6 (B8ad mall oy sall
G S AN g uard Sl 4 ) Bloall Lo (1599 da pllae) pa 025209
g Johl Bladl a8 o oplly (B () ) (Al paad 3131 AL b gll g gl g i)
esan

(1) Aintree University Hospitals NHS Foundation Trust v James [2013]
UKSC 67.
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By Lalad) daSaal) 45 31 La (IS (5 AY) ALl al<al) 0da (i (hag
559 (b tagd el mllaal) anidl sie dlli g (ay pa IS Aualdd) 4l S)xicY)
o) andiy aat Allaca o gady A Lidal) daSaad) e Lgsd b Aliad
{)(a persistent vegetative state)iiili 4 s Ua A alua 2y yal ial)
Al Y 4 ydol) Alzae| aladind Leicester NHS Trust ddius o 5 dua
3929 & a4l ) g geadl Al LB daSaal) cuad Ay slac) ds) g Ju
adld Q) Al sl Ao ol S dlaay (Aal 4y pp) 2k Jas (4 (Al G e
Al 5 Aaa g M 9 4 ) pllaalls (Al 4 ginal) pllaad) Jle¥) Cpag JAY)
Aoliad) 3081 laiaia nal) (adull) (IS Ledie 3 jina g Ayl 223 A g

A cabiwall o pall Aopall <l jlie Wl Llad) daSaal) cortic) add (Ao g
il mllad) daaall e ) Ciledd padla anli sic LieY) B AY) 5 ) g iy
5 L ol pall L) llianall 2008 tagandy ol pal) il ) g <2 sall
Ao laia¥) g AENAY) anll) B B JMA (e Lganll oy 0 ca o b (e
Al g da g M g

Mg Gl all el elliaall ansisl aud o) grgd) 5 s seal) o2a Jalg
31 O3 3 o s Syl gl 130 iy 3) Ailiahl) (54 gud) ()58 dsas] g
s a5t Gy pall il pllaalld agildg tay agilacl il B (g8 0 Y
S elgds JOUEN Gy mall 098 ¢ () dnaddl) pllaall g 4l Ble) a8 )9 i
day pal) 48 ) dpadll) anlll Cpg (e o) Al LAY Laag Blpall 28 o (LS

(1) Ahsan v University Hospitals Leicester NHS Trust [2007] PIQR P19.
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Oplaciily gl b cpinal) palisM
| jaf Agllind) 5 a8l () gil auda g ¢z yall Liall daliaal) (el 4dld celliy g
Allanl) 308l 81 95 52 pnli B Laual) dgle ) Jlaa (b Cpmigeall A il L gl
cbad) (G (68 A0 I LAY adada il pall Apudilly @l g lgade (1
S8 080 oda 3 g5 Y Ladie clgaliy i AN 3AS) 5 agd L) pllaal) andl 48

(1) "Best interests are informed by the patient’s own values. Recently, the
High Court was asked to consider whether a patient in a persistent
vegetative state should have anything other than her physical
requirements considered when assessing her best interests.12 It held
that, even with such a severely incapacitated patient, it was necessary to
consider intangible benefits, such as familial, spiritual, and religious
benefits, that the patient would have considered important when she
had capacity. Consequently, it judged that this devoutly Muslim patient
should be cared for in an environment commensurate with her faith,
even though this was a benefit that she would never consciously
appreciate.The courts have made it clear that patients’ wishes and
values count. Their best interests are not just to receive what is
medically indicated, but are also served by considering their ethical,
social, moral, spiritual, and religious values. An express wish to be an
organ donor is such a value. Case law supports a broad approach to
assessing best interests,13 and this principle extends to the protection of
those who would wish to be posthumous organ donors. If their values
support it, their best interests are served by preparation for it while
they are still alive". SEE: Ahsan v University Hospitals Leicester NHS
Trust [2007] PIQR P19; Re Y (Mental Patient: Bone Marrow Donation)
[1997] 2 WLR 556.

(2) Section 4(6) obliges decision makers to consider so far as is reasonably
ascertainable: The person’s past and present wishes and feelings. The

Vv bl udedlall Sigoedl s



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

rllaally dlxieY) Gl (diliall) L) g A Lilad) daSaal) pliad 5 B La ellly 13850
o cad aal) (edldll Al ) gal) Slel ja Ao patily ¥ Gay pall )
¢(a plurality of interests) 4 siiall mllanll (a 31e BLle) g IS Ly
Ll add (e Adadali Lay ¢ Arall padldll doeLaial) g AR § il allaalls
OMS o Lad Al B e i o (Saall (e S AT Al g Al il ) g lalina g
dalaal) s 45 4o sital) pllaal) 02 (i 455 sl eaal Gua cAda YL aicia
Al ailla e I G jeay (Gl 311 1 el ¢ ral) padidll i)
SRR ) dagl gl paad 8 By 1) Ly A Apilual) () gaall (S 29
agle duan g 0 gAY Jaay o) 08 A AN AdaY) edaia 31 300 Lial) mllaal)
SUA Gl (Y000 ale jaliall ddial) 5 a8l ¢ ild alsaf Can ga Ay dlaa
slad 48 (V4Ad el re F (Mental Patient: Sterilisation) ¢s<2
DB i B daSaal) IS g B ) Aabs alamily Uity 1 8 Lalad) daSaal)

beliefs and values that would be likely to influence his decision if he had
capacity, and The other factors that he would be likely to consider if he
were able to do so. Mental Capacity Act code of practice 2007.

(1) S. Morgan, J. Miller, Beyond the organ donor card: the effect of
knowledge, attitudes, and values on willingness to communicate about
organ donation to family members, Health Communication, vol. 14,
2001, p.121; R. Horton, P. Horton, A model of willingness to become
a potential organ donor, Social Science & Medicine , vol. 33, 1991,
p. 1037; P. Murphy, J. Coggon, M. FarrellA, M. Quigley, D.
Price, Ante-mortem issues affecting deceased donation: an ethico-legal
perspective, Organ shortage: Ethics, law and pragmatism, Cambridge
university press, 2011, p. 136.
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aslal) Bl 58 ) S Eua AlaY) dadaia duday yal gl o 488) gal)
Jaladl) adaiiaads ¢4 L) (pa (BRI ¢y g iy age 981 cuday pall 03gd an 1) A1 3| g (gl
¥ Ad) ) dasaall cipd Gua Lglih Ay 5 e 8 a8 (485 Gl g BV gl g Jead) g
) SR A G e O ALy e e AB8) gall pllae) A Gad) 3 e (S
(AN Jadl Blaa piag Ad) 3 el )y yi AilSa) adny BaS5a cAyliad) § a1
B e (il o g ghati Alla JS) 7 jial) alal) JANH) Ly g pdia ping B ey
g g Sl o oy sall Lial) daliaal) ghay Glld (S 13) ) 488 gal) o

po¢ial Tl gl B gua gty (Ao Ay jaladY) aSlanall a3 (g 9o al) elli Mg
O 1A glia ¢ qullaii crllaaal) i o) Ao Lelaa (B 2 g8 ¢ Lial) plliaal)
Jadi Gy pall | el pelleaalld ¢diad) Asdal) ol eV ol g ba Al ) g 80
J= «quuad (clinical considerations) 4kl Jiluall s 3Le) ja 8 gy
O Faal) oy sall Lald ) 5 AENAY) 9 e laiay) i e y)

(1) In re F (Mental Patient: Sterilisation) [1990] 2 AC 1.

(2) "The best interests test in English law derives from Re F in 1989,9 and
is now given statutory force in the Mental Capacity Act 2005. In Re F, it
was held that neither the family nor the courts had any power to
consent to treatment on behalf of an adult patient who lacked mental
capacity and that treatments could not be justified solely because they
made the lives of others better or easier. Rather it was found that in
cases involving adults unable to consent, a proposed medical
intervention would be lawful only if it were in the best interests of the
patient. Since that case, the English courts have developed a clearer and
more coherent picture, with one common theme being pre-eminent:
best interests demands that decision makers look beyond purely
medical considerations. The then president of the family division made
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Ciodd e agilea dpdi o) dlie @iyl hadal (e (gl agiSl g - Aluad) LAY
A b LS (b g ol A58 gally £) g 2l 13 (b adald ) )3 jlaal Ao
Adad) g G siadl (a pa dilal)

Bial) ¥ ghadil) aliid ) gAY 138 A (ha (g eladY) £ pdial) JAa 488 Ui g
La) ¢doi 5iAl AdaY) adaia Gadld) o83 Jaa Jodal) B gal) 4d (e cléig
Blaaldl B i paiud) o o il ally of AuSaiilSY) aghld gl Aulind) 3 a8l agiladdl
iyl ) (e aghiilaal Ay pdiod) a8 ) gay £ il ) B JAS) Jo o 0B 48 agiSl
Adi gf d3lee

sV 3R JuB G & i) 30 gally £ il ¥ o £ pdiall auili juaiy ol g
OB Cra 315l 038 I (b s gf ()3 I RS s guady (3l 1 ol () el Ll
) 58580 () g A AN LAY anas Galld) o sall Z3 A Lgaladiial g i)
(best ) iall dAalaal) (ghay a8 ) 3 o A &) 0y g Saaaill Ao 3 a8 )
.~ interests

this clear in the cases of Re A, when she held that “best interests
encompasses medical, emotional and all other welfare issues,” and Re
S,when she stated that a decision on best interests asks not only what is
medically indicated, but also “broader ethical, social, moral and
welfare considerations”. See:In re F (Mental Patient: Sterilisation)
[1990] 2 AC 1; In re A (Medical Treatment: Male Sterilisation) [2000] 1
FCR 193, 200.; In re S (Adult Patient: Sterilisation) [2001] Fam 15.
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il B L gild ) b9 a8 4d) V) o(dapdid) Aawai¥) () 9il8 o jlua JSG LSy
il G all lal) Ly AU S g il plad) Jal (e dallaia (485 38 Al
<iigs ((withdrawing life prolonging treatments) sleal) 18 o 4ilay
Vg il ) Aalag (AT BLa M) £l LATL £lewd)
By Laual) Ll ) aria Aulial) 5 408 () 63l o 301 283 ¢ Gaw Lac Sliad
Ao AN AdaY) adaie el paddlly Galil) dpaal) e ) Ja b Jaaadl
O3B a1 LaS ¢ ) AN Al gaua qilbad g 1 AN ) gaua JaB LA 3AS) &3 Al <l ghadl)
&) pplsall (Godaly Ao Lalia) g dpauad) Ao ) Ak g dytial) 3 j081)
Cra il La plidin day agale g Lpana® Guag A1) ciladlall ayaas die duigally
colial) dalaal) Goadaiy Alal) cild Cig N aan JLieY) B AAY) dayg (ile) s
Bdkl) ) A M) addd) plla B o da jial) Alalaal) cuils 13 La )58y o

(1) "The Mental Capacity Act sets in law a framework to guide healthcare
professionals in the assessment of capacity, and how to assess and act in
a patient's best interests, when they no longer have such capacity. It is
made clear that best interests are not confined solely to medical
conditions and may include religious, cultural, and social interests
among others. While not specifically concerned with consent (which is
strictly governed by the Human Tissue Act), the Mental Capacity Act
provides a statutory framework for actions, which may be required to
allow donation, such as delaying treatment withdrawal to allow DCD to
take place"”. C. Rudge, An unethical marriage- a response from UK
transplant, Journal of the intensive care society: SAGE Journals, Vol.
8, 2007, p. 44; see also B. Farsides, op. cit., p. 78.
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"It was banned by the United Kingdom's Department of Health in 1994
on the grounds that it was unlawful to ventilate a patient for the
purpose of harvesting organs, as it did not constitute a procedure
undertaken for the patient's benefit, particularly in the absence of
patient consent”. M. British, docs urge elective ventilation. Canadian
Medical Association Journal. Vol. 184, 2012, p. 837.

"Hastening patients’ deaths to access their organs is clearly unlawful,
falling foul of the laws on homicide. Equally, elective ventilation is
morally and legally problematic because doctors are intervening in a
course of events with the attendant risk of creating a persistent
vegetative state. However, extending the time a patient is ventilated
after an agreed withdrawal of treatment is not analogous with either of
these situations. Provided the decision to withdraw is not influenced by
transplantation considerations, the ethical and legal objections do not
arise. Taking steps to improve the prospects of patients becoming organ
donors when there is evidence that that is what they would have wanted
promotes, not violates, their best interests. A doctor’s duty of care can
thus lawfully include a modest prolongation of existing
cardiorespiratory support pending the necessary preparations of the
surgical retrieval team". J. Coggon, P. Murphy, M. FarrellA, M.
Quigley, D. Price, Best interests and potential organ donors, British
Medical Journal, Vol. 336, Jun 2008, p. 1347.
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(1) D. Wendler, One-time general consent for research on biological
samples. Arch Int Med, vol. 166 2006, p. 1452.

(2) See: Section 7, Human Tissue Act 2004 and its amendments which get
forced on Oct 2017.
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(1) Paragraph 4:"The Secretary of State may by regulations enable the
High Court, in such circumstances as the regulations may provide, to
make an order deeming there for the purposes of this Part to be
appropriate consent to an activity consisting of— (a) the storage of the
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I3 bt by J3beaih) B L) () Unday 1) (b ddale daliaa (g8ail (8 gial)
Lyt il aladiad gl A1) 8 )9 23 98 Cay plial aldd] o slisy)
pgad ) ) A8 gal) Al o Jguanl) jiail La) cagidh) ga s 92 Lguandl agaila (e
Jaasl) Aabu a8 Aliae 45 10y Agall of sladll ¢ 5% Jgd gada
aalal) dalaall dlea W ) BY

body of a deceased person for use for the purpose of research in
connection with disorders, or the functioning, of the human body <b)
the use of the body of a deceased person for that purpose <c) the
removal from the body of a deceased person, for use for that purpose,
of any relevant material of which the body consists or which it contains:
(d) the storage for use for that purpose of any relevant material which
has come from a human body, or (e) the use for that purpose of any
relevant material which has come from a human body". Section 7,
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.
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vexisting holdings" 4aill)

(1) J. Herring, Medical law and ethics, Oxford university press, 2006, p.
350.

(2) Section 9, Human Tissue Act 2004 and its amendments which get forced
on Oct 2017.
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(1) United Nations. The universal declaration of human rights. New York:
United Nations; 1948.

(2) S. Pattinson, Medical law and ethics, 3" ed., Sweet and Maxwell,
London, 2009, p. 516.

(3) S. Munzer, A theory of property, New York, Cambridge university
press, 1990. p. 41.

(4) R. Hakimian, D. Korn, Ownership and use of tissue specimens for
research, JAMA Clinical Reviews series, Vol. 292, 2004, p. 2500.
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Doodeward v 553 (- Ll jiuls Llal) daSaal) cuzd (V40 A ale 88
Liay BLEAYL (Doodeward &4 e sl b Lgaild g ailii (DSpence
Ao i) alily g 4di & caladl ol (A1 «Two-headed fetus Coeil o Cpisd
N2 Ao cphll (Doodeward als (gale sdiul) g Aad) 5 jalasy dlaall
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(1) In 1908, the case of Doodeward v Spence was heard in the High Court
of Australia. Doodeward had purchased the preserved corpse of a two-
headed fetus with the intention of exhibiting it publicly. The local police
seized it, whereupon Doodeward appealed and demanded its return. In
the resulting legal dispute, the prosecution argued that, because there is
no right of ownership in corpses, Doodeward had no legal right to
possess one. The Court ruled that the body should be returned to
Doodeward because it had undergone “the lawful exercise of work or
skill so [...] that it has acquired some attributes differentiating it from a
mere corpse awaiting burial.” In other words, since the body had been
preserved in a bottle “with spirit,” it should no longer be considered a
nonentity and was therefore legally protected.

(2) Doodeward v Spence - [1908] HCA 45 - Doodeward v Spence (31 July
1908) - [1908] HCA 45 (31 July 1908) - 6 CLR 406.
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IS A g ) ey pdial) sl ) (e Agiad Gl B pdua (B Lgaladia L (Ul
St bty g3 (8 Auiliad) daSaal) < B Cua 648 puud) Ayl B Rl 4 ghal) Laga
GSIE (£ andll Craca Lganl pa) g Eliall (g pdial) acad) 1 5al Joa) A (3ad) diad)
Ol 9 A ) Lgila (e Lgd Ailiaie o L Jila iy (o Ay i (D48 pud)
Tadad 4 P ulail) o 2LA5) Jia Pskilled work® Lgals duald il jlga adiiy
S alad) (o) (Al g ) Cilsl by alY gf Ay il aed al g 431 olaliad)
RAREWRE.

(1) R v. Kelly [1999] 2 WLR 384.
(2) Section 4 of the Theft Act.
(3) Rv. Kelly 1998 3 All ER 741.
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(1) R. Hakimian, D. Korn, op. cit., 2501.

(2) J. Mason, G. Laurie, Mason and McCall Smith's law and medical
ethics, Tenth edition, Oxford university press, 2016, p. 513.
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O Al 71 AY Adlas | a3 8l Al die g pdia ade day Y &l 0 ) AENAY
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2 ey lld g cllly oL (a8 g5 (Galad Lay s g agd e Lgdra g iy Jla Adlals
LAY Ll el il (lany Eilaa)

i Al o Aslal) (§g8a 385 (e gl (LS () 9 A (5 AT Bl
o) adaicaall (a ASlall (5 gda JAI (1 W) ¢ (g i) dmadl) 3] gal (g ladll M)
50 aa deald o LT e a8 J adl) A Gigaa (y5d e Y i)
Aade A s A0 B e Y ) o3 B le ga g Aaal) Ly o 5ISH) cilaladiin
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(1) "One of the primary arguments for not allowing ownership of the
human body is the risk of exploitation. That is, by recognising such a
right we may find ourselves on the slippery slope back to slavery and
other such sordid practices from our past that we would rather forget.
There is a problem with this argument though. We are left in a position
where we cannot exploit ourselves. So, I cannot sell my organs to bring
myself out of poverty, for example, but others can exploit me by making
parts of my body their own (and in some cases, make a fortune out of
doing so!)". R. Hardcastle, Law and the human body: Property rights,
Ownership and Control, Oxford: Hart publishing, 2009, p. 4.
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) cobaxt o) ya) b A Ala IS caladl Jua¥) 138 ¢ gz A O o (Al (5 sl
0l Y Ada s ja Ao Blall A PUI pulail) AT (AS g hall 0d) ga Lo &) s
iy Gl PA (e Alima il aladiu) gl oyl o) o pall g G sl
Gl gead) (988 B 088 Al oda (A Lkl Lgilla (e CABAS Ada L]
M e dlld o i iy Lag dde duslall (3a o Jad) dlld jilall Lildy 3 (8 dpiliadl)
2B 6% o Ay DA (e dgale uilSa (G385 a5 (e g (g jlal) AIRI) (B Adas
DAl (<8 5 2l 138 o Juaas

A i puall) (B Ala sag g il dual) Ausla Ly aild Jaal) il A4
At B 11 1 pdat Cadaf oAl g ¥ v e € alad A yddl o) (g8 Haa Sia
il (B ianall A58 gall 4 B30 4005 JNA (e Ao ghilal) 4y pead) Al Jaladl)
LB) e ) aay La g g Ad) Jadl 4 pdeal) Ao U 938 Loy 7= ganual) Cilaladin) aliii
SO ) A Astlal) llasy B ka1 B gy

Gty A peil) daai¥) (98 24T B8 () Ausla pae fapa o g AR
Uiy W8S (5 sl dewad) Glllal § pad) A58 gall Ay A ol 13gd i
Al i) a9 Jay) guiad) 81 935 Ay p Ay (3lai eMalad 6 o A g piiall
Al S g A ja gyl Sl Badas )

Baaiall Aslaall (b ALl 3yl ged) ¢y 9ild Ay 34T La pa LBLES) g (3 2ag
L) daidlal) A8 gal) qullaia (pa (g el £ sl ) 288 bl 1igy

(1) J. Mason, G. Laurie, op. cit., p.514.
(2) R. Hardcastle, op. cit., p. 5.
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Cma b i) a8 ¥ () (B ey Apiliall) () guad) (3 53LE aURS 0L La g 4y )
4 5¢d) A0 ggae gilall 98y Of Aadlll) g 4S9 il Apd¥) aladin) 4e g pdia Jal
S eyl fiall Auuitly SIS g Aailil) o) gal) 020 pa Jalal] iy Ay 02 B
1o g8 bl B La Hlad 3oy A8y e AuslaS uiball (g4 'Ciallt 2ual) ¢) o
Lgd Lhdy ol) g duilucal) (3l goul) L Ui La (0 Cilidy g g lgSDIia) Ay g piial)
Lalls La jilad L&La 4 5¢d) o gdan (oo gilall S o a4yl Aauudy) il
A LA (e Gl O jlga addiia) gl il i Lgle Al

dragiy ddlad) oda 8 b da ) LS a8 5 5aladY) £ pdal) Ciiga Jalg
4 i Aol A1) Ao i pal) A1 ga o pis) sAl g 1390 ale AlLd gl ulaa
el oAl A ga iy pal) Jaial O s (A1 3 (d) £1 2k aLBY Jal e
Aaels Lgal) et Ly Allg adall £1aY) 138 (o daaldll dpud¥) o (g !
4o g pdia Judg Lo gb g chmilay (e Lgil) ) cindl (1) (i) Ju (a A g sia
Aiagal) agish) gay pLTS) agaila (e AB8) gall calkii ) dala 599 Lgaladid

ais (a8l o ) aad oA g ABEN (e caila (pe AAIL Slaa (S La A g
P8R gua (99 Lgealahiian) A g pidia )y ipaaS AS g sal) &y pid) 21 gall Al 352
cileliall ) ghi aa asiiion Y ddaild 4y pdy 3 sa W el Lgd Gadll aladiuy) e
Ldailil) &yl AU Lgilallaia g o3 golaial) Aoy gl L ol gisil) o daildl)
Oagalis) b ghil Lol 3 gas 45 g iall g

(1) "This view of excised tissue was echoed by the Nuffield Council's report
in 1995, recommending that, where tissue was removed during a
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) Juaiiul oo idlliyg ¢ ‘hbody part trade’¥: ) ale g ) dwal)
cilal o Aualddl g agd o)yl dal) cilplaad) JNA JUiLY) (a (i pall 4 <Y
A Sl ) Lga g el

adla o ) cdal ol ddeal) o1 ) Ao 4 o) A8 gal) (po AL (b
e A ) A8 gal) dlacial ) S8 Aty Y 3) cAog gAY AB8) gal) ) ce 7 Ag
e ool Lgan o 4 pdal) AL Jlady) o 488 gal) Jadd! cdgal jal) ciglasl)
SOA 0 Al 4 ) 3 gall sl cils gl g

e g @ Ao b B 4 Ha) A 688 o (e a1 o g s
Jal (e o rall gaddl) 8 (e daidlal) 488 gal) calkiia pliina) a3l ol alid i
Al aie i pall Jod (e ARG ) ARG g) Auailil) daudY) aladiul
Jasly ALl Jal (e Lgealahia Laldi g A7 Yl jad) ) dpuaudididl) cilleally
Lot 81 55 oo i gl Gty pud) Jo8 (ma Lgalaiiis) a8y o 0B 48 (A jlas
daa) jall el Lgaladiin) g g Lagl gl s duaildl) 4yl At g Jalal) 4o g pdia

Qs Cra ) Jgaal) B Ayle pagata AT (a8 oY ol quuadll gl arlaillg

procedure for which a patient had given their consent, the tissue should
be regarded as abandoned by the person from whom it had been
removed. However, the Council's premise that citizens saw no value in
their abandoned body parts began to look outdated, particularly in the
context of the evolving biotechnology industry, and its requirement for
discarded human tissue". A. Lucassen, R. Wheeler, op.cit., p. 190.

(1) A. Lucassen, R. Wheeler, op.cit., p. 191.
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488) gal) callaiia plisind e (o] 3 il Adlga slagailiy Ay pdod) Ay
ila Al £ g pdall £l ) g daay ¢ daldl Glaly ¢S al Al JS daidlal)
Sifial) A oapaat ma jall (e S alg Aol

o s i) £ pdall O oA (Gllal) Cp CIDEAY) A g sy iy
(gelall Adlga (Audadilil) Aty aladin) 4o g pdia Jal Cpe allai B (Y4 v € (408
A sgd) o glaa padl) ) b g8 Galaa Ay g i uall JilBal) A

ety ) A ¢ 338l pas (3 1) 1o g 431 o5l Auadla
S AR Ao (AT gl aladia af Lalla (Aaiblall 488) gal) oy plii 55 pa
s\iiia) B )9yl Jualail) 1308 Ay g e 28 A ) (Afing ol )21 (Gaial Auaildl)
095 8 3 jlaaly Latidal) dgad) Jod (e ABNAY) 488 gall s £ g pdal)

Sl ade JESE D) ¢o ,AY adaiil) cilingd) (e Aliiows Adad & gand) @A il ydias (V)
Cilp) ) sliial G agd dnual) Lo ) anadi Adhaly La g daval) Lo U1 o jall Apla
(B D B L 50 dail cagld (ha Ay ) B2 ga (e cilie (GRLEN Wgale ol S dpadlds
gl BBy sl (B aghid (e Ll aai L jlaal Shw Afiad) () £Y) oS ase ALS
Acfind) Jas ¥ (B (S ldiall e Aalh g Aadhauy (58 g Lol S dgbaa cellly JASH (S
s Al 5 Amuladl) Lgalgay all) & ganl) il @NAT Ahad ¢a a3l 1) YY) s g
g (S ldial) I (e da yhal) AS jldial) (il 6] ) a9 Afiad) ciladhal) o) jmiiesd
La daa pay & gad) ClLBMA] Gl Ao cale JS 80 dade (e LESAT Giagd) ()18 13) Lagd
£ A 30 0 a8 La Bile g Baadiall ASlaal) pladl puan A Aag a1 00 e Ul
) dasiall cildhall e 3 ) Aiall 4y = gansall uaB) aal) o) g dald cllal) AL e Lagy
Jal e 3l geall Gl QadAILY ¢ galll Ala) paal a8 28 (o La Ao pling Lagy T 98
Gl i) paaldl Jav Ao Lgiada Basans clla b g dfiag) al 24 Adg) e
(& ga) ClLEMA Lind 4881 ga o J guand) Gy cdgde 5 ) gall Gl Jaad dadiial) dyilday yal)
A0 el o Alla o B elld g
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Glaiy Bli o A jlaall Gasd il 3 e Adal 4y pdd) A Al
CLEYAT Adad A88) ga aud il qulla el (e ¥ o) 3Ba o) dan YY) (L adan
ol a2 85 Gig) pa) (a5 328 (Research Ethics Committees < gl

4 2 Al A U8 g fag el i e Jganl

5 il Gad¥) A 3B G &gad) ad i e Jpuanll Lo U cig) aY) o g a8 -
.HFEA 4aY) ale g
e s ohil Al GladU Ll Gigadl Gasd 5 e Jgaall Lo DU Cilel 2y ¢ s JaS - ¥
A iy A
Adidal) LpMad) claiiall Ay dad) UDIAY aopead dpadlly dltd g oAy ped) qujladl) 61 50) ¥
CLENAT At 488 ga 0 Ao Asgan i) Adall) & B ua Ay pidlad) & gandl DA, Al
Ao kel LAU hska e (o il () A pital) ¢ gaull dpually tlaia 8 &)
Agiiall 4500
Health Research Authority (HRA) website: Research Ethics Committees.
Available at, http://www.hra.nhs.uk/about-the-hra/our-

committees/research-ethics-committees-recs (1/9/2017)

(1) "Research Ethics Committee approval Research Ethics Committees are
concerned that patient care and diagnostic needs are not compromised
by the diversion of material for research purposes and protect the
dignity, rights, safety and well being of all research participants.
Research Ethics Committee approval must be obtained: as part of the
application procedure for an HFEA research licence, for research
involving human tissues and - for clinical trials of all stem cell derived
therapeutic products. The Steering Committee has agreed that
Research Ethics Committee approval is not required for laboratory
based research involving established human embryonic stem cell lines"'.
A. Lucassen, R. Wheeler, op.cit., p. 192.
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Jalaill) A g ydiay o Sl £ sdiall graws Cua cimported tissue g (e
3 gty e (et Lalld 13 g cAaidlal) 4881 gal) oy plicin) ) dala 098 Ly
S = add Mgy Al il LAY s (Importation) 33, sisa 4y iy
o (e ABpual) A8 gal) o Jguaal) g ¢ Fagl) aladia) due g pdia dday pih oA e
3) g (e ) i) 2 La o) (B A (382 G ¢ alad) Cuand) GBS 40l
W e Glasd gl | g G i (pd ) s J Gt af 0B 4 iy Aol g
3 gl (i Jalarill uaalilall (3 g5UAY g ANAY) JUaY) JAST 93 JB (pa W) paly
OdLal) @l

A aidlal) 488) gal) Cuthiia dpar] (e a ) o g AT (B Laa padils
¢ Iy £ diall O W) (g sl ducal) ) ey Jalah (g1 A g pdial il S S
e G il a) 3N e A i) Al A e aB Saaaa alla g
e L3 g (daidlal) 4880 gall Calhiia A (@l pmall sl (e (FRadI Lgdile
D o (b Ll ey ) g (35 61 A1) ol aladia) ddaa i 58 (o] )
Jalailly eald el i )8 (ol o) ol pdd) i) A Ao Baad cWLa e
488) gal) ulhila plifind (e EY oy ¥ A g (388 o (90 &y 315 Lo
Al

(1) A. Lucassen, R. Wheeler, op.cit., p. 192.
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Acabily Bldd of Ao jlaa padd o Ao A pdnd) A G gl s
S (iaall Gt Jod (e Aaidlal) A58 gall o Jguanall (g8 L3 g ¢y i)
G (LAl b Lgle (o gaial) Gal 23 DAy AT a8 (gl (adl
Al pheacal) i) gl sy oAl g Oy L ALl 0 i) i
A giad) 093 O Ao Aiilal asal) ) gia Al b Calldal) (adldll 4 gilal)
el aad) Salaii Y A Aa Al gl el gha ¥ 5 alati Y Baal ) A Bkl
43ia 5,000 sob Lay i jalallg ¢ (Statutory maximum fine) A s5Lal)
LOlaads g oAl i
sda (e dcu laay 3l Al G ey peid) AV G 5ilE i) 288 (elldy g
Leale callay day ja cdeaidlall 488) gal) callaia pliiad 99 Aua gas dalaial) Adadsy)
(g i) 3 gal) g1 ) iy aladin) e g pdis ade Ao pad LaS ¢ gilal)
g i) dad¥) (538 (B Lgale (o guaal) i ol (i 2Y gy £l 3
U3 AR Jla B A gilal) el giad) e al

(1) Paragragh (7), section 5: A person guilty of an offence under this
section shall be liable— (a) on summary conviction to a fine not
exceeding the statutory maximum; (b) on conviction on indictment— (i)
to imprisonment for a term not exceeding 3 years, or (ii) to a fine, or
(iii) to both. .Human Tissue Act 2004 and its amendments which get
forced on Oct 2017.
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pladia of Cp AT o) A1) e Al S deay s LS pa padll) dry <ol (g
9 Aalia A88) ga g8 LAY 11 o gay A gana (a2l Ayl Ay
Rl Y Ganda (e ol g8 (Balal Jal (e Lge £ ilall 3 gal) (AT g aladid
LS 130 Ay gawall (e gadld) I3 ay o) Ao 0ol s gy dgle (a guaiall
) 3 geall e (e Cad ) ga (e A SR g cdaddiny La i J ghaa e ) Aliay
OSSN 138 alSal aads
Jla (o A il Al giuaall (1 g pa ¢ (g 5aladY) £ sall o] 288 (elldy g
A8 JaLal) 11 A jlaa 4l (1) saliic D ab g a3 A gl Gulpnad 2525 iy La gl
AlSa¥ adady Ualis (ud 4dady La o) (@) o) Aaidlall 488) gall j3) 65 ¢ gun B Caa
G5 O 99 LA Ay e Jlaa by il pidal) plale ald o ¢ gildl) 120
AL (pady Jgie Jula e 3R sl 81 gy 38 Aad) o3 b (2o pally Al agul
o el g (e daidlal) A88) gall B gy
A phally 4yl Aaei¥) (1938 G gay (g SuladY) £ pdial) B a8 (Sially g
Oy SRTIBEN]
adil) 4881 ga Ao Jgaanl) B gy alay o Aule g (S gl alay ¢S ()
Aadal) 4881 gall o Jguand) ¢ g2 BUEL (u jla U3 pa g o plnall
caddll gild d Jas dlia ol aday o Agle ey QS 9l aldey (LS (@)
e e Jaill 13 Jia 0 g Aral)

(1) Section 5: “Prohibition of activities without consent etc. (1) A person
commits an offence if, without appropriate consent, he does an activity
to which subsection (1), (2) or (3) of section 1 applies, unless he
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Cea 1) Al Aay ya LSS e gadldd) Ay pdnd) A o 938 e LS
death ) 3L 3algdi aga g (98 Ay Al ld 3 a9 (5 sy Sy (Blachy Ul

(0))

L3 g G 0 (certificate

reasonably believes— (a) that he does the activity with appropriate
consent, or (b) that what he does is not an activity to which the
subsection applies. (2) A person commits an offence if— (a) he falsely
represents to a person whom he knows or believes is going to, or may,
do an activity to which subsection (1), (2) or (3) of section 1 applies— (i)
that there is appropriate consent to the doing of the activity, or (ii) that
the activity is not one to which the subsection applies, and (b) he knows
that the representation is false or does not believe it to be true”. Human
Tissue Act 2004 and its amendments which get forced on Oct 2017.

Section 5:“Prohibition of activities without consent etc (4) Subsection
(3) does not apply— (a) where the person reasonably believes— (i) that
a certificate under either of those provisions has been signed in relation
to the cause of death of the person concerned, or (ii) that what he does
is not an activity to which section 1(2) applies, or (b) where the person
comes into lawful possession of the body immediately after death and
stores it prior to its removal to a place where anatomical examination is
to take place. (5) Subject to subsection (6), a person commits an offence
if, when he does an activity to which section 1(3) applies, the death of
the person concerned has not been registered under either of the
following provisions— (a) section 15 of the Births and Deaths
Registration Act 1953, and (b) Article 21 of the Births and Deaths
Registration (Northern Ireland) Order 1976. (6) Subsection (5) does not
apply where the person reasonably believes— (a) that the death of the
person concerned has been registered under either of those provisions,
or (b) that what he does is not an activity to which section 1(3) applies”.
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.
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i seaill Sae (398 (Y 4dl Sl g Glad¥) Sy L a2 Tana (S5 a5 g
g2 Al 4as gf cnon commercialisation of the human bodys i)
s ) lall g Gl G gda 4B Lganl Al gal) (39U g1 (pa apaal) B Eld g
G (g ) Gilsll dal S g Gl 58 dilaad (29,88 ulaa G 3 aball
(A gal) il a5 slal) ale CLENAT & 4y g) 11 jaa (B Al A8EY) Jia
I el Al o gie ciad Cpla il g AELEIYY ca 1Y Balall i gaid
uualSa (810 Sana ) 53 95 (Y 400 a9 (s o) ) AlB e ale s (2 8 o
e

U3 g A BERYY D Ga Y Y Balal) Cuad faall 138 sla ) fra i A BaL g
pladia g 0o 30 pdia Ao A Jal) Glady) dad 31 ga (a palAT T ) gle il
(B U ) Y A 3) coad AN A e AL Cleady) S (e gl 3] a3 ga
488) gal) cilp) ) sliiad a9 puilall Lualial) cilaglral) (o Gaall lady) ¢ pua
dila e dllaial)

(1) Convention for the protection of human rights and dignity of the
human being with regard to the application of biology and medicine:
convention on human rights and biomedicine (adopted by the
Committee of Ministers on 19 November 1996). Council of Europe
Convention of Biomedicine.

(2) J. Rendtorff, P. Kemp, Basic ethical principles in European bioethics
and biolaw, Barcelona: Institut Borja de Bioéthica, Vol. 2, 2000, p. 325.

(3) A. Farrugia, J. Penrod, Payment, compensation and replacement--the

ethics and motivation of blood and plasma donation, Vox Sang, Vol. 99,
2010, p. 202.
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g bl duadly Aal) cild 3l gall LAY (Y g ale jalall 4 pdd) AadY)
Adly allad) gadl)
B Taga (Goalal (3ldad A gal) G5l (ha Bpanl) Comen g 288 ¢ Gas Las Suad
ot B 2alasal) Al g0 B JRY) (g piictl) o guia) Jadin) ¢ g pudil] s (B o
sdh ol Jady tadadd pdal) (glhai 1 ot o) Ciliidia ¢ o lisLd (DNA
sde ) oS gill daliia 8 Aliaa Baadiall aal) 4] Cica la ga (Al gall (il gl
allad) (oY) jaa dua ¢ alall adiil) i (a5 pdal) Cuad) Alaad A g0 ALY
ke A oY) Balall caa gy (el Ml Dbyl Goday g i) agiad) Gl

(1) The Explanatory Report to the Convention clarifies the meaning of
“body parts,” which includes “organs and tissues proper, including
blood,” but excludes “hair and nails, which are discarded tissues, and
the sale of which is not an affront to human dignity.” Convention for
the protection of human rights and dignity of the human being with
regard to the application of biology and medicine: convention on
human rights and biomedicine (adopted by the Committee of Ministers
on 19 November 1996). Council of Europe Convention of Biomedicine.

(2) United Nations educational, scientific and cultural organization
(UNESCO) universal declaration on the human genome and human
rights.

XRE 3LaB g huusgdlall Srgoedl Ml



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

Al B pu) B guae JSU A ) Bas gl o Ly o pdal) Cpad) Asar]
Crag Adld el g ALl AS jidiall Aadl) o ey A 5 g 0 gamy G JieY) iy )
¢ balal) gad sla aladl L W1 qualSall Slaa (5% Wi (o 43 Alaad) b g5 Jal
O dla sbo J88 ¢ S ¥ Aagdal) Adilla (B (g pdill aglal) 0 e Ada

Ml Gl gadadt Sana J) saY)
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ABNAY) ) gl Aadiial) ABLEY) SMA (ha g pna JSA AL gL Al La g8 5 (g )
8 O Yot ugla VT (B e A g g ) Juall A gaal) gl Jand
LB aal) il ol o3l g glal) (B GLENA Ay g ) A garal)
AV G 5iLE i gay g e Sy B Ladie (g julad¥) £ pdiall Jab U g
gl GlS Lalda 4y i) 30 gal) Ao 4 jlad clalad o) olatihay jlaay fase 45yl
B a8 A Hdal) Al (988 G Y aeal) i pad Apdle uuilSa (38T 98 g
Al o gaill plad o3 il e S0 Ay ) 3 gall e Ay jlasl) cidlalatl) bl
9 L paad gabe Jola A g e (1) 1) A padll oS " 1 Y
A Ao gadd Ao ekl Al e (@) gl Al 3) ga ol a6l
dasalid) 3 ga (g a5l a8 (7)) (ba Sy A )l Al ) goa (o Ay ) g

(1) The European group on ethics in science and new technologies, Ethical
aspects of umbilical cord blood banking. The European group on ethics
in science and new technologies, 2004.
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Al o) g e (g skl Gl 8 g o Gagdl i 1 (9) L gabe Jiliay 43 10
add Asla gl 3130 B & LG (o) AL daald 3l g ] g ala Juliay Ay il
9 i (V) Jbhay A8 1 danalild) o) gally Jaladl) apdiii B g s g alai (g gina
Gass g i ) galddl geay (V) 1Bke) @l ol s ple S 9l gy
padd dlaiad Ao odeal) o A LA (V) s (Joliag A8 1 daald 3) ga ey g 3
() ) A o ssiall sadl) o il 5 gl ablly gl (gl gl

Vel A8 G gay (g ey @ pdial) ) 288 lial) I o Lag A
oasd ) alia dladiy (gaba Jilia (o) oAy pdiad) L) () g8 (o ¥Y andl) (1
GBS o) gf A ) dmialdd) ) gal) (pa JAS o) Jada o cAingd b (ADI) g (JAT judas
daalAl) 3 gal) AT o Jada of (Aiugd of (A of (JAT udal LAY Lach
Ad U

gl Sae o5 O By (Al g A 0 Aaaldd) ) gall 0 e A& Y Laag
Al Ll g Ay WA e Jadl gl (e (gSE W 3 61 A JNgal) (e da s
A gall 815V Al (o g Aug g A Ll 2iaY (Gl d (e gl ) o
3 gl (7) «idall A Lelilal Lgaddli a% ) AdaY) (@) gléaa) (1) 45Y)
DA (e 4085 cdlaat Lgale JAaf <l il LS culs ) Adaadioal) 4 9140
LY 3 el (e CADIAT Bajaa ciladiie difaata) dale (i )i Ay i & jlga
(@) 58 e s o Alalal)) Lgie ABia))

(1) Paragraphs 8,9, Section 32: "Prohibition of commercial dealings in
human material for transplantation (8) For the purposes of this section,
controlled material is any material which— (a) consists of or includes
human cells, (b) is, or is intended to be removed, from a human body,
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a3 Y ey Al 3 gall e Slad ¢ i) B (g 5uladY) £ pdall o aad Ay g

i galadid) gl gdad (gdidal) dial g pLacalS (g pdal) dugy Al il

lasall 0o g A Jlal 3) Laadial) 4y glal) claiial) (dial) ale g (5 sl Glady)

drlial) o J guandl s Lo las Leiad) gl (g sl PN sy oAl alad)
Ly ol

Bl i gl 03 it § e o gl 31utnl sl J Sl i

) g

e Al JG o319 (gl (Grgentl) S fase e (e a M) o
CLCEY) (e dpand) LA o) Y gl Baloa dAia Jarag Ml (o (e (i)
Jedl Aaall 5 gicall Ao @l g (Ll g faall 13gs il sie¥) W BT Al 4 gildl)
L) o3a o Lghiaaal caa ey 43 i )

e il cle JUall G dgaadl @ U7 Al g clICEY) oda abl Jalg
call gl Ol g Lal) (AuSy paY) Basiial) ¥ o) Ly (hag claall (g glaal)
QA A g Lgaladia L £ sl 4y i) 3 gally Jealalil) cpe aalil) Joatiaal)
Adiay g £ 3aadl

(c) is intended to be used for the purpose of transplantation, and (d) is
not of a kind excepted under subsection (9). (9) The following kinds of
material are excepted— (a) gametes, (b) embryos, and (c¢) material
which is the subject of property because of an application of human
skill". Human Tissue Act 2004 and its amendments which get forced on
Oct 2017.
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3 g (B geat iy (311 (3 iR Tasal) Gy (Bl B (2 el g Cua

B8 (o Jgeaad) Ailsaly e (Al A gAY (gl (g (5 i) 2l

dsds i) sadll Ao gy £ mial) Ap ol gl liall patentability )8

At B e Lgale il dale il aladin) N (e (S (g1 g La il

O ALall alal) adliad) o Jgwand) B gal) g jlad Adle i e e

5 A g pdiall plikaY duila ) g AuilSall 3 gL 2L ) 8 lldg cp) AN 1A
Lgatalassg

intellectual  4—S& ASlal) QG (a JS& 2 ) 581 35 b
exclusive ¢raal) gall Asilal miad Al g (Dg) 34Y) Jas 3 sall property
GsSs Ol g Al g Baad) cilllaia W jila A giaw o) Ay ydh cdaladind A right
Ngall J36 A cra ) ($Ea% Y La g g ¢ linall alaatudll SLLB Jraladl) Jaa
Lde sl D I s 5 Ltallnas i Aol i 6 sl
Glxila £1 530 (g () AN e ) S (a grman iy (e (e B e B jua
S sy i Aian A8 aladia) (e gl o) Glad) i 8 J e pang
P Slial) daladin) g 4iili g e @ES)) Aoy pdi (b padall LijUas 41K
(g1 58Y) 56y qulla

o i) Aol (638 (ra 4 0 8B Y'Y addll (V)

(2) T. Murray, M. Melhman, Encyclopedia of ethical, Legal, and policy in
biotechnology, John Wiley & Sons, New York, Vol. 2, 2000, p. 866.

(3) "A patent is a form of intellectual property in an invention, giving the
holder exclusive title to use it. This exclusive right is limited in scope,
duration, and geographical area of validity. Any type of invention that
satisfies the requisites of novelty and originality and that can be applied
industrially can be patented'. T. Murray, M. Melhman, op. cit., p. 867.
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Cuad) ilil o g1 84Y) Cilp) s o) Al (3 e8al) e g e il
Goda (of 4 gl Asalil) (re uutSS Y Al g Lgaaa a3 Al clial) e Gundg
e g pdial) Ao Gaaillll dpleall) cilia gl g (Gs8all ¢ Tlualy) Ay pdi cAsslall
LA gl 38 L AAT) &3 AN 5 Aun gl gaal) ) gal) aila g Adad)

aladiay) ACEL ddilaial) 400 gIAN cile) 3 (pa dgaad) LS 88 Glldy
L aSall Sl Al g ) SAY) Bel o i A1) Lglitiia g Aun ol ) 3) gall (5 jlail)
aSlaall (IS 388 ¢ g jladl) JMaiay) Ba ) aa gall Ayl piall G g8 ) guuay
Ui 2 Lgga sl | plia (58N 138 ) gaa S 4a 8

i Tasal A gD Al 61 13 Jaal ca i 340 g syl Apany g
pla Ao 33 ) o) 358N o o guat) pLl g (5 pdiod) sl o bl SNy
1Y) gadl) o dlld g (Lol dilall) g gleall Lk

:"Moore v Regents $gsd dol

A (A M) g (Moore sl alid o4 (5 o) dlli aild g adlss
Laaaaf (s lla¥) (ha i) Lgud analid) (5 903 @b  dd) LOA A o) aal) ¢ja e

(1) "All commercial rights or patents apply to the results of research and
not to the samples collected, for which no rights of ownership are
typically legally recognized. The key rights and duties of the promoter
of the research, the researcher, and the individual from whom the
biological material was taken must be disclosed prior to consent". G.
Hermerén G, Patents and licensing, international controversies. In: T.
Murray, M. Melhman, op.cit., p. 817.

(2) Moore v Regents of the University of California, 793 P.2d 479 (Cal
1990).
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Aila G dadial) pal) e ) ABLSYL ¢ (UCLA) ox sl sl L sdalls
O gl s agd aleia i gl Cum o puday Y (g Jallly g 4y )99 B ) ey
S ) aila il jiil ) ol Lagale S aall ol (o Slad 138 dahal) gy jlad &) s
(aind) Aolait ) o8 i ¢o ) 1y of Ada (FiEy g sdun Ade B O OSay La
La S (A9 o sl Jibead) g 4 giall il gaad) g LAY 9 3 il g S gl LA
s Ay o aguasa pa i B ey Al gy O AdSay g ) Aaily o (Say

Slall a8

clie 9 LAY o34 aladiad A (e el Lgad (a0 <l giad) 038 DA
Balely ) gald ¢ Al gl (ya £ o8 Jiali B 43U A gl 31 gaS (& dall ila (e dadial) aall
Lo Lgale (b LAl b pdad GIA) jodidial) o Lgtinalli g Lgiallaa g Lgayicas
(MO) 43 1d e g ) 3s) 3 Ao ) shan g cMoore 2l ) dpsd «(MO)
i) 9 claiia JS& o ¥ g0 @ jlle ¥ ddaay Ay 9a¥) S )l (s aY Lgau 1 5aldg
S8 Gla et Jha B ppladl) g dia Sl (al ) el aadint Lge g (pa By 8
Cilad) Aalaa g Gaadall 8 (a da prall 4o g3LAY 0 ghall e Addis i) o &l
Lgraiai Bals ) g 5 aldll ualiall sia (aMAi ) dgles el A gaal) g 4y piall
oo AU L Lge i 0 By 8 A g0 cilatila JCG e (3) ) (B Lga g
Moore 2l ade) (53 ol La g g ¢ SI) Adllus (o) saY)
S Ay ) 03] ga Ll ) a Gl gl A uaa daag N AAY ale A
8 piiuwal) A8 gall 73 goad Ao da g g Apadll) 4588 ga Lo J guanlly Glunkal)
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£109 (ma g o il dgalal) GenilSally Moore ) ale 3 ey g
Ao gh ja dyiliad 5 903 P e Gl cdale 93 4 pdudl 03 gal Alal) JMaia)
03] gt alAAE ) (e Aanlill A llal) Al gad) 8 AS jLdiall (b Aoy Agily (e
Ciliidia g o 3l Jiag sdua (e dclaliin) gl 0341 a3 La JS oy ial g A ol o)
dalla axi ad g dda cliadll ¢y Aa dgale Astall o Ad G Al odua (e
Ayl la, e Jaanll |glalad B 5 e al) B lagale eaall ¢y Jleriadl
49 9 i pal) Lgis RS ks Ll dgle ) gkl La ladidd (B aglid ) aie
G 59 L 98 9 agilal Sl ) gla) 88 ) g3 o< clgie RSN 3 ey Ul | Adiall Kle
A sina g dgala oY (ha olile Las duday g2 g agilelusa

cilaiie el Ao L) gdills 8 Ldal) dasaal) sliad 28U (e a8 ) o g
ook Ly of il 3 e L g8 g2 ¥ a¥) (Ol g cadll (e guaddl A e g )
4yl 3 gal) Ao Ashall (5 ooy Gl oY) (b cuiad LT V) cLga alinl)
dalany (el Alall (3 piay L1 (e Yy L2 ) A1 5 cMloore  dpasl] 4 slaal)
£ 5941 e o Ao Jpaadly AR e ) gald A1) g Adad) Jadd oy Silad) L sills
daSaall @ piic) g (Moore ! Lla¥) LAY o dald il g (Gaaai sy
Ot CAAT ) Al (e GRS £ A B ) gy G gy Adal) LAY o
Al W e (Saall (e a2y ol Adld a5 e g (MOOTE e
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Ul e Moore duwll dii Of 43lSa) ) Lilad) daSaal) cppd 288 celld aa g
Ade) g o i) b ALaY) qua o Cpmalal) gl ) (Alall) AsdUng B &l oo
ard) e Al (e (i pad) g Ade Galdil) b g 0 i g guaal) A 3] Guay
1A Ao Al (e d piiecal) A88) gall ) g ABS 38a Ja Aily (pa Bdalecall
RRARELY
Greenberg v Miami Children’s Hospital (MCH) sss2 :h;iﬁ

:("Research Institut

Llaall daSaal) alaf JUial) Aladl) £ 34 & (5 goad) el aild g padlis
<Daniel Greenberg 3sud! Jod (ra £ 98 pall cBaaiall ¥ gl A 1y ot8 4N
by (JUbM Miami Addwa sal Jary g5 Rueben Matalon ikl 3&
A el A glaas oaall An gl ganl) 31 gall 1AY) aladiad Lagia a ysall G
skl ditgy «Canavan disease 455181 () ya¥) 2aby Ao yal) cilial) paas
Llaa da cilad) galdal 3y o) Jod La 5,80 8 dpadal) AiaY) ¢ il
oAl asal) Gaad) @3 Saay ¢uall § (e Canavan o2

g—>: Matalon «-:hl) a8 Daniel Greenberg 2l o) &oaa

G 0 9 5 Ly £ o (1) (A g J gl g pad) il ) A g1 gaal) ) geal)
Bidl) & il dad i) cul LN gl (e dule G 5 Lay oG AY) Cpadlall

(1) D. Gitter, Ownership of human tissue: a proposal for federal
recognition of human research participants’ property rights in their
biological material, Wash Lee Law Review, Vol 61, 2004, p. 257.

(2) Greenberg v Miami Children’s Hosp. Research Institute, Inc, 264 F
Supp. 2d 1064, 1074-1076 (SD Fla 2003).
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U@ Jadi el cpad) Flaciind g J a0 Matalon bl ald Cua B ¢d) J La
Miami Children’s Hospital Adica Jgaa A 53 L 889 «Canavan
Ly Qi) 1agn dliall cld Afiad) clidatl) g ciliall £ 33 350 e (MCH)
) A i) Sl udly Gun B gl (8 La B RN b (el Lad) Al b
o n Cra i La ) SAY) Bpl  aliiul 613 o i) Lle clians
i

Cpadlall (a0 =€ 9 Greenberg wwd) (e JS ady Yo o ¥ ale A
Ginbal) (e ISt g 518 AN 5 Adaal) AaSaall bl dpiliad (5 g2 AV
s3a ¢ ) Of () Lged ) gaiiad (MCH) J-ibaM sl ddcioa s Matalon
aladia Ao ABad) cf ) ghailly agaat Gawall adall j3) o5 ¢y g3 ati A8 ) LAY
Matalon bl 4ol agade ) Abliall cilgal) o il (LS 3) cagilie
A (e Lgale (g s La g agailas (e dcadiall A gl gl 31 geal) MGl
U G TR IR 8 ey 38 Lal (5 jlatl) MBI g

A ol g3 Giald) gl qudall al 3l e AaSaall 4l e ad ) Ao g

Ol 8 Ll V) cdila (e AB8) gal) Ao Jguanl) 39 g geilall ) ciba glaal)

Labatdy) mllaal) e eVl agle o aal o 3 Jady of sk ¥ Gl gl 13

CLBMA) 0 9ilB JAa o ) e B) Al al a) 3 138 0 g Aald (Afiagd) G jlaall

S ad Aalasy) mllaall (e e ol g Eualy) o) Jild A Sua cadal)

i Lagale Ll ol AN 138 (0 ad g o Aal) £ g pdieally p2dly aguald aie Laild
LYoV ale S s Al gia g qulal) LA (i ) gaa

(1) American medical association, Code of Medical ethics, Chicago:
American medical association; 2007.
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O ! A G A ) i) g dagadi g (malal) Gl o Lyl 10T Lgd
Cra dgaal g Ahal) & gand) aladin 488 o ALalsl) 3l B (3ad) dadila g
1Aa e b " o e 3assa M daul) £ g pdeall (e BAELLY) B gl 4D
b 1 AGld e (A 1 ) gda J Cu gl AN Sl e aa ) il Gl gl
o Ofiall) asax s 4Y “chill medical research” Akl &igal)
- Ol 1 AT Jd Lgale Jganad) ati ) g — 4880 gall zilall palical) apiil)
Al e “disclosable event” "glady) ualsCaall™ (s 13 Lad il
A glaay Ae g malad) Eal) (e - adall (38a0 ade Jla A - agd) pail g Y al A
oAkl gad aguiad ) dga) gay g Cial) SlS A ey (e pilall ) ) gad and)
A Y alal) Cuadd) 5825 8 ppa JB 2y 1ol JSE 4B M) gadl) o dd
Al Jad)

= Sl on LaS i g A aSaal) Coa S 48 Ga L ) ALYl
Cra A i) Aot (a0 ot a5 (oA ial) iiall 3l ) <(Moore 582
Of ¢ alll LSha ddaay La g g ¢ ua¥) gandll o 4 gila) g Asad) o) Aalil)
il 3 &) 4 Sha adny Cildaal) Algs B aSaid cdalad (§oda sl pilall Jadiay
L2l e pf ) e LB (pfialall Lgaadi agd g8 3 e dualid) AV
$1) (e Addiaal) ualSall (o Ll Jalial) (& falal) ol i) 39 0 Lo
Afiagl) e g ydal)
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:(‘)Washington University v Catalona $ésa Gl

Lia dgiliad (5 g0 ad py (yhaidi) g daals ald B (g go ) el il g (el
William ) o0 ohi &l g daalay doggdoal) Cfialall g (pal yad) A
LY aladin) o A88) gal) ol pa (e illay 0 el 53 5 «Catalona
Liliea g yal) Aal g £ 2 s L aguilay (o Ll ) coad AN 5 AY) A gl gaal) 30 gall g
@l e 3as Ao agad gi g olia o A88) ga day elld g (Adiad) cilaladian) Jal (e
Alae et pasts ol 08 0y ol e AT el o Ll ) gl ) gal
Gsdall aan 8 agial by ) 1L gl g aaliguall i B Al Gy ganll Mg il
a8 it oY dlle CulSa sl (50 9 L £ ntiall Ao gl gl 31 gal) (e Al g 2B AL
e g (Do) gl i o Lfia) cile g pdial) Jlalid aay dle J guaad) aly
s gal) dpay pil) iall ¢y 88 B dle o guaial) gadl)
Lal Ao ol gl clial) pany el g Amaland (o o1 gl i) L amy g )30
)i «Catalona ) (e (e S agha Yoo v g Yov e Gy
) A sl gl (e jall e (a S 30 JAS Catalona dd) o8 Lasic g 33l
Lgiad jali i o oD dagh dnalal) 4gl) g g L g 4y aldd) pidiall

(1) Washington University v Catalona, 490 F.3d 667 (8th Cir 2007), cert.
Denied, 128 S. Ct. 1122. 2008.

(2) L. Andrews, Who owns your body? A patient's perspective on
Washington University v. Catalona, The Journal of Law, Medicine &
Ethics, Vol. 34, 2006, p. 398.

(3) Revised Uniform Anatomical Gift Act. Amended 2008; Chicago, IL.
National Conference of Commissioners on Uniform State Laws; 2006.
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($ 354 paaad)

3_4Uia Catalona cxhl) )3 daalald) cpy g ddiy all8l) £ 33 oy g
flil g Basiall ¥ gl i Jlady dpdal) dujtal) 8 Luaia Jidid laidl g deals
d Jlad ) i ol gl agilie JAS 41 031 Aniey ably) Uildaa oo )iy olia ya
Chidl g daala cuad ) JAH o) ja) Ao i jall G S dae 488 ga gay L)
«Catalona M 4l 5o ad el a Yoy 281 g ccilial) Jik cunhall #Lawdd)
P il Opilaa e al) (B sal) G paadl JANG U g liall ghisla Ao 2
(= Catalona OSaly (s cqall ¢ Sy & 58 dda ) 4o gl gl a0 ga Ji
i ) Gl O Uyl 1 gile g Lilien g pal) (U o o daill) dlila) & ) jaiaad)
bl 3 g dlal) 3 jLaiuy) Ao Jpaad) B (s Lad) cdaalad) ) agalad
Chidl g daala ) s sl 58 agdaa 58 O (192 «Catalona ) J2 (s a U
Goday BUEIAY) (b aghay (pSudia A gl gl aR) ga (e B9 5 B AY) (38a3 S
A glgnl) agilie o duslal)

£l Ao A8 gal) )3 ) gaua of CliEiaN) AaSas cuab dgiliad
Gsia ol ol ) Ui 39 findl ial S50 oLl ciags A ol gl 1 sally
3 gall o2a ApSla JEIH (Lglhiy AL BallS Lgie ALEU 4ha f i a3 Astall
pladia do Aplall g gla (ol cpadlall GBdy celly g Lgd 3 3ad) (haidl g daala )
aalS 5 5 pafioaall pgi) g (3855 £ guda b Lgy £l A Lalla Lia gl gual) ) gall
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g 55 (sl (e by Ly ol AL oyl A (g ki) aladinay) A
S sbas¥) alading do ol ) J8 (e b i) 483 gall Jo Jgand) -
A ) & gagl) A Aaad)
o) et 0B Aldiaal) 4 el adliall e (g pall ZlalYl o) 331N -
A g gl 3 gall (o L gl a3 Al cladial) o
£ AY) el Ao Alalall Lgilatiia g 4y péd) dpud¥) aladind aae ¥
3 gal) pad oA1) sl (ya Bpatiucal) A88) gall (g8 A ot () 42 Y
Al 4 glal)
4yl Ao g laill aladin) (e Al oY) aculds AlSa) -
A g pial) dgablacl) CABLE 8 g ¢ il yall & ilaiiag
g ppslabl Jod (e ida yall dadial) dadlall g dpnadidl) Jilagd) 3Bl g5 -0
JEY) (e JSi ol AL YT iy g cBaad) dudal) A jlaal) julaa
D0z pal) Ay 4 jladl) @l pailly Juaddvy

(1) K. Piccolo, In the wake of Catalona: an alternative model to safeguard
research participants’ interests in their biological materials, The
University of Pittsburgh law review, Vol. 69, 2008, p. 769.

(2) Greenberg v Miami Children’s Hosp. Research Institute, Inc, 264 F
Supp. 2d 1064, 1074-1076.
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e (s Ul ¥) 068

Gaeaal) adad) Luad 81 o5 il Aa ol gaad) 30 geall Cpaadilall B il ieY) Y
Mg Alatiaal) 4 jlal) ail gl (ald A g g cAlaliaall Lgslaladiudy

ciiaaiual) cilaiiall e oY (s k) JHREY) 4yl 3 gall Jilad gay ¥
Aaliall 4 ¢l gl 30 gall Sagad oo WAL g (g1 SR el Ao Alalall

dila (e 83 ALl A gl gl ) guall Ay g Al (B prilall (3 CiBgy -
G Ldlaal) cpadilall (Sas Y g ¢ sill Ao A83) gally 5 ) B dB3al sic
O ALl Ja g yl) o gua (A cCaliii] Lallds daa ol ganl) 3) gall & 1A SLal)
Lageis Lasd 4o g pica dablad culBUES) Slia s 130 Y ¢ 3alad) ) il
4 ) Ao cilatiiad o el aladiul) cpe AU Ly ) addst

) ) g ) 5540 el Ao 5 Al g Laadiaall
IO Gl Aga) o dagun 6l (53l 03¢y ol AN (L (o (U <l (a9
138 ()l 9 Lo ¥ g (£ 15A Bel Ao Alalall Aaadiowal) cilaiiall ¢pe oY (5 kel
Saad) 3] gal (g b i) g pdiag 1) alad) fagall o ol aay SDlaiuy)
e il b Aaalucal) g Alend) Bl 3u8ad Jal (e GUD S 13 Y (o el

(1) K. Piccolo, op. cit., p.770.
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(1) G. Nicolas, Les Eléments et Produits du Corps Humain, Les Etudes
hospitaliéres, Paris, 2011. p. 11.

(2) See: American Medical Association (Council on Ethical and Judicial
Affairs) Who Should Profit From the Economic Value of Human
Tissue? An Ethical Analysis. Chicago: American Medical Association;
1990. CEJA report E — A90. Available from: http://www.ama-
assn.org/resources/doc/code-medical-ethics/208a.pdf.
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Aoaliaadl) cilaladiul Adlatiall

O Aailil) dgalal) adliall b AS Liall da jall dia jdl) Aall) iy o -
2 Jsaal DA (e Lgilatia ol dawad¥) aadiend (Al 4 jladl) gy judial)
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it (A8 - B i Ll il pall g o el (G i gy <o LY
L0 jall LA (e ALl cilaiial) e @iad gl 6 ¢ - g gl

(1) D. Gitter, op. cit., p. 2502.

(2) "With respect to the equitable distribution of profits derived from
human tissue, patients must be permitted to decline commercial use of
products developed from their cellular material, as an exercise of
control over the terms and conditions of their participation in clinical
research. Alternatively, patients may choose to share in the profits from
commercial ventures that utilize their tissue or its products by entering
into contractual agreements with physician researchers. For example,
physicians may offer patients a small percentage of any profits that are
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89 (JUal) S Ao ((Co-operation and Development (OECD
Cilaiiall (8 g (b Gl k) il glpima g ) 931 (i i) CULBLE) daas™ ¢
sl O a9 .0l ymall i) £ AY) alaE ) (e AU claad) g
S AY 189 Ao aslily gualy aladl fasall ¢l dgiad) Balall ) jads dugan 53
Juall g aad) g 4y i) pliae ¥ g A Lgdiy (a9 A ol gl ilial) (pa
RRPEAL

aa gall dyag pail) mial) 098l o canad) 13a B liey) B AAY) jaang

@ G A pdid) 3 geall S gSLAY PR Ao Gailll) o] a3 (“UAGA”)

i gah Al Cpung 3 2B 4y pdial) ) gall g agdalad GUS ) La Jla (B el g (Al giea

cilidan () (pa AdalS) dilandly 4y pddl 3 ) gall JHEEaly Cpadldl) aialy ¢ gAY 13
JJalail) B Al s B g5 Ay i gl grilly

realized on products derived from the patient’s cells". American
Medical Association (Council on Ethical and Judicial Affairs) Who
Should Profit From the Economic Value of Human Tissue? An Ethical
Analysis. Chicago: American Medical Association; 1990.

(1) Organisation for Economic Co-operation and Development (OECD)
Guidelines for the Licensing of Genetic Inventions. 2006.
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(il g <Biomedical Tissue Services ¢ szadl ol Giladd a8 ¢paailil)
§ ) dad) ) ga (e Aatiieial) 4 HE) 3 gall g gaiBale) o
90 o 9o agal 34 524 <Regeneration Technologies Inc ("RTI")
AR 5o gl agale (193 ag 93 (e aladia) (8 Ay pdal) ) gal)
Cyndia Kennedy-McInnis 3md) (e JS cund )y oY o 07 als 88
aar Lk 43ilad s 9o < Ann Warren-Kennedys 4-lile 31 8 (ra dausig
e S A il i Eu g ) bl laddy g Lagh (b ) sl alddy)
44a\<! funeral homes JilUiall 3 i (e 30 A (10 aga g3 Elia dadl g allis
o sailly Gl dy pdial) daal¥) ciladd o CpallBll Lgan 5 cdl ) 59 905 Adyia (B
S Ao i) A g PO g Bl (3l ang 53 (B3 (B s gl (0
Suad agida) g ((“right of sepulcher” sl & (3all) agidd) sa 939 agals
Jal (e Euliad) 8 lag B al) 13 ad g3 9 agdo Lasd o jmal) adially dl1d e

(1) Kennedy-MclInnis v. Biomedical Tissue Services, Ltd., No. 13-CV-6545,
slip op. (W.D.N.Y. April 12, 2016).
Jsda sy "“right of sepulcher” &l (& 3l Cias Ly s ol A ¢ se 2al) dldi (V)
hoial) i 5 lua b Gllaall Gall b gtiall LY cdulia B 3l gund) ¢y I8l Lib g
$90 G G i oo Ly adbal gl Lggle ddlaall 34l ) g8 decedent's body
S Gl 1an Bde g dn of B ey JAak (el (gl G (e ol gadl) Gtk B Cladal)
08 (Astall sl B G uBY (ay gatl) iy Of (A8 LA pal) a9 Aaids B guay Jalay
Cra a9 (B3 (B agial ) g agie ) (B A Al G JBY) gt (a1 Agaadill) ) puay)
. Qaa JSy agu gkl B8 g (1 gial)
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Codes of sl Sl 3 gay Abal) €l Cpaigeall g Arigrall Closs sall
JMa—as sl 9 H g (Practice and Guidance (HTA Codes)
A 0 oS JUIaS Ae L) cpaty La Gl dglaal) 3 gdial) aady 2 5
Jilal A alaial) dlant) dua jlaal) 45 gaas Lgilal i g 4wl At
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-(‘)GM‘J

(1) The HTA has two principal statutory functions. The first is to inform
the public and the Secretary for Health about issues within their remit.
The second is to license and inspect according to their regulatory remit.
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The HTA provides guidance in the form of Codes of Practice covering
the following areas:

Code 1: Consent;

Code 2: Donation of solid organs, tissue and cells for transplantation;
Code 3: Post mortem examination;

Code 4: Anatomical examination;

Code 5: Removal, storage and disposal of human organs and tissue;

Code 6: Donation of allogenic bone marrow, peripheral blood stem cells
and donor lymphocytes for transplantation;

Code 7: Public display;

Code 8: Import and export of human bodies, body parts and tissue.
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(1) Section 15: General functions The Authority shall have the following
general functions— (a) maintaining a statement of the general
principles which it considers should be followed— (i) in the carrying-on
of activities within its remit, and (ii) in the carrying-out of its functions
in relation to such activities; (b) providing in relation to activities
within its remit such general oversight and guidance as it considers
appropriate; (c) superintending, in relation to activities within its remit,
compliance with— (i) requirements imposed1 by or under Part 1 or this
Part, an (ii) codes of practice under this Act; (d) providing to the
public, and to persons carrying on activities within its remit, such
information and advice as it considers appropriate about the nature
and purpose of such activities; (¢) monitoring developments relating to
activities within its remit and advising the Secretary of State, the
National Assembly for Wales and the relevant Northern Ireland
department on issues relating to such developments; (f) advising the
Secretary of State, the National Assembly for Wales or the relevant
Northern Ireland department on such other issues relating to activities
within its remit as he, the Assembly or the department may require.
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.
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(1) Section 6: « The Human Tissue Authority (HTA) is the statutory
regulator which supports public confidence by licensing organisations
that store, use and remove human tissue for purposes such as research,
patient treatment, post-mortem examination, teaching, and public
exhibitions. We also assess and make decisions on organ and bone
marrow donations from living people”. Code of Practice on the Human
Transplantation (Wales) Act 2013 .
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(1) DI: Designated Individual, the individual designated on the HTA licence
as the person under whose supervision the licensed activity is
authorised to be carried on. Human Tissue Authority, Guide to Quality
and Safety Assurance for Human Tissues and Cells for Patient
Treatment ,12 November 2010.
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(1) Section 51: The word “individual” means that the DI must be a specific
human being) i.e. it cannot be a corporate body. A guide to licensing for
Designated Individuals and Licence Holders. March 2006.

(2) The Human Tissue Act 2004: reflections on recent changes in
regulatory affairs in the United Kingdom.
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(1) Section 25, Part 2: “Breach of licence requirement (1) A person who
contravenes section 16(1) commits an offence, unless he reasonably
believes— (a) that what he does is not an activity to which section 16
applies, or (b) that he acts under the authority of a licence. (2) A person
guilty of an offence under subsection (1) shall be liable— (a) on
summary conviction to a fine not exceeding the statutory maximum; (b)
on conviction on indictment— (i) to imprisonment for a term not
exceeding 3 years, or (ii) to a fine, or (iii) to both”. Human Tissue Act
2004 and its amendments which get forced on Oct 2017.
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Apgd) 3dai o) Aoy & Allaliati) b pdla B i) cpaaal) ad&l) Jaa Al
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(1) Section 17: The HTA has power under paragraph 7(2)(b) to revoke a
license if it is satisfied that the DI has failed to power to revoke a
license, the HTA may instead vary discharge, or unable because of
incapacity to discharge, the duty under Section 18. Furthermore,
wherever there is the license. A guide to licensing for Designated
Individuals and License Holders. March 2006.
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(1) See: sections 46 to S51:Characteristics of the Designated Individual. The
HT Act does not define what characteristics make a proposed DI a
suitable person to supervise licensable activity. However in the
Parliamentary debate on the Bill in the House of Lords, Lord Warner
said: 47. “The Designated Individual will not be a person in a particular
role within an institution; that is it almost certainly need not be the
Chief Executive of a Trust, or the Dean or Vice-Chancellor of a
University. The Designated Individual will be a person who in each case
is in a position to ensure that the activities carried out under the licence
complies with the regulatory requirements to which I have referred.
Indeed........ before someone becomes Designated Individual they would
need to establish that they were able to bear and discharge the
responsibilities which go with being such a Designated Individual. The
system is constructed to ensure that people do not get into a situation
where they become Designated Individuals who cannot discharge their
responsibilities under the legislation. 48. The person might be a Head of
Department of a clinician, a scientist or manager. What is important is
that it is a person who is in a position to secure that activities are
conducted properly by people who are suitable to carry out those
activities and that all the necessary requirements are complied with”. A
guide to licensing for Designated Individuals and Licence Holders.
March 2006.
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(1) Section 50: The DI for establishments affected by the Directive will need
to fulfill the same criteria as those of the “Responsible Person” as
described in the Directive. The EUTCD states that the Responsible
Person should be in possession of a diploma, certificate or other
evidence of formal qualifications in the field of medical or biological
sciences awarded on completion of a university course of study or a
course recognised as equivalent by the Member State concerned. They
should also have at least two years’ practical experience in the relevant
fields. A guide to licensing for Designated Individuals and Licence
Holders. March 2006.
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(1) See: paragraphs 6,7,8, Section 4: Where a person appoints two or more
persons under this section in relation to the same activity, they shall be
regarded as appointed to act jointly and severally unless the
appointment provides that they are appointed to act jointly. An
appointment under this section may be revoked at any time .A person
appointed under this section may at any time renounce his
appointment”. Human Tissue Act 2004 and its amendments which get
forced on Oct 2017.

(2) LH: Licence Holder, means a person or corporate body who holds a
licence under Schedule 1 of the Quality and Safety Regulations. Human
Tissue Authority, Guide to Quality and Safety Assurance for Human
Tissues and Cells for Patient Treatment ,12 November 2010.
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(1) A material transfer agreement (MTA) is a contract that governs the
transfer/exchange of material such as human tissue from the custodian
to a third party. Material Transfer Agreements for Human Tissue
Samples, Liverpool John Moores University’s, 2015. Available at,
https://www2.ljmu.ac.uk/.../6 _Material Transfer Agreement LJMU.
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(Dhttp://old-www.path.cam.ac.uk/administration/policies-and-
procedures/human-tissue-act-faq.html.
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Sector Licence no | Premises Designated Individual

Anatomy | 12135 Centre for Clinical and Comparative | Mrs Kate Healy
Anatomy

Research | 12200 Bristol Dental School and Hospital Dr Maria Davies

Research | 12248 School of Medical Sciences Dr Wael Kafienah
Satellite Site: Langford House

Research | 12273 School of Clinical Sciences, Learning and | Professor Patrick Kehoe
Research

Research | 12512 Qakfield House Dr Sue Ring

See: Human Tissue Act 2004 University of Bristol Code of Practice.
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Lgsd S (Al cilal) lae Lagd el g cdgale adlia (3381 (5 pdid) ducal) 3) g
Cilgaa sl cilthiia ¢ g (b g A W) (81 AY) Bel o ad) £ g pdiall
A il g poabpal 13850 g (VA i) DAY g A L Aaldl) Ay g, 6!
s 3 jabad) (A pdod) ottt dadlud) g 8 gl il gly) b La gl 4yl
G stbat) doa gl a gadl) da g oA i) At A Clgaagig Y oV
plliiy aldll g Yo oV dgagio pgday (A1 115 ¥ )y juadgld VY B lgaila
dadd jall Clcusall asan A oy A pdal) Ao din o3l 283 (3 gad) 3 10)

B8l 8 9 ey oy yial) ciliplal) ial 24 Ay 2 5 gen Jalaii 215 clgDA O30

(1) See: Directive 2004/23/EC — quality and safety standards for donated
human tissues and cells; Commission Directive 2006/17/EC of 8
February 2006 implementing Directive 2004/23/EC of the European
Parliament and of the Council as regards certain technical
requirements for the donation, procurement and testing of human
tissues and cells; COMMISSION DIRECTIVE 2006/86/EC of 24
October 2006 implementing Directive 2004/23/EC of the European
Parliament and of the Council as regards traceability requirements,
notification of serious adverse reactions and events and certain
technical requirements for the coding, processing, preservation, storage
and distribution of human tissues and cells.
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Al faailall g puda sal

i gad ad oY o) o alad Ay pdid) A AL 0 (e dlall A g1 G gad
Ot Ae gana 40l (dginal) Cilucusall JoB (e As il Caal gl (B3 gad) B 1) aldas
A3 g (gt Y ALl Gty (oA dwagall gl aait Adlaial) i) aY) g cillaad)
alAdiad A e i g (Ll agiall g paicall Cpaeadl) Gasday gl gadll o
claiia b ot (e il gal) (Say Lay ¢ plaldial) ani g daa) jal) oo aild ol
Lo g8 pall Allaial) pulaal) ki cilasd g

(1) Section 23: “Quality management Licensed establishments must have a
quality management system (QMS) which ensures that tissues and cells
are fit for their intended use, and do not place patients or donors at
risk. Processes carried out must not render the cells clinically
ineffective or harmful”. Human Tissue Authority, Guide to Quality
and Safety Assurance for Human Tissues and Cells for Patient
Treatment ,12 November 2010.

(2) Quality management system: A set of processes that define the
establishment’s approach to the management of the organisation. It
should ensure continuous and systematic improvement through use of a
quality system and quality review ‘tools’ such as audit and risk
assessment, so that the establishment provides products and services
which meet required standards. Human Tissue Authority, Guide to
Quality and Safety Assurance for Human Tissues and Cells for Patient
Treatment ,12 November 2010.
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aba 4de (el ) jaa dand Ciad o3 (addl) mllal JAY) Jery dua
oedd S (LAl o g (3w LS — s 9 ((LH) (Licence Holder) uas sl
At g Ba gl il gd (e V 2By Jgaad) o gy duad ) elliag (g gna i anh
Oy ) i) Aigg!
4818 pladly dinall dada¥) g Clucupal) 4818 2 3405 (Al D Can gagd
Cifaaal) SlIAS g clgdaliad A jlaa i Lgaila (e dagiall g oY) g Judall cilulas
daa) jall g (3843l el Y dsadaiil cilullatall Ledlite) (g (Lgdid (ha daddiviall
adle oy (JBY) Ao it IS agial oy cplh Sag (e el ) il

(1) Section 28:”The DI is responsible for the implementation of the QMS,
but the participation and commitment of all staff working under the
licence are essential for an effective system”. Human Tissue Authority,
Guide to Quality and Safety Assurance for Human Tissues and Cells
for Patient Treatment ,12 November 2010.

(2) DI: Designated Individual, the individual designated on the HTA licence
as the person under whose supervision the licensed activity is
authorised to be carried on. Human Tissue Authority, Guide to Quality
and Safety Assurance for Human Tissues and Cells for Patient
Treatment ,12 November 2010.

(3) LH: Licence Holder, means a person or corporate body who holds a
licence under Schedule 1 of the Quality and Safety Regulations. Human
Tissue Authority, Guide to Quality and Safety Assurance for Human
Tissues and Cells for Patient Treatment ,12 November 2010.
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Lty Gl 8 55 Y Lt Al 3 800 (o Acadld Jand) 13 agal<i 3 538 (il
gl adadl 31 95 3 saa ()l g agl AT 4 ald La 48) jal AliLaa Baa A o Al il
Bagall g 80 bl JUiia) Juad) agia ¢pBadl) IS cpliladl ghay Sl

Athtal) Al (Gaeui aalali Jal (e Bagall jde Cppahy dsnse JS a3l
3) gall Jia) Aland) galail g mllaal) B bl 5Y Ldadg Basadl julaas sl sll
L) il pa a5 puilea 5 ) gus B3l e &l iy Wi iy oA )
dan) jall 3800 clalery 2Ll e Sl gl Saia dal g dlliy
o 829 8313 Uk 50u (F dul ol | QIGL] Bl 0§ illminai o Juinb L ud (V)

o gl i

A Aol dealad) (38 yall g oo gal) Jand dalaial) Jayl gually 3lacly Lasd
GrB pal) Ll A aidla g Aailia 3y g pudn B3 gl 303 aldad o Shheny oAy pdid) ApusY)
daial) cilllie pa Jaadl Lgiu las (38155 Oy «Jardl Lgdlaly Lgd ol pall (2 il

(1) Section 30: “The establishment should consider the appointment of a
quality manager to coordinate the activities required to meet quality
standards. Ideally the quality manager should not be directly involved
in the activities of the tissue establishment in order to foster an
independent approach, e.g. to audits. The person appointed as quality
manager may be an existing member of staff with other duties, but with
sufficient ring-fenced time to carry out the duties of quality manager”.
Human Tissue Authority, Guide to Quality and Safety Assurance for
Human Tissues and Cells for Patient Treatment ,12 November 2010.
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(1) See sections 39 to 49:” The establishment must ensure that it has the
equipment and materials necessary to effectively carry out the activities
for which it is licensed. All equipment that might influence the critical
quality and safety parameters of tissues and cells must be designed,
validated and maintained to suit its intended purpose and to minimise
any hazard to donors, recipients or operators. It should permit effective
cleaning. Maintenance, monitoring, cleaning and calibration should be
regularly undertaken. A traceable standard should be used for
calibration, if available. 42. All critical equipment must have set
operational limits (such as temperature, humidity etc.) and must be
monitored. 43. Procedures for the operation of each piece of critical
equipment must be available. These should detail the action to be taken
in event of malfunctions or failure. 44. Specifications of critical reagents
and materials must be documented, and suppliers must be chosen based
on their ability to meet those specifications. The establishment should
have a list of accepted suppliers of critical reagents and materials.
Suppliers should provide a certificate of compliance for every lot of

materials.....”.

Human Tissue Authority, Guide to Quality and Safety
Assurance for Human Tissues and Cells for Patient Treatment ,12

November 2010.
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(1) Section: 29: The quality system should include the following
documentation: a. a quality manual which provides an overview of the
quality system; b. standard operating procedures; c. guidelines, e.g.
from relevant professional bodies or advisory committees; d. training
and reference manuals; e. reporting forms; f. donor records and any
records required by the HTA; g. information on the final destination of
tissues and cells; h. a risk management system; i. non-conformances
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and incident monitoring and follow-up, including serious adverse event
and reaction management; j. a mechanism to control changes to ensure
these do no adversely affect the quality and safety of the tissues and
cells and which allows for the mitigation of risk associated with change.
Human Tissue Authority, Guide to Quality and Safety Assurance for
Human Tissues and Cells for Patient Treatment ,12 November 2010.
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(1) SOP, standard operating procedure: Written instructions describing
the steps in a specific process, including the materials and methods to
be used and the expected end product. Human Tissue Authority, Guide
to Quality and Safety Assurance for Human Tissues and Cells for
Patient Treatment,12 November 2010.
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(1) See Section 163 to 173: “LHs must have systems in place to ensure that
all tissues and cells procured, processed, stored or distributed in the UK
are traceable from donor to recipient and vice versa. Full traceability
must also be in place for all products and materials coming into contact
with these tissue and cells and that could have a critical impact on the
quality and safety of the tissue or cells....”. Human Tissue Authority
Guide to Quality and Safety Assurance for Human Tissues and Cells
for Patient Treatment ,12 November 2010.
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(1) Serious adverse event, SAE: Any untoward occurrence which may be
associated with the procurement, testing, processing, storage or
distribution of tissue or cells intended for human application and
which, in relation to a donor of tissue or cells intended for human
application or a recipient of tissue or cells: a. might lead to the
transmission of a communicable disease, to death or lifethreatening,
disabling or incapacitating conditions, or b. might result in, or prolong,
hospitalisation or morbidity. Serious adverse reaction, SAR: An
unintended response, including a communicable disease, in a donor of
tissue or cells intended for human application or a recipient of tissue or
cells, which may be associated with the procurement or human
application of tissue or cells and which is fatal, life-threatening,
disabling, incapacitating or which results in, or prolongs,
hospitalisation or morbidity. Guide to Safety and Quality Assurance for
Organs, Tissues, and Cells, 2™ edition, 2004,Council of Europe
publishing, p. 84.
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(1) Notifying the HTA of any serious adverse event or serious adverse
reaction within 24 hours of discovery (see paragraph ). in section
serious adverse events and reactions. The initial notification to the HTA
should be given within 24 hours of the discovery or determination of
the SAE or SAR by the licensed establishment. Third parties and end
users should be instructed to report to the licensed establishment within
24 hours of their discovery of SAEs or SARs. Tissue establishments
should be able to respond to SAEs and SARs within this time frame
inside their normal operational hours. Human Tissue Authority Guide
to Quality and Safety Assurance for Human Tissues and Cells for
Patient Treatment 12 November 2010, p. 40.
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(1) Section 25, Part 2: “Breach of license requirement (1) A person who
contravenes section 16(1) commits an offence, unless he reasonably
believes— (a) that what he does is not an activity to which section 16
applies, or (b) that he acts under the authority of a license. (2) A person
guilty of an offence under subsection (1) shall be liable— (a) on
summary conviction to a fine not exceeding the statutory maximum; (b)
on conviction on indictment— (i) to imprisonment for a term not
exceeding 3 years, or (ii) to a fine, or (iii) to both”. Human Tissue Act
2004 and its amendments which get forced on Oct 2017.
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(1) "The Human Tissue Act incorporates several existing offences under
the Anatomy Act 1984 and the Human Organ Transplants Act 1989,
with increased maximum penalties. The Act also contains several new
offences with penalties ranging from a fine to up to three years’
imprisonment, or both.

These offences include:

- removing, storing or using human tissue for scheduled purposes
without appropriate consent

- storing or using human tissue donated for a scheduled purpose for
another purpose

- trafficking in human tissue for transplantation purposes

- carrying out licensable activities without holding a licence from the
Human Tissue Authority (with lower penalties for related lesser
offences such as failing to produce records or obstructing the Human
Tissue Authority in carrying out its power or responsibilities)".
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.
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Section 18, Part 2: “Duty of the designated individual It shall be the duty of
the individual designated in a license as the person under whose
supervision the licensed activity is authorised to be carried on to secure—
(a) that the other persons to whom the licence applies are suitable persons
to participate in the carrying-on of the licensed activity, (b) that suitable
practices are used in the course of carrying on that activity, and (c) that the
conditions of the licence are complied with”. Human Tissue Act 2004 and
its amendments which get forced on Oct 2017.
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(1) Unless otherwise agreed, licences are continuous and remain in place
until revoked.

Vrry el Audedlal Sigsedl s



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

Dagile o slala) cla) 3

(1) Schedule 3, section2, ""Power to grant licence 1 The Authority may on
application grant a licence for the purposes of section 16.
Characteristics of licence 2 (1) A licence shall not authorise the
carrying-on of more than one activity to which section 16 applies. (2) A
licence shall— a) specify the premises where the licensed activity is
authorised to be carried on, and (b) designate an individual as the
person under whose supervision the licensed activity is authorised to be
carried on. (3) A licence shall not authorise the licensed activity to be
carried on— on premises at different places, or (b) under the
supervision of more than one individual. (4) It shall be a condition of a
licence— (a) that the licensed activity shall be carried on only on the
premises specified in the licence. (b) that the licensed activity shall be
carried on only under the supervision of the individual designated in
the licence as the person under whose supervision it is authorised to be
carried on; (c) that such information about such matters relating to the
carrying-on of the licensed activity as may be specified in directions
shall be recorded in such form as may be so specified; (d) that any
record made for the purposes of the condition in paragraph (c) shall be
kept until the end of such period as may be specified in directions; (e)
that there shall be provided to such person and at such intervals as may
be specified in directions— (i) such copies of, or extracts from, any
record to which the condition in paragraph (d) relates, and (ii) such
other information, as may be so specified; (f) that there shall be paid to
the Authority at such times as may be specified in directions sums of
such amount as may be so specified in respect of its costs in connection
with superintending compliance with the terms of licences. (5)
Directions for the purposes of sub-paragraph (4) may be given in
relation to licences generally, licences of a particular description or a
particular licence. 3 (1) This paragraph applies to a licence authorising
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the storage of anatomical specimens. (2) It shall be a condition of a
licence to which this paragraph applies that storage at the premises
specified in the licence of the body of a deceased person for use for the
purpose of anatomical examination shall not begin before that body’s
storage there for use for that purpose has been authorized in writing
by— (a) the designated individual, or (b) an individual who has the
Authority’s permission to give such authorisation (see paragraph 12).
(3) It shall be a condition of a licence to which this paragraph applies
that any anatomical specimen which is stored at the premises specified
in the licence shall be released from storage at the premises only into
the possession of a person who is authorised in writing by the
designated individual to have the specimen in his possession. (4) It shall
be a condition of a licence to which this paragraph applies that the
designated individual shall give authority for the purposes of the
condition in sub-paragraph (3) only if he is satisfied— (a) that the
person to whom authority is given is a suitable person to have the
specimen in his possession, and (b) that that person intends to use the
specimen only for the purpose of education, training or research. (5) It
shall be a condition of a licence to which this paragraph applies that
any authority given for the purposes of the condition in sub-paragraph
(3) shall specify— (a) the person to whom the authority is given, (b) the
specimen to which the authority relates, (c) the purpose for which the
specimen may be used, and (d) the duration of the authority. (6) It shall
be a condition of a licence to which this paragraph applies that the
designated individual shall give such notice of any authorisation for the
purposes of the condition in sub-paragraph (3) as may be specified in
directions. (7) It shall be a condition of a licence to which this
paragraph applies that such information about authorisations for the
purposes of the condition in subparagraph (3) as may be specified in
directions shall be recorded in such form as may be so specified. (d)
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that any record made for the purposes of the condition in paragraph (c)
shall be kept until the end of such period as may be specified in
directions; (e) that there shall be provided to such person and at such
intervals as may be specified in directions— (i) such copies of, or
extracts from, any record to which the condition in paragraph (d)
relates, and (ii) such other information, as may be so specified; (f) that
there shall be paid to the Authority at such times as may be specified in
directions sums of such amount as may be so specified in respect of its
costs in connection with superintending compliance with the terms of
licences”. Human Tissue Act 2004 and its amendments which get forced
on Oct 2017.
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(1) Part3, Section 12, The Medicines for Human Use (Clinical Trials)
Regulations 2004.
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(1) They safeguard the rights, safety, dignity and well-being of research
participants, independently of research sponsors. They review
applications for research and give an opinion about the proposed
participant involvement and whether the research is ethical. RECs are
entirely independent of research sponsors (that is, the organisations
which are responsible for the management and conduct of the
research), funders and investigators. This enables them to put
participants at the centre of their review. Each year, RECs review
around 6,000 research applications across the UK. On average, they
give an opinion in less than 40 days: well within the maximum
allowance of 60 days. http://www.hra.nhs.uk/about-the-hra/our-
committees/research-ethics-committees-recs/.
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(1) Schedule 3, section8: Power to vary licence: "The Authority may on
application by the holder of a licence vary the licence so as to substitute
another individual for the designated individual if the application is
made with the consent of the other individual, and b) the authority is
satisfied that the other individual is a suitable person to supervise the
licensed activity.2)The Authority may vary a licence on application
by(—a) the holder of the licence, or) b) the designated individual. 3).
The Authority may vary a licence without an application under
subparagraph if it has power to revoke the licence under paragraph
7(2).Human Tissue Act 2004 and its amendments which get forced on
Oct 2017.
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(1) Schedule 3, section9: Power to suspend licence : “(1) Where the
Authority— (a) has reasonable grounds to suspect that there are
grounds for revoking a licence, and (b) is of the opinion that the licence
should immediately be suspended, it may by notice suspend the licence
for such period not exceeding three months as may be specified in the
notice. (2) The Authority may continue suspension under sub-
paragraph (1) by giving a further notice under that sub-paragraph. (3)
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Notice under sub-paragraph (1) shall be given to the designated
individual or, where the designated individual has died or appears to
the Authority to be unable because of incapacity to discharge the duty
under section 18— (a) to the holder of the licence, or (b) to some other
person to whom the licence applies. (4) Subject to sub-paragraph (5), a
licence shall be of no effect while a notice under sub-paragraph (1) is in
force”. Human Tissue Act 2004 and its amendments which get forced
on Oct 2017.
(ol Gua gy Crall 3 AN 30l ¢ g3LAN AR (e VA acadll (B8 g: cpmall AN cilal 5 (V)
O (1) radaz O i el LA A0 ) oy 4 (2Y) s 48) ) cinst o) Ladldl) o el
8T 8 AS JLdall Ganaiiall alAEY) b pand N agale Gadals Cpdl) Cp AN alAEY)
13 Lt Aald tie dapdlall 45 SR il jlaal) aladiuly agai Ol g (@) (ool pal) Bl
Lo il gy o) N1 g (z) okl
Section 18, Part 2: “Duty of the designated individual It shall be the duty of
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the individual designated in a licence as the person under whose
supervision the licensed activity is authorised to be carried on to
secure— (a) that the other persons to whom the licence applies are
suitable persons to participate in the carrying-on of the licensed
activity, (b) that suitable practices are used in the course of carrying on
that activity, and (c¢) that the conditions of the licence are complied
with”. Human Tissue Act 2004 and its amendments which get forced on
Oct 2017.

(1) Schedule 3, section7, Power to revoke licence “(1) The Authority may
revoke a licence on application by— (a) the holder of the licence, or (b)
the designated individual. (2) The Authority may revoke a licence
otherwise than on an application under sub-paragraph (1) if— (a) it is
satisfied that any information given for the purposes of the application
for the licence was in any material respect false or misleading, (b) it is

Vrey ol Adelal Sigoedl s



YT PUNIPS- 7 P (\"\Ad_’.},")'\c sdall

iabad! & il
0okl | el 1§ uintabeiad 1§ dul i gul| bl
do giia cillalas 33 Gy La Jlaal) 138 & 4 ) Apai¥) A ddalus g 4
Jda g A Il vl (il g 48 1) dalus Sla cllabed) ¢pa 38 G La g
OSay La g g ¢ filil) g Guad) oL 3 jaliaal) ddalas g cduad yall (Aluall (il g
1Y) sadl) o 4 gl

satisfied that the designated individual has failed to discharge, or is
unable because of incapacity to discharge, the duty under section 18, (c)
it ceases to be satisfied that the premises specified in the licence are
suitable for the licensed activity, (d) it ceases to be satisfied that the
person to whom the licence is granted is a suitable person to be the
holder of the licence, (e) it ceases to be satisfied that the designated
individual is a suitable person to supervise the licensed activity (f) the
designated individual dies, or (g) it is satisfied that there has been any
other material change circumstances since the licence was granted”.
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.
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(1) Schedule 5, section 1: POWERS OF INSPECTION, ENTRY, SEARCH
AND SEIZURE: “Inspection of statutory records 1 (1) A duly
authorised person may require a person to produce for inspection any
records which he is required to keep by, or by virtue of, this Act. (2)
Where records which a person is so required to keep are stored in any
electronic form, the power under sub-paragraph (1) includes power to
require the records to be made available for inspection— (a) in a visible
and legible form, or (b) in a form from which they can readily be
produced in a visible an legible form. (3) A duly authorised person may
inspect and take copies of any records produced for inspection in
pursuance of a requirement under this paragraph”. Human Tissue Act
2004 and its amendments which get forced on Oct 2017.
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(1) Schedule 5, section 6, (2) Power under this Schedule to inspect or search
any premises includes, in particular— (a) power to inspect any
equipment found on the premises, (b) power to inspect and take copies
of any records found on the premises, and (c) in the case of premises in
respect of which a licence is in force, power to observe the carrying-on
on the premises of the licensed activity. (3) Any power under this
Schedule to enter, inspect or search premises includes power to require
any person to afford such facilities and assistance with respect to
matters under that person’s control as are necessary to enable the
power of entry, inspection or search to be exercised. 7 (1) A person’s
right to exercise a power under this Schedule is subject to his producing
evidence of his entitlement to exercise it, if required. (2) As soon as
reasonably practicable after having exercised a power under this
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Schedule to inspect or search premises, the duly authorised person
shall— (a) prepare a written report of the inspection or search, and (b)
if requested to do so by the appropriate person, give him a copy of the
report. (3) In sub-paragraph (2), the “appropriate person” means— (a)
in relation to premises in respect of which a licence is in force, the
designated individual (as defined in section 41); (b) in relation to any
other premises, the occupier. Human Tissue Act 2004 and its
amendments which get forced on Oct 2017.

(1) Schedule 5 — , section 2: “Entry and inspection of licensed premises 2
(1) A duly authorised person may at any reasonable time enter and
inspect any premises in respect of which a licence is in force.....”.
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.
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(1) Schedule 5 — , section 5, Seizure in the course of inspection or search: «
(1) A duly authorised person entering and inspecting premises under
paragraph 2 may seize anything on the premises which he has
reasonable grounds to believe may be required for purposes of the
Authority’s functions relating to the grant, revocation, variation or
suspension of licences. (2) A duly authorised person entering and
searching premises under a warrant under paragraph 3 may seize
anything on the premises which he has reasonable grounds to believe
may be required for the purpose of being used in evidence in any
proceedings for an offence under Part 1 or 2. (3) Where a person has
power under sub-paragraph (1) or (2) to seize anything, he may take
such steps as appear to be necessary for preserving the thing or
preventing interference with it. (4) The power under sub-paragraph (1)
or (2) includes power to retain anything seized in exercise of the power
for so long as it may be required for the purpose for which it was
seized. (5) Where by virtue of sub-paragraph (1) or (2) a person seizes
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anything, he shall leave on the premises from which the thing was
seized a statement giving particulars of what he has seized and stating
that he has seized it. Powers: supplementary 6 (1) Power under this
Schedule to enter and inspect or search any premises includes power to
take such other persons and equipment as the person exercising the
power reasonably considers necessary”. Human Tissue Act 2004 and its
amendments which get forced on Oct 2017.

(1) Human Tissue Act 2004, Schedule 3 — Licences for the purposes of
section 16, paragraph 12.
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(1) Human Tissue Act 2004, Section 19: Right to reconsideration of
licensing decisions, paragraphs (3- 8).

(2) Section 19: Right to reconsideration of licensing decisions, paragraph
(1):” If an application for the grant, revocation or variation of a licence
is refused, the applicant may require the Authority to reconsider the
decision. (2) If a licence is— (a) revoked under paragraph 7(2) of
Schedule 3, or (b) varied under paragraph 8(3) or (5) of that Schedule”.
Human Tissue Act 2004 and its amendments which get forced on Oct
2017.

(3 ) Human Tissue Act 2004, Schedule 3, paragraph 12.
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