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ANNEX G

WRITTEN SUBMISSIONS TO HUMAN STEM CELL RESEARCH (HSR)

. CONSULTATION PAPER

MEDICAIL AND HEALTH ORGANISATIONS
National Arthritis Foundation

Singapore Dental Association

Obstetrical and Gynaecological Society of Singapore

RELIGIOUS GROUPS/ORGANISATIONS

The Inter-Religious Organisation of Singapore (‘IRQ’) obtained views from the
Hindus, Taoists, Roman Catholics, Sikhs, Bahai faith, Jewish faith:

Hindu Endowments Board (submitted under the IRO)

Taoist Mission (Singapore) (submitted under the IRO)

St. Anthony’s Canossian Convent (submitted under the IRO)

Sikh Faith view (submitted under the IRO)

The Spiritual Assembly of the Baha‘is of Singapore Ltd (Gubmitted under the
IRO)

The Jewish Welfare Board (submitted under the IRO)

Singapore Buddhist Federation

The Catholic Medical Guild of Singapore

National Council of Churches of Singapore

. Singapore Council of Christian Churches
. Majlis Ugama Islam Singapura

. PROFESSIONAL GROUPS

Law Reform Committee, Singapore Academy of Law
The Law Society of Singapore

Singapore Hospice Council

Singapore Medical Association

Singapore Medical Council

Singapore Nurses Association

Singapore Nursing Board

. SCIENTIST/RESEARCHER GROUPS

Biomedical Engineering Society (Singapore)

Science Teachers Association of Singapore

Singapore National Academy of Science

Singapore Society for Biochemical and Molecular Biology

OTHER
Personal View from an IRO member (submitted with the IRO response)
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MEDICAL AND HEAL'TH ORGANISATIONS

National Arthritis Foundation
Singapore Dental Association
Obstetrical and Gynaecological Society of Singapore



18 December 2004

Professor Lim Pin

Chairman

Bioethics Advisory Committes
250 North Bridge Road
#15-01/02 Raffles City Tower
Singapore 179101

Dear Prof Lim Pin

REQUEST FOR FEEDBACK REGARDING HUMAN STEM CELL
RESEARCH IN SINGAPORE

f refer to your letier dated 8 November 2001 regarding the ahove.

The National Arthritis Foundation thanks you and your Commitiee
for asking. our views. This matter was tabled al our regular
Exec:utive Committee meeting on 13 D‘ec:ember 2001,

The members concur very much with the views of the Binethics
Advisory Comsmittes as laid out in your statement,.-We are mindful of
the great polential of Stem Cell Research in term$ of therapy of
cerlain diseases hut at th -same fime, controls and gwdehnes need
o be in place. . S

The. Foundatj'é';' i 1 full any measures the Biogthics
ary in the context of Singépore’s

ific organisations and groups.

il Arthritis Foundation

330 Smith Street

136.302

Hew lridge Cantre
Singapore 156338

Tel: 2279726

Fax: 1376257

Emall: nafsingpacic.net.ag

Website: www.arthritls.arg.sg

B Wee &im Wee

Patran




SINGAPORE DENTAL ASSOCIATION

e
S penu sl
st

15" Decamber 2001

Bicathics Advisory Commilles
250 Morih Bridge Road
#15-01/02 Raffles Gily Tower
Slngapore 178101

Atlie: BAC Secretariat

Dear Proi. Lim
Re: Feedback on Human Stem Cell Research in Singapore

- There are numerous issuses invelved in embryonic stem cell research. Aside from the push from some
solentific communities towards l8ss impadiment in research on embryonie stem cells, and our govermmant

is also pushing for developing biotechnology as a comersione of our fuiure economy. We need lo struck
a sultable balance helween ethics and relentless pursuit of science.

An embryo has ali the innate potential o be a viable being, Many guestions and issues musl be answered
belore attempts to contduel any experimenis on any embrya.

1) s preferable {or us lo avoid having te work on embiyos for the purpose of obtaining stem cells.

2) Although it is proven to be morg difficult, emphaesis or added effori should be appiied to explore olhar
melhods lo source for stem cells,

3) i adecision is made to use ambryos as a souwrce of stem celis then air-tight conlrols must be in place
to ensure an absolutely transparent and acceptable protoceol in sourcing for suitable embryos.

Yours raiihfu”y,

6\1’@ E’fwé:,d

. Dr Chung Kong Mun
.J Singapore Dental Association
Committee Member

"\ MRG /ff
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2 Cnllege Road, Singapore 169880 Tel: 2202588, FAX: 2247567
E-mail: sda@paclfiic.nel sg Website: hitp.#vwwe.sds.org.s0



Presidlem:
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Viee Prosident:
Br Lee een Whye-

Hanorary Secretory:
Dr Tay Eng Hzeon

Honorary Treasurer:
Dr Qei Pau Ling

Council Members:

DrBeli Suan Tiong
PrPong Yoke Fai

Lir Koh Chung Fai

Dr Suresh Noir

Br Clristine Yup Hui Ann
Dr Dengs Chandra

Dr Seng Shay Way

Err Jocelyn Wong Sook Min

Inunediate Paxt Prosident:
Dr See Tho Kat Yin

Secretariai:
Sulhin Ibrahim

Obstetrical & Gynaecological

Society of Singapore

Unit 8K38 (Level 8), Women's Tower
KK Women's & Children’s Flospital

100 Bukit Timah Road

Singapore 229809

Tel: (65) 285 — 1383 Fax: (65) 209 — 1969
e-muil: ogsy@pacific.nat.sg

30 November 2001

Prof Lim Pin

Chairinan

Bioethics Advisory Commitiee

250 North Bridge Road #15-01/02
Raffles City Tower

Singapore 179101

Dear Prof Lim,

Request for Feedback regarding MHuman Stem Cell Research in
Sihgapore

Thank you for your letter dated 8§ Movember 2001, inviting our society (The
Obstetrical & Gynaecological Society of Singapore - OGSS) e give our
feedback,

Within the short span of time given, our society has circulated the BAC paper
among our over 300 members {o invite wilten commenis and has conducted a
meeting for members to air their views.

With regards to the positions on research of adult stem (AS) cells and on
reproductive cloning, the views of those who expressed themselves in written
comments or in the meeting thus far, are in general agreement with BAC. We
ara generally thus far, for research of adult stem calls Lui are not in favour of
reproductive cloning.

However with regards to the views on research of embryonic germ (EG) cells,
an research on early embryos < 14 days old and on therapeutic cloning, the
meambers of our saciety have differing (for, neutral or against) views, reflecling
the diversity of opinlons among our members. This would not be surprising,
considering  that our members, though professionals  (mainly
obstetricians/gynaecologists as well as obsteticians/gynaecologists in training,
scientists and doctors) have differing backgrounds interms of age, sex, race
and refigion. Our members also have differing views on aborflon. A number of
our members have conscientious objection to pardicipate In freatment o
terminate pregnancy under the Termination of Pregnancy Act, Singapore. We
are therefore unlikely or rather it is impossible to forge a consensus opirtion



oi these 3 issues ambng our members, especially when developments within
these issuss are also rapidly svolving in the whole world.

it is fimely that the BAC is looking closely at issues involving stem cell
resaarch in Singapore. We feel that there would be g ¢onstant need o raview
recommendations, policies and regulations in human stem cell research, in
view of the very rapld developments in this area, around the word.

We will complle and send you the comments from individual QGSS
members or groups of OGSE members once we have the consent from them
within 2 weeks,

Yours sinceraly

-~ Yons
& [ H‘ —~
(2

Dr Tan Kok Hlan, Kelvin
President

ofssfietten/1439



President:
D Kelvin Tun Kok Himn

Vice Presidese:
Dr Lee Keen Whye

Hanorary Secrefury:
‘Dr Ty Eng Heeon

Honorary Treastrer:
Dr Qe Pimi Ling

Council Members:

D Beh Suin Tiong
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18 December 2001

Prof Lim Pin
Chalrman

Bioethlcs Advisory Commiitee

Obstetrical & Gynaecological
Society of Singapore

Unit 8138 (Level §), Women's Tower

KK Women's & Children’s Hospilal £

100 Bukit Timuh Road

Singapore 229899

Tek: {65) 295 - 1383 Fax: (65) 299 - 1560
e-mnil opss@pacific.netsg

250 North Bridge Road #15-01/02

Raffles City Tower
Singapore 179101

Dear Prof Lim Pin

Hurman Stem Cell Research in Singapors Feedback - follow-up letter

Thank you for your letter of 4 December 2001. As mentioned in our letter
of 30 November 2001, we ara attaching the views of the 5 OGSS
members who gave written submission.

We are also attaching the results of a simple survey {(ncluding the survey
form}, which was sent fo 300 of our members on 5§ December 2001 for
them to air their views, A total of 58 OGSS members responded within a
week and the results of these sarly respondents wers compiled.

We would not be requasting for a dislogue session but would be pleased
to answer futther queries you may have.

Thartk you and warm regards. Merry Christmag!

Yours Sincersly,

[

Dr Tan Kok Hian Kelvin

Presidant

G-2-6




Reply to the BAC Position Paper on Stem Cell Research

The progress in stem cell research has brought with it new hopes in the
treatment of diseases, tissue regeneralion and englneering.  This will bring
about significant changes in the management of clinical diseases. Should this
form of therapy become a reality, national security should be considered and
Singapore should not fall behind in this biotechnology frontier. Since we
already have a haad start with the development of embryonic stem cell lines,
it would be imperative to develop research in differentiation of these slem cell
linas for therapy and we appreciate the BAC's stand allowing research using
embryos up to 14 days for this purpose. This is similarly approved in the
United Kingdom.

The use of fetal germ cell lines for the production of stem cells should
come under strict regulations that also apply to fetal tissue transplantation.
Consent for termination of pregnancy should be‘independent of the creation of
stem cell lines. Thus, it would be imperative that cadaveric fetal tissue and
embryos should not be-bought or sold for research purposes.

We certainly support the concerns of the BAC with regard to
reproductive cloning and agree that this should not be allowed in Singapore.
However, il is indeed an enlightened opinion to allow the use of therapeulic
cloning to produce embryos from nuctear transfer for production of stem celis.
As there can be a potential move from therapeulic to repraductive cloning, we
feal that the athical approval for such research work should come under a
common body {eg. BAC) which would also facilitate close monitoring of such
activity. and the enforcement of guidelines. If the ethical approval for
research work involving nuclear transfer and stem cell production is
decentralised to the various funding bodies, active monitoring and policing
may not be as efficient.

Prospective donors of embryos for stem cell research should receive
timely, relevant and appropriate information to make Informed and voluntary
choices ragarding the disposition of their embryas. They should also be given
the equal options of storing the embryos for thelr own future usé, donating
them fo other women or discarding them. Information sheets and approprate
consent forms could be drafled by the BAC for common use in the varlous
assisted reproduction centres in Singapore.

We fesl that the need for national oversight and review of human stem
cell research is crucial, This body would serve to constantly review the ethical
and legal issues and ensure strict adherence to guidelines and standards in
tHe couniry. A registry of approved research projects, facilities and
estanlished stem cell fines should be kept and monitorad.

it is indeed timely that the BAC has been set up to look closely at
issues involving stem cell research. We applaude tha palnstaking efforts that
the BAC has laken in culling a variety of opinions on this issua. With your
guidelines, wa hope that stem cell research in ‘Singapore can be takan to new
heights.

D Clwstie \fcr(:r
0655 Aawde— 21 Mos 200 |
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Founded 1905

THE NATIONAL UNIVERSITY
of SINGAPORE

Tepariment of
Obstetrics & Gyanecology

22 November 2001

Dr Tay Eng Hseon,

Honorary Secretary,

OGSS,

Clo KR Women's & Chitdren's Hospital,
Unit 8138 (Level #), Women®s Tower,
Singnpore 229899

Fax: 65-220-1969

Dyear Eng !—Is-c:on,

FEERDACK: HUMAN STENM CELL RESEARCH IN SIﬁG:\i’ORE

T write in response to your Jeiter of 16 Nov 2001 regarding the BACs paper on the rhove,

[tis u measured and balanced opinion an this very Tast-expanding field. [ support the conclusions made in
the documest. Tmust also staie that 1 was in the sub-commitize that prepared the background puper For the
BAC, theugh Lwas not in Use Commitlcee that proposed the fual drall,

To prevem wbuse (especially to prevent buman reproductive eloning) | support the need for awutch-dog |
body with adequate disciplinary powers, How this is formed and the compasition of this body needs to be
carefully thought-out. Reproductive cloning shoukl be allowed for other species, espeially in wikdife
conservation, agiculturml snimals and-animals of high value (eg pets, wid race-horses).

Therapeutic cloning has tremendous patentinls, and should be allowed. 1L is likely that it will blassom into a
new tife-science industry for Singapore, Hence, allowing it witl be beneficial ta Singapore’s survival in o
highly competitive world. Ethically, there is stilt an intermediate stage whese embryos are erested. But just
a3 unwanted extra human embryos from IVF programs are altowed 1o be used for the generation of
emibryonic stem cells, they should be allowed ta develop stem eells that are genetically from the donor, to
be used by the donor (auiclozons”™ use).

Yours Sincerely,

iy
f'z.fi-?./. o
fTpa
Mg So0ff Thye, MD, FRCOG,
Profussor,

FACULTY (OF MEDICINE o NATIONAL UNIVERSITY HOSPITAL » LOQWER RENT RIDGE RGAD & SINGJAPORE 18874
TELEPHONE 772 41261¢4262 ® TELEGRAMS UNIPSPORE o TELEFAX 778 4753
INTERNET E-MAIL OBGCHEADBNYS. EDD.JG r OBGSEC@HNUS EDU SG
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?"‘*a KK WOMENS

éisﬂi % AND CHILDRENS

HOSPITAL

22 November 2001

Dr Kelvin Tan
President 0&G Society
Singapore

Dear Dr Kelvin Tan

RE: FEEDBACK ON PAPER ON HUMAN STEM GELL RESEARCH
Thank you for asking our feedbaci.

1. Parsonal
1 am of the opinion that the paper that has been prepared has
been carefully done. They contain current views of world experts
in the field concerning the matter. Alsa, | was happy to note the
conservative stance of the committee. This reflects our
Singaporean multi-ethnic and multi-religious society with cur own
convictions on efhical standards.

I would not agree on obtaining stem calls fram embryas, but
would not oppﬂse others wheo would, | would agree with a
suggestion in the Forum page that we should research more into
umbilical cord stem cails; also aduit stem cells. The processes io
gncaurage profiferation and usefulness of the 1atter two fypes of
stem cells have yetto he exhaustcd _

With our existing system of reporting on IVF and other ART
procedures, it should not be difficult to incorporate details of
reporting stem cell research and s vutcome to the central
repository. This would provide for public accountability.

2, OGS3S stance

Although time is short, it would be good to have a débate on
paper by interested members from the Sorlety, especially from the 0&8G
departments from NUH, SGH and KKH. We could also ask Prof Arif Bongso to
speak of his experience and discovery. Following this we could then collate
personal replies as well as conclusions arising from the debate. We would
then have an OGSS stand on human stem cell research.

Best wishes,
GO
Yours sinceraly, I
Wﬂi’ 6 SINGAPORE
Dr Lawrence Chan 2268190
TELEPHONE
GE5-283 404
FACSIMILE
55283 708

THE HDOSPITAL OF €10ict Fan WOEREN AR GHILDAEH



VIEWS ON HUMAN STEM CELL RESEARCH

Embryonic stem cell (hES) lines derived {from the inner cell mass of blastocysts
holds promise of tremendous benefits to mankind.

SCIENTIFIC VIEW: From the scientific point of view, | would encourage research
on hES cells because research on ES cells would lead to the cure of many
diseases human beings suffer from. Research should be carried dut using the
existing stem cell lines. Since the existing lines are derived using mouse feeder
layers, there is concern about virus and genetic contamination of ES cells.
Whather the final product derived from such cell lines can be used for human
transplant (Xenograft) should be addressed clearly. This is not allowed i1 the
USA.

If the existing stem cell lines cannot be used dus to the above reason or due to
other reasans such as immuno-rejection, which necessitales the use of more
embryos to produce new stem cell lines, then strict menitoring is required.
Institutes, particularly fertllity centres should seek the permission of BAC after
obtaining consent from the patient who donates embryas for such purpose and
necessary documents must be in place.

ETHICAL VIEW: Human oocytes after fertilization form zygotes, which in furn
form embryos and blastocysts on day 5 or 6 after which the inner cell mass are
used to derive the ES cells. From the time of fertilizalion, zygotes are considered
as a living being. It desérves moral aliention and is considered as having the
potential to become a human being. However the neural tube develops after 14
days of its life, it doesn't feel the pain until then. In Singapore, according to the
guidelines to practice \VF, research can be carried out on embryas until 14 days
and similar guidelines should be place for ES cell research with sirict menitoring
on the use additional embryos for research. My views are not in favour of any
kind of research on humari cloning.

Dr. Christopher Chen
0 & G Society Member

22 Nos 200



Douglas Ong Clinie for Wemen — Fetal Medicine and Urogynaecolopy
Suite #03-06/07, Mount Elizabeth Medical Cenire, 3 Mount Elizabeth, Singspore 228510
Telephone: (65) 733 BBB0 or 737 1555 FPacsimile: {65) 734 1020

Suite #02-01, Greenridge Shopping Cenire, 3244 1 elapang Road, Singapore 671524
Telephone: {65) 762 R086 or 894 7516 Email: MyGynae@Douglas-Ong.com

Fax Cover Form (Medical Data) —Medical In Confidence

To: 4 (% feten /&4 B Fax: 279 203
OF0- gﬂ,-_:ééi., Date / Time: 29 Nov 2001

Number of Puges (including this page) ~7

MESSAGE: STEM CELL EESTARCH FEEDBACK

Dggf Ke.-fw;\, / ﬁ’ﬂ.&m‘m .
Thanks for 1aking the time td read this.

I would greatly appreciate your support on this feedback. As you know the Biosthjes Advisory Commisree
has esked for feedback on stem cell resenrch. They have also asked the 0&G Society for Teedback. [ intend
to send this letter to both OGSS as well as digect to Bac, .

The essence of this paper is that it :

a) Approves and supports adult siem (AS) eall research

b} Is neutval abaut embryanic germ (EG) cell research

o} Is againat embryonic stemn (ES) cel} research

d) Endorses Bicethics Advisory Committee stand ngainst af] formg of raproductive cloning
&) It against any fonn of therapentic cloning

) Requests government oversight on stem cell research

£) Reguests information to be.open to public serutiny :

h) Endorses the right of the embryo a3 a human being regardiess of stage of development

I'would appreciate your help in the following ways:

a) If you axe ant OBGYN, ta allow me tq append your name und MCR to the letters to OGSS and to BAC
b) I you wre non OBGYN to sllow me to append your name and MCR 1o the lewer to BAC,

Grateful for your support. My personal thanks,

Doug

WIFORTANT - Plense call ws if you have received an incomplete fax :

G-2-11



28 November 2001

Dr Tay Eng Hseon

Honorary Seeretary

Obstetrical & Gynaecological Society of Singapore
Clo KX Womens and Childrens Hospital

Unit 8K38 Womens Tower

1030 Bukit Timah Road

S pore 229399

Dear D Tay,
Human Stem Cell Research in Singapore - Feadbuek
Thank you for your letter inviting feedback from members on this subjsct,

The subject of stem cel research and human cloning is without doubt vee of the most divisive
arid contentious issues to face our generation. We are profoundly awnare of the diverse and
steangly held views and woilld like to share our personal insights:

With specific reference to the consultation paper issued by the Bioethics Ad\nsmy Commitiee
(BAC), we have the following points 1o aise:

1) We recognize that genuine steps have been taken by the' govamment to a3sure approprisie
dinlogue and feedback. In pamcular we welcome the establishment of a watchdog body
with no conflicting interest in the. dcvelopmcnt of stem cell research, We appreciate their
wark and time. mvesleri thus far.

Eithical snd Socjal: cnnstdsrauons

2) We welcone the BACs view of “the special status of an embryo as 2 numan being”,
While we should support research that ean ameliorate and ultimately cure disense, we
need lo start from the premise that those whao are seen to hold the key to these prablems
are fellow hurnan beings witly inherent warih.

3} However, BAC takes the view “that it is justified to use :*m*ly embryos, not maore than 14

days old” based on the principle that “human embryos which are less than 14 days ald
have no pain of sentience”.

4} This view, propagated in the UK Warburg Report of the late 19705 was even ot
that time held to be controversial and was seriously challenged. Despite
abjections, it was used a5 the basis for the UK Heman Fertilisafion and
Embryology Act 1990. Nonetheless it lias been since been sccorded the dignity of
time. I light of scientific advanoes, it would be appropriate to re-examine,
chalienge and debate this relatively old piece of research which many countries
have since adopted as fact.

b) The use of pain as a means of differentiating the value of 1ifis is fallacions and
worthy of condemnation. Tuken fn extremis, persons born with eangenital absence



Further, absence of pain does not mean absence of life. Plants are undoubtedly
alive. Gametey are undoubtedly alive, In the same vein, embryos Jess than 14 days
old are undoubtedly alive,

¢} Webold the visw that life is a continuum,

n 1994, the chief seientist advising the NIH Huran Embryo Resesrch Panel on
modem ambryoiogy testified “that buman development is & continuum from the
moment when the nuclei of spenm and egg combine in the new embryo”,

4) Rights of the embryo ~BAC has drewn its position widely from many contries
“inchuding the UK, USA, Austratia, New Zealand, Israe] and Japan®, In particuler,
embryo protection is addressed in extensive reference to-the Haman Fertilisation and
Embryelogy Authority (HFEA) in the UK.

a) While awthoratitive in its derivation, the listis not exhanstive. We would like to
draw BAC's sitention fo other position papers:

i) UNESCO’s Universal Declaration on the Human Genonie and the Protection
of Hiwhan Rights maintains that: “no research applications should be allowed
to prevaii over the respeat for human dignity and human rights, in patticular in
the fields of biology and genetics.”

A univergal declaration, when adopied, is an intemations| stalement of
prinsiples that eventunily may become past of custoinary lsw and so have
force of law, but ab fmitlo serves a hortetory function and is mednt to guide
nations in their domestic legislation.

i1} Council of Europe —

In 1996, the Council of Europe (40 countries) Convention on Human Rights
and Biomedicine stated “Partics to this Conventlon shall protect the dagmq
and identity of all human beings and gusrantee everyone, without
discrimination, respect for their integrity and other rights and fundamoental
freedoms with regard to the application of biology and medicine.”

In 1990, the Couneil also stated in its preamble to Medival Research on
Human Beings thnt “medical research shottld never be carried out contrary to
human dignity."*

In 1989 the Council, in their Recommendation on vhe Use of Human Embryos
and Fetuses in Sefentific Resemrch pmvtded that “the removal of cells, tissues,
or embryonic or fetal organs, or of the placenta or the membranes, if Give, for
investigations other than of a diagnostic character and for preventive ar
therapeutic purposes shall be prohibited” This last sistement is relevant as it
addresses the issue of removal of cells from human embryos

G-2-13



At the internationa} level, then, thete Is no doubt that respect for human
dignity nnd respect for the intangibility of the inman body, its congtinient
parts, reproductive tissues, and even down to the cell{s) are irreparably linked.

b) The BAC correctly points out that “disagreements arjse regarding ... what form
such respect (of humen [ife) should take and what level of protection is required”.
These refererices make & clesrstand from broad based groupings such sa the UN
and Council of Europe - as opposed to views from individual countries.

¢} We note that no reference has been made to any of the countries whete embryo
research i3 baoned or severely restoicted, Four countries prohibit experimentation
with fertilized eggs (Norway) or with human embryos (Franee), or experiments
which have as their purpose “developing methods for achisving potentially
hercditery genetic effects” (Sweden), that is, to “develop certain characteristics”
{Switzerland). Such policies shoold also be examined Lo provide some halance to
BAC's work,

d) We hold the view that the embryo deserves the full protection of society becavse
ofits moral status as a person. There is no such thing s a “poteatial human
being” inasmuch as one cannot be “slightly pregnant™.

Reseorch on AS (Adult Stem) gells _
5) We sgree comipletely with BAC's stand that there should be no ethical objections 1o A8
cell research.

Research on EG (Embryonic Germ) cells

8] BAC coirectly states that “there sve no new ethical issues arising from the use of such

cells so long as the decision taken to abort is taken separately and independently from 1he
decision and consent to extract EG cells”,

We do not condone abortion, However, for persans who choose to abart their ¢hild, in
this respect we are in agreement. We, hope that tequirements for donation of cadaveric

fetal tissue for research should be clearly spelt out. In panicalar, these should address the
jssues of; ' '

8) Assurances that tiere are no inappropriate incentives in the decision to abort.

b} Assnrances that there are no direet therapeutic incentives to create or abert.

¢} Prohibilion of monetary incentives or purchase, sale or directed donation of such
tissue for commetcial purposes. '

Research on ES (Embryonic Stem) cells
7} Our view of research on embryos less than 14 days od has heen addeessed earlier, We
are opposed to all forms of ES research on ethical and moral grounds.

8) However if BAC holds to its position as ontlined in its consubtation paper, then we hope
for the following issues to be addressed:

) Detailed legiglation on
i, the decivation and

G-2-14



il use of ES celly
b) ES cells are to be derived solely from excess embryos intending to be discarded
after IVF for infertiity treatment.
t)} Legislation should be provided against ditect therspentic incentives to create or
ahort such embryos.
d} Legislation should be provided against monetary incentives or purchase, sale or
directed donation of such embryos for comsnercial purposes,

Research on Haman Reproductive Cloning
9) We strongly support BAC’s stand apainst reproductive cloning, We are similarly opposed
to the Kantian view of the utility of human life asa means to an end.

10) Tn its paper, BAC appears to testrict its ovérview of cloning to cell nuclear transfer, We
wish to point out that presently, cloning may also arise from a technique called nuclesr
splitting and hope that this and othier future technigues will be addressed by the BAC,

11) We note that thers may be deficiencies in explieit Jegislation of definitions in a mpidly
developing science. Perliaps a bianket cover wonld be prefernble to nanow definitions
which miay be outdated faster than legislation can.change.

Research on Hymon Therapeatic Cloning

12y The BAC has Jeft tpen the issue of humnan therapeatic cloning noting that “it appears to
be an essential part of humen stem cell research™ sad is prepared to support its use uder
striet supervision,

13) We disagres with this stand for the same reasons as We disagree with ES research, We
hold that all forms of humean cloning be banned, We put it to the BAC that 2 more
eoherend policy may be achieved through an outright ben on ofl forms of cloning,
therapentic or reproductjve,

14) Should BAC maintain its recommendation, we wish to see that mitistion of therapeutic
cloning (if and When it oceurs) should be subject to the same review and open dinlogue os
has occurred with hutnan stem cefl research — and not as BAC currently recommends “on
a case to case basis with proper eonsent and under appropiriste governmental aversight”,
Such decisions should be subject to open feedback and not left in the hands of o few.

In an ethically sensitive area of emnecging biontedical research it is important
that all members of the research community, whether in the public or private sectars,
conduct their research in o manner that Is open to appropriste public serutingy.

Govemment oversight
15) We welcome the BACy recommendation for “a well established and effective framework
for the control of résearch fuvalving embryos in Singapore®.

16) We hope to see the establishinent of o formal oversight commitise equipped with the
televant anlhority to review, supervise, investigats and cnforce such research end policy.



17) We look to the adoption of tecommendations such as those from the American National
Bioethics Advisory Commission’s guidelines on Fthical Issues in Human Stem Cell
Resenrch,* These currently include:

a) A public registry of approved protocolz and certified ES and EG eell lines,

b} A database linked to the public registry of information submitted by research
sponsors that includes all protocols that derive or use BS or EG el lines.

¢) The use of such database to track the history and use of these cell lines for policy
assessment and formulation, _

d) A report at east annually with an assessment of the coment state of the science for
both the derivation and use of human ES and EG cells, 2 review of recent
developments.in the broad category of stem cell resesreh, o summary of any
emerging ethical or social concems associated with this research, and an analysis
of the adequacy and contintied appropriateness of the recommendations,

e) Institullonal review of protocols to engure compliance to Human Stem Cell
Research Subcommitee / BAC policy.

Conclusion .

18) Tt would appear that the embryo, with a fall complement of buman genetic material, is
not yet capable of rendering consent for experimentation, regardiess of the potential
benefit to the rest of humanity. Tt is our hope that we draw the line at this time against
embryo resesrch, and reaffirm our sosietal moss! precedent which should consistently
suppott the inherent value of huuman life, rather tham 2 value which js somehow measnred
by a simplistic human standard,

1%} To quote Br Dan Brock®, “While maral and even husman rights need not be understood ay
absejute, that is, s3-morally requiring people to respect them no matter how great the
costs or bad consequences of doing so, they do place moral restrictions on permissible
actions that appeal to a mere balsnce of bénefits over harms. For example, the rights of
human subjects in research must be respected even if the result is that some potentially
beneficial research is made more difficuit or cannot be done, and the right of free
expression prohibits the silencing of unpopular ar sven sbhorent views; in Ronald
Dwarkin's striking formulationt, ‘rights trump utility'S”

20) Philosopher Jocl Feinberg’ has argued for a child's right o an open future, This requires
that othess ralsing a child not close off fitfure possibilities thet the child would atherwise
have, thereby eliminating a réasonable fange of opportunities from which the child mey
chuose avtonomously to constract his or her own life. We consider this as s basic truth
that applies equally to an erhbryo a3 to a liveborn infaat,

21)1tis the nature of a being, not how it is created, that is the source of its value and makes it
worthy of respect,

Yours sincerely,
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Mame: Date:

Opinion for or against

Yes (Y),
No (N},
Ne but would not object to others pursuing this rescarch within guidelines (P)

Survey on Stem Cells Issues Optiops- ¥, N, P

1. Animal Cloning -

Human Stem Cell Regearch

2. Adult Stem {AS) Cells Research -
{bone marrow, umbilical cord blood, brain ete)

3. Embryonal Germ (EG) Stem Cells Research -
{from aborted feruses)

4, Embryonic Siem (ES) Cells Research -
{Early Embryo <14 days)

5. Therapeutic Cloning -
6. Reproductive Cloning -

7. Constant need to review policies Y or N
(on a regular basis in view of rapid
development in this ared)

8, Conscientious Objection 1o participate in TOP Y or N
Under Termination of Pregnancy Act
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ANIMAL CLOMING

Frequency Parcent
n 10 17.9
p 4 7.4
y 42 75
Total 56 100
ADULT STEM CELL

Frequency Percent
n 2 38
P 2 3.6
y 52 92.9
Tolal 56 100
EG

Frequency Percent
by 8 14.3
il 10 17.8
b 38 §7.8
Total 56 100
ES (<14d}

Frequaency Percent
1! 22 38.3
P g 16.1
¥ 25 44,5
Tolal 5 100
Therapestic Clopihg

Fraquency Percent
n 16 28,6
p 13 232
¥ 27 48,2
Tolal 56 100
Reproductive Cloning

Fraquanty Parcent
i 42 75
p 11 19.5
Y 3 54
Total 58 100
GONSTANT REVIEW

Frequency Percent
1l 1 1.8
y 55 98.2
Totat 56 100
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Glaneagles Huspital/Madical Centre

KK Women's & Children's Hospital

Mt Elizabeth Medical Cenire

National Unjversily Hospilal

Privale O&G Clinlcs Cenlral & South Zone
Privale O&G Clinics East Zone

Singapore General Hospilal

Thomson Medical Centre

Tolal

TOP objection
Frequency Percent

] 27 48.2
M.A. i 1.8
¥ 28 50
Total 13 100

Practice Location

Frequensy Percent
7 125
20 57
7 125
5 8.3
8 14.3
1 1.8
5 89
3 54
]

§ 100
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ANIMAL

Valid

ADULT

EG

ES

therapeutic

reprotuctive

REVIEW

NG QBRJECTION

Frequency Parcent

n 3 1.
) 2 1.4
y 22 815
Total 27 100

Frequency Percent

n 't a7
y 26 6.3
Tolai 27 100

Frequercy Parcent

n 3 111
o 4 148
¥y 20 74.1
Toal 27 100

Freguency Percent

n 7 258
o} 3 11.1
y 17 63
Total a7 100

Frequenc_y Percent

n 5 18.5
p 4 148
y 18 B86.7
Total 27 1060

Fraquency Percant

w 17 53
p 7 258
y 3 Hi
Total 27 100

Frequency Percent

¥y 27 100
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OBJEGTION TO TOP

ANIMAL

ADULT

EG

Total

-t D

otal
therapeulic

n

p

¥
Taotal

reproduciive

REVIEW

Total

Frequ Percent

7 25
2 7.1
19  67.8
28 100

Frequ Percent

1 3.6
2 7.4
25 88.3
28 100

Frequ Percent

§ 17.8
B 214
17 607
28 100

Frequ Percent

15 33.8
] 21.4
7 25

28 100

Frequ Percent

1 3.3
i 286
g 321

28 100

Frequ Percént

25 80.3
3 10.7
28 100

Fremq Percenl

1 38
27 86.4
28 100



TOPabject

i
Practice Location

Gleneagles Hospital/Medical
KiK. Women's & Children's Mo
Mt Elizabeth Medical Centre
National University Hospital
Privale O&G Clinics Central &

Singapore General Hospilal
Thomsan Medical Centra
Tolal

a7

2
i1
3
2
4

~d )
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Frequency Percent

160

Frequency Percent

1.4
4.7
111

7.4
14.8

114
7.4
100

TOPobjes!

Frequ Fercent
y 28 1a0

Praclice Location
Frequ Percent

Gleneagles Hospilali 5 17.9
KK Woman's & Childr g 321
Ml Elizabeth Medical © 4 14.3
National University Ho 2 71
Private Q&G Clinlos © 4 14.3
Privale Q&3 Clinics E 1 38
Singapore General Ho 2 7.1
Thomson Medical Cen 1 36
Tatal 28 130
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RELIGIOUS GROUPS/ORGANISATIONS

The Inter-Religious Organisation of Singapore (submitted under the IRO)
obtained views from the Roman Catholics, Bahai faith, Jewish faith, Taoists,
Hindus and Sikhs.

Hindu Endowments Board ( submitted under the IRC)

Taoist Mission (Singapore) (submitted under the IRO)

St. Anthony’s Canossian Convent (subnzitted under the IRO)

Sikh Faith view (submitted under the IRO)

The Spiritual Assembly of the Baha'is of Singapore Ltd (submitted under the
IRO)

The Jewish Welfare Board (submitted under the IRO)

Singapore Buddhist Federation

The Catholic Medical Guild of Singapore

National Couneil of Churches of Singapore

Singapore Council of Christian Churches

Majlis Ugama Islam Singapura
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HINDU ENDOWMENTS BOARD

307 SERANGOON ROAD, SINGAPORE 218123 TEL: 20A3488  FAX: 2029756
RBA002-1 gfafrmail: heb@pacHic.nel.sg hilje: Hwww.heb.gov.sg

19 November 2001

Prof Lim Pin

Chairman

Bioathics Advisory Commitee
250 North Bridge Road
#15-01/02 Raffles Cliy Tower
Singapare 179101

Dear Prof Lim

REQUEST FOR FEEDBACK REGARDING TTUMAN STEM CELL
RESEARCH IN SINGAPORE

i We refer to your letter dated 8 November 2001.

I

Energy in the forme of life is maoifested in the living cells including stem
r,_'esifs derived from early embryas {ES cells).

3 It is suggested that in Singapore the embryos created by inviteo fertilisation,
nat more than 14 days old, can be used for research,

4 S0 also, the ES cells derived from 5 days old frozen embryos can be used o
estabrtish the cell lines,

5 Accortling ta our Faith (Hinduism) killing o foetus is a sinful act
(BHRODONA HATHYA). But whether the 14 days old fostus is endowed
with all the qualities of 1ife is not well regarded, Therefere, there is no non-
accepiance to use these ES cells to protect human life and to advance life by
curing disenses,

6 Another point that needs clarification is whether all the cells in the 14 days
old foetus will be completely used since they presumably remain in an
undifferentiated state. If this is so the question of killing the Toetus would not
arise and all the cells would continue 1o live and fuhetion.

7 EG eells are not suitable for research since embryogenic germ cells are
derived from [oetuses and rest of the foetos or living cells would be destroyed
or killed.

8 Na ohjection whatsoever for obtaining some cells from bone marrow and
umbilical cord since no killing of the fostus is involved. The process is
comparable to.organ donation, Instead of organ one would be donating cells,

ESTABLISHMENTS ADMINISTERED

BRI MARIAMIAAN TERPLE SR} SWAN TEMPLE THE ASHRAR

(A Nalional Mosurtgah) 24 Gaylang a5t Ave § Booioe 3BETEZ 30 Aurban Road Spore THA542

224 Sowh Britdge Foad S'pore DE5783 Tal 7424506 Faw 7437622 Teh 7530730 Fax. 7433727

Tek 2334064 Fax: 2285013

SRE SRIMIVABA FERUMAL TEMFLE SRI VAIRAVIRIADA KALIARISAN TEMPLE SARASWATHY EDUCATION CENTRE

(& Hationst Monuragat) HIN Lstong 8 Toa Payah S'pore 318258 Blf 254 Him Keal Ave #}1-110 S'pore 310854
%Y Serangoon Rond S'pote 298123 Tel: 2505238 Fax: 2667677 Tal: 23582144 Fax: 2508340

Tel: B85¥Y1 ¥Fax JUEBARS
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a However one major ethical question remains largely unanswered. That is the
scientist creates a new form of life (embryo) by using two living eells (sperm
and eggiof two different marphological categories derived from swa different
individuals.

10 Diversity establishes uniformity by process of feriilisastion forming embryo,
which differentiates again into polymorphic cells. Life ig continuing through
out. this entire pracess of cell division and differentlation and that is the
marvel of life, The risk of damaging life or killing some cells is always thers
when cells dare separated, grown and used again,

11 The implications involved in the process and saving or maintaining the life
factor undamaged throughout needs 1o be fully discussed before arriving at
the final decision,

12 I hope that these views woold be useful 1o the committee for discussion,

Yours sincerely

R NATHA
CHATRMAN

Ce Prof A N Rao, HER-Religious Affairs Commines

feadbackprolma
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TAOIST MISSION (SINGAPORE)
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Translation of the letter from the Taoist Mission (Singapore), pages G-3-4 and G-3-5

Respectfully Submitted To:

Bioethics Advisory Committee (BAC) Chairman
Prof. Lim Pin

SUGGESTION PAPER PUT UP BY THE TAOQIST MISSION (SINGAPORE)
DISCUSSION TOPIC: REGULATING SINGAPORE’'S EMBRYONIC STEM
CELLS RESEARCH

One of the key differences between Taocism and other religions is its love for and
commitment to prolonging and enriching one's present life, In Taocism, “happy
living” is considered the highest level of kindness and longevity, the greatest
vitue. This kind of ideology of “valuing lifie" is very common in the Taoist
scriptures. According to this teaching, Taoist believers reflect on the universe,
human society and philosophy of life. Naturally, they would put mankind at the
centre of their thinking.

Taoism believes that the heavenly bodies — the sun, the moon and the slars, and
all things in the universe, including men, all emerge from Tao. [t Is firmly
believed that Tao gives birth to all things on earth and that these things will return
to Tao eventually. '

Life and Death are important concepts in Taoist doctrines. The Xing Ming Gui
Zhi talks about life and death in terms of the following stages, forming a cycle:
death, reincarnation, formation, becoming human, from infant to the aged, and
Death. This involves the fransformation of Emptiness to Spirit, Spirit to gi enargy,
gi energy to blood, blood to shape/form, form into new born infant, new born into
chiid, child into youth, youth into adult, adult into aged, aged into death. Then
death returns to Empliness, emptiness changes once more into Spirit, Sprit into
gi energy, gi energy into things — the transformation is ceaseless and the cycle
goes on without end.
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In the chapter entitted “Lun zhen xian” (on true immortals), in the Zhong Lii
Chuan Dao Ji {Collected writings of Maslers Zhong and Li1) by LU Dong Bin, it is
reported that LU asked Master Zhong: “What is the Way that enables a human
being to be healthy and not sick, strong and not grow old, live and not die?”
Master Zhong replied, "Life comes from the union of the two parents which leads
io the union of ying and yang. The essence and blood then form the embryo and
with the interaction of yin and yang, the embryo becomes fully formed after 300
days. At that time the spirit enters the body and the new- horn [eaves the
mother's womb.

The unity of Life and Tao is ane of the fundamental teachings of Tacism. Taoism
inherited China's ancient beliefs in immoriality, and especially emphasizes
longevity in one's present life. The highest goal in Taocism is to obtain the Tao
and become an immortal. This is what is meant by “the Way of living fong and
having deep and strong roots." The word "living” here means life, existence. The
garly Taoist text, the Laozi xiang er zhu (The Xiang er Commentary on the Laozi)
has already placed equal emphasis on "Tao" and “life,” listing as the content of
what the Laoz [chapter 25] describes as the "four great ones.” Another Taoist
text, the Taishang Lacjun neiguanjing (The Seripture of Inner Vision of the
Supreme High Lord Lao) also says, "The Tao cannot be seen, but through life it
can be illuminated. Life is never constant; one must use the Tao to guard it. f
life ceases, the Tao is lost. If the Tao is lost, life ceases. If life and Tao merge
into one, then immortalily can be realized.” |t also states that “heaven and earth
form the essence, from which all beings are born"; and "from the harmony and
union of one’s father and mother, one receives the gift of life.” Further, "what is
bormn of Tao is called destiny, and what is shaped by the One is called nature.”
From the Great Way that is empty human life is created; and among all things,
human beings are the highest in terms of spirituality. “The nature and destiny
accord with the Tao and should be carefully treasured.” This means that one
should cherish to the ufmost the presence of life.  The union of Tao and life is

the key doctrine of Taoism. It provides a standard and gives rise to a host of
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practices, such as internal alchemy, preservation of pure thoughts, guarding the
One, ingesting energy, avoidance of the five cereals, and the arts of the
bedchamber, to realize the goal of the union of life and Tao.

Taoism emphasizes life, values life, and as a result it stresses the preservation of
one’s health. It considers being alive in this world as a pleasure, and death an
agony. Thus the teaching of Taoism is to cuitivate and nurture life, to value life
and to find techniques that enable one fo live longer. It stresses that "the way of
immortality is to value life, and the highest virtue is to save others.” Thus, it seeks
to find ways to enable human beings to live long. It stands by the theory that
“My life lies in my hand, not in heaven and earth.” Whether one’s life is long or
short, it is determined by oneself. Through the practice of Tao, life can be

prolonged and one can even live forever.

The rules and principles of Taoism have been providing Taoist believers with a
standard for self-cultivation and a way to accumulate merit through constant
practice. Benefit the good and stop evil, follow the truth and discard lies — this is
the way that all can make progress and obtain enlightenment. According to
Laojun jiejing, "All living creatures that breathe, including those that fly and crawl,
should not be kiled. Even wriggling creatures also treasure life, even

mosquitoes and other insects understand the avoidance of death.

Position of Tacism

Tacism values nature. It advocates being natural and opposes aggressive
behavior. Recognize the principles of nature, know nature well, apply what is
natural, oppose artificial action that goes against nature, Taoism will support

researches that are not against nature and are beneficial to all living beings.

Taoism is scientific. Looking at the history of Taocism, many Taoist masters
engaged in scientific research. Taoism especially emphasizes various kinds of
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practices that culivate body and mind - for example, guarding the One,
preservation of pure thoughts, ingesting energy, embryonic respiration, the arts
of the bedchamber, internal alchemy, medical knowledge that prolongs life, etc.

Taoism treasures life deeply. As indicated by the Taoist saying, “the way of
immortality is to value life, and the highest virtue is to save others.” Provided that
it does not injure life, is not against morality and not against the teachings of
Tacism, Taoism supports research that increases longevity and brings benefit to
mankind.

Tacism is not supportive of research that goes againsi the teachings of Tavism,
that goes against nature, and that involves the killing of anather life, e.g. using
embryos for research. Thus, from the perspective of Taoism, in order to prevent
such research from being abused, the Taoist Mission strongly belleves that it is
necessary for the government to set up a legislaied body 1o strictly regulate and
control embryonic stam cell research work in Singapore.”

Mr. Li Zhi Wang

Acting Chairman

Taoist Migsion (Singapore)
28 November 2001

Transiated by: Christine Ho, NSTB
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St. Anthony's Canossian Convent

1604 Bedolk North Avenue 4 Singapore 1646
Tel: 4494319

Mr Harbans Singh

Hon. Secretary, LR.O.

Blk 173 Woodlands Street 13 #02-397
Singapore 730173

24% November 2001

Dear Mr Harbans,

Re: Stem Cell Resenrch - Catholic view

Please find attached a statement published in the Catholic News dated _28“’ Oetober
2001concerning the Catholic Church’s teaching on the subject mentioned above.

The Archdiocesan Bioethics Committee is & committee composed of professional
Catholic doctors and they have been entrusted with the task to study and research into
question of the stem cell research particularly the embryonic stem cell. The
committee has made a careful study on the subject maiter taking into consideration
the Church’s teaching about the sanctity of human life and human embryonic stem-
cell research.

The Church’s teaching is clear and we do not compromise on our stand. In
responding to the Bioethics Advisory Committee, I request that LR.OG.’s submission to
the committes will take into full consideration the view offered by the Church.

Thank you for your kind sttention.

Yours faithfilly,

o

Sr. Theresa Seow, F.dC.C
Consultor of Pontifical Council for Interreligious Dialogue
Catholic Archdiocesan Representative to LR.O.

¢.c. Venamble Shi Ming Yi, Flon. President
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“mbryonic stem-cell research

kills human beings

In response to the issue of embryonic stem cell research which has drawn much
attention of late, the Archdiocesan Bioethics Committee is issuing
the following statement to clarify what the Church teaches.

What are stem-cells?

Srerns-cells are cells thas are present in,

everyone fom the moment of can-
ception. These steme-czlls give rise (o
all oar ether tvpes of ezlls ~nrl 2l one
tissues and organs as we grow and
develop in the womb znd alter birth,
Sorme of these stem-cells remain

in us as adubts and they cin then be
changed inio other types of calls,
uch as blood cells, uader the sight
inditions. These are called aduit
stem-cells and they can be found in
& number of sites, {or example in the
umbilical cards of newbom babies
and in the bone mamow of adults,
Adult stem-cells are alseady being

used fn new ways of treating disenses ©

-such as thalassemin.

Most imporiant of akl, ublaining
adult stem-cells for research or treat-
ment does not resull in the donar °

being killed ar harmed.

But this is not Lrue in the =xtrac-
tion of stem-cells from the human
embryn, When this is dane, the em-
bryo is intvitably killed.

Yehat s human embryonlc stam-
cell research and what are stem-
cell Hnes?- - o0 ‘
Scientisis may extract embryonic siem-
cells from vither live human embryos
produced by anificial reproductive
techniques,” or specially created by

yman cloning. Afier extraction, the
«clls multiply far prolonged periods
i cullures. Thesz are known ay cajl
lines which are’ then used, sold of
exporied for furder esearch,

Scientists who da such research

hope that products and new meth-
ods of reatment may fow from
these siem-cell lines. Although the
inteation of this research may be to
find cures for disease, it must be
higidighted that live human embryos
are killed in the process.

What doas the Church teach
about the sanctity of buman ilfe
and human embryanic stem-call
rasaarch?

Chureh ieaching regarding hu-

man_embryonle stem-cell reseacch
is consisient with. the constant
teaching of the Church on the
immorlity of induced abartian.

Since Biblical tines, God's Ji-
vine commandment has been very
clear: " You shall not kill” (8x 20:13,
Dr 5:17) -

. The Church’s tradition has al-

ways consistendy taught the absojole
and uachanping vales of the
commandment, "Yau shall pot kili*.
It s a known fnet that in the first
centuries, murder wos among the
thres most.serious sins — along with
apostasy and adulicry. {Evangelium
Vitae, 54)

Pope Joha XXHI reaffirmed that
himan life is sucred because “trom
fls very beginning it directly in-
volves God's creative activity™,
{(Mater av Maopistra, 1963, 447)

In the encyclicai Evangelium Vi
tee {Qespel OFf Life), Fope John Paul
11 said the "svaluation of the marality
of abortion is o be applied slso to the
recent fomms of interventon on hu-
man embryes which...inevitably
involve the killing of these embryos.

"This marl condemnation also
regards proceduses that expleir living
human zmbryos and foctuses, either
1o be used 15 "biologien) maedal” or
15 providers of organs er tssue for
transplanis in the treatment of cermain

G-3-11

¥
CN5 prete

1 Aros

| soarcher

handloa

culiurg

trays with

hurman

& embryonic

e HO N stem cells.

Lourmee] A Church
i documaont
74 asuad last
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P It s
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sro) usa human |

ambryns-

diseases. The killing af Mnocant
human cresttres, evan if camied cutlo

" help others, constinites an absaluicly

unaeceniable act” (EV 63}

‘The Church document Donum
Virne {The Gift of Life) states tha
“fom ke moment of conception,
the life of every human being is to
be respecied in an absolute way.

"God alone s the Lard of life
from its bepinning 10 its end: No
one -can- under any circumstance
claim far himself the right directly
ta destroy an Innocent humae being.”
{Intraduction, 5)

*“To use humaon embryos or foetses
as the ohiect or instrumentation of
experiznentation constilutes a crime
against their dignity as humia beings.
having a dght lo the same wspect
that is due 1o the child afeady bom
and lo every human person.” {I, 4

On Aug 23 last year, the Church
issued o new document entitled, Dec-
laration On The Production And The
Scientific And Thempemtic Use OF
Human Embryonic Stem-cedls which
agin stated that it is morally wrosg to
produce of use living human embryos
for the preparation of embryonic stem-
cells for the following reasons:

L. The human embsyog, from Lhe
moment of conceaption, has a right ta
its gwn life, and thercfore every
intervention which is not in favaur

e far expert- |
Seiez] mentations,

af the embryo is an 2t which vis-
tatzs thay right.

2, The ablation of the inner ceil
mass of the hlastocyst, which criti-.
cally and irremedinbly damages the
heman 2mbrya, curailing iis devel-
opmett, i§ a2 gravely immoral ag
and consequently is gravely illicit.

3. No end believed lo be pond,
such us the use of siem-czlls for the
preparaiion of other differentisled
cells to be used in what looks to be
pramising thermpeutie procedures, can
justify an intervention of this kind, A
guod end daes oot miks right an .
uetion which in itself is wrong.

The dosument further declnred,
"It is marlly wrong 1o use embryonic
stem-~cells, and the differentiated cells
abuined fom thes, even if supplied
by ather resenrchers or  are
commerciully obtainible, because It
enthils & proximate materiy coopera-
lion in the producticn aond manipula-
ticn of humas embryos an the pan of
those producing o supplying them."

It is maorally wrong o benefit
from the evil of human embryonic
stem-cell research, even.if we our-
selves have not'done this evil.

The docurnent instead urged "us-
ing adult stem-cells to attain the
same poals as would be saught with
embryonic.stem-cels, These appli-
catfons are undoubledly 3 source of
great hope for a sipnificant numbe:
of suffering people.” :

Finuly, Donum Vitge makes this
obsarvition: “Science and technology
are valusble resources for man when
placed at his service and when they
promole his iniegral development for
the besteflt of atl, but they canrat of
lhemselves show the meaning of ex-
istence and af human progress.”
{Donwm Vitae, Inlraduociion, 2),

Those wha wonld like to read
the Pontifical Caupefl For Life's
Declaration on Einbryonie Stem-Cell
Research in itz emtirery may visit
htip/fwww. vatican.vaZioman_curiaf
pontifical_academies/ucdlifef
documentsfrc_pa_t
cdlife_doc_20000824_cellule-
staminall_enuml
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HUMAN STEM CELL RESEARCH
(8ikh Faith View)

The Sikh faith totally respects the sanctity of the Giit of
Human Life by God and expects every effort to be made to
preserve this stand.

No human being has the right to disturb this natural order
or pattern of life’s existence. This decision only rests with
God. For, it is He who gives life or takes it away as He wills.

“By (God's) order, O Nanak! Man comes and goes.” _
[Ad} Granth 13]

The coming (birth) and going {death) of human beings is at
the discretion of God, that is, according to His Will, Any
attempt to go against His Divine Will is unethical and also
morally wrong.

Human life begins when the male and female living cells
unite and God by His word gives life for conception to take
place. The human embryo is then formed. Hernce, life exists
from the very onset,

Placing the soulin the body-cave,
The Lord began to blow the musical
Instrument of breath inte it. [Adi Granth 922]

Therefore, the question of the age of an embrye is merely
academic. It does not arise. Any atiempt to change this
human life pattern is going against Nature and the Will of
God. The removal of stem cells from the human embryo kills
the embryo in the same way that an abortion does.

Even doctors, when they treat patients cannot claim success
unless the God’s Grace there.

The assembly of the physiclans meets together,
The medicines becaome gffectual, when the Lovd, _
Of Himself, stands dwidst them. [Adi Granth 1363f
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Scientific research may need to continue to prolong life and
minimise human suffering. The real danger is in the zeal
and enthusiasm of research scientists whose attempt{s) to
advance their own study and personal prestige may result in
the undesirable cloning of human beings.

HRabir, the physician says, ‘I glone am good.

All medicines are in my power,*

But, this thing belongs to the Lovd

He takes it oway, when He wills, [Adi Granth 1368]

There is no objection to the adult AS cells, or EG cells that
are derived from human foetuses (due to miscarriage} being
used. In regard to ES cells, our view is that human cells are
living from the onset of conception and that any form of
intervention will kill the embiyo in the process.

The destruction of innocent life regardless of the objective of
human cell experimentation is not acceptable. If is against
the preservation of dignity of human life. Anything that goes
against Nature albeit for creation of new life is wrong, both
on moral and ethical grounds.

Any attempt or claim to change this natural order by other
means is a violation of the sanctity of the Gift of Life, which
must always be upheld and respected absolutely.

Gurbaksh Singh Grewal Harbans Singh PS
A Venerable Sikh Devotee IRO Sikh Faith Representative
Director Satnam Textiles Secretary Central Sikh Gurdwara Hoard

B1-19 11igh Sireat Centre

CSGBI001.BAC [Sikh)
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THE SPIRITUAL ASSEMBLY OF THE BAHA’{S OF SINGAPORE LTD

110-D Wishari Roud, Singupore (198733
Tel: (65)2733023 / 275 113% Fax: {65) 273 2497 E-mail : nensing@ringnet com. s

Transmitted electronically
30 November 2001

Mr P. Harbans Singh rem harbans@singnet.com.sg
Hon Secretary

Inter Religious Organisation
Singapore
Dear Esteemed Sir,
Council Feedback (BAC Request)

We are pleased to attach herewith the reply form and our statement on
the question of Human Stem Cell Research in Singapore.

Yours faithfully, _
For The Spiritual Assembly of the Baha'ls of Singapore

William Hui.
Secretariat Manager

SIGNED CONFIRMATORY COPY WILL BE SENT BY POST IN DUE COURSE
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Baha’i Faith View i’age 1/3
HUMAN STEM CELL RESEARCH IN BINGAPORE

1. We would like to first express our gratitude to the Inter-Religious
Organization in asking us for the Baha'f perspective on this topic, We
have also read the Bipethics Advisory Committee’s {BAC) consultation
paper regarding human stem cell research locally and the following
represent our feedback to the BAC paper.

2. The supreme body of the Baha'l community worldwide, the Universal
House of Justice, has stated that there has been nothing specific in the
Baha'i Writings on subjects such as stem cell research or hurman
cloning. Though the Universal House of Justice has the spiritual
authority to make decisions on such previausly unaddressed matters, it
has in & recent communication stated that it would be premature to
currently make judgments on these topics and their spiritual
consequences. The House of Justice has thus advised believers who are
faced with such questions that they are free to come to their own
conclusions based on their knowledge of the Baha'i teachings on the
nature and purpose of life, taking care at the same time not to make
dogrmatic statements or to offer their individual understandings as
gtandard teaching of the Faith.

3. Below is a brief compilation of pertinent passages from the Baha'l
Writings that indicate the underlying standards that Baha'is needs to be
mindful of when deciding upon a topic such as human stem cell
research.

a) With regard ta the soul of man: Accordingto the Baha'i Teachings
the human soul starts with. the formation of the human embryo,
and continues to develop and pass through endless stages of
existence after its separation from the body. lis progress is thus
infinite. (From a letter written on behdlf of Shoghi Effendi, I 937)

b} ... the Baha't Writirigs affivm that the human soul comes into heing
at the time of conception. However, they do not clearly define the
exact biclogical moment and nature of the event described as
“conception” and this may, indeed, be a question that is insoluble
by humean thought or investigation, since it relates to my steries of
the spiritual world and the nature of the soul itself, (From. a letter
written on behalf of the Universal House of Justice, 1997)
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c)

d)

The Bahé'i view is very balanced. While appreciating the value of
the new medical techniques which enable previously childless
couples to enjoy the blessings of a family, the teachings define
such limits as are necessary to preserve the dignity of the
individual and the sanctity of marriage.

In relation to artificial insemination, the beloved Guardianin a
letter written on his behalf to an individual heliever states: ...
there is no objection to having a baby by means of artificial
insenrination as long as your hushand is the father of it.” While
artificial insemination is a very different process from in vitro
fertilization, the principle enunciated by the Guardian is the sams;
namely, that to be acceptable to Bahéa'is the egg cell of the wife
should be fertilized by the sperm of the husband in the procedure.
(From a letter unitten on behalf of the Universol House of Justice,
1984)

You have specifically requested information defining the Baha'i
position on the important matter of experimentation with human
embryos. It is not practicable for the House of J ustice to consider
this delicate lsgue at this time ...[From a letter written on behalf of
the Universal House of Justice, 1990}

Nothing specific has been found in the Bahda'i Writings on genetic
engineering. This is therefore a matter on which the House of
Justice may have to legislate but the time has not yet come for
that. The subject is quite complex, and an informed opinien can he
offered only when the seientific understanding is much further
advanced than at present and the social implications are clearer.
With the emergence of adequate understanding, it will also be
opportune to deal with the ethical jssues invalved. In the
meantime, Bahélis faced with questions about genetic engineering
are free to come to theirown conclusions based on their knowledge
of the Bah&'i teachings on nature and the purpose of life. However,
they should be careful not to make dogmatic statements or offer
their own understanding as the teaching of the Faith. (From o letter
written. on behalf of the Universal House of Justice, 1997)

Yours faithifully, _
For The Spiritual Assembly of the Baha’is of Singapore

Dr. Suresh Sahadevan
Chairman
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Notes:

shoghi Efendit (1.89? — 1957} The Guardian of the Bahi'l Faithi alter the pessing of ‘Abdwl-Beha in
1921, designated in His Will and Testament as His sucressor in interpreting Bah&' writings and a3 Head of
the Faith.

the Universel House of Justlee: Head of the Baha’l Faith after the passing of Shoghi Effend], axd
the suprome administrative body ordained by Baha'ullah in the Kitab-i-Agdas, His book of laws. The
Universal House of Justice is clected every five years by the menbiers of sl National Spiritual Assemblies, wha
gaiher at an Intemationel Convention. The Universal House of Justiee was elecied for the first time in 1963. It
occupied its permanent seat on Mount Carmel In 1983.

1ahdw'l-Buahi: (1844~ 1931) Sen of Beha''llih, designated Hin succensor and anthorized intarprister
-of His writings, ‘Abdu'l-Baha rueans “Scrvant of Bahayliah®.

Boha'w'Hdh: Title nrsumed by Mirza Huseyn-'Ali, Founder of the Baha'l Faith. Born on 12 Noveimber
1817, He declared His mission as the Promised One of All Ages in April 1863 and pessed away in Acre (Akhd),
Palestine, on 20 May 1892 alter forty years of imprisonment, bapishment, and house arrest. Rahaw’llal's
writings are considered by BahaTs to be direct revelstion frem God.
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Honorary Treasurer
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) Dear Prof, Lim
Hengrory Legid Adviser

Hr. Joe Grimbarg

e REQUEST FOR FEEDBACK REGARDING HUMAN STEM
Mardechat Aberged CELL RESEARCH IN SINGAPORE

Mz " . . W . a
M. i ot We refer lo your leiter of 8 November 2001 and reminder of 7 December

2001, Qur spolopies for not replying earlier as Rabbi M. Abergel 18 presently
on home leave and will relurn to Singapore in late December.  He will Tevest
with his comments,

Thank youw
Yours sineerely

i

Tasep janHi
HonorarylSecretary

¢t Rabbi M, Abergel

24021y Woderloo Btrest Singapore 187980, Tet: 3372189 Fax: 3362127
E-maf}: JewlshwhiEslngnel.com,sg
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RABBI MORDECHAI ABERGEL

DRTHODOX JEWISH COMMUNITY OF SINGAPORE

Monday, December 31, 2001

Ms. Lauren Noto

For Prof Lim Pin

BAC Chairman

250 North Bridge Rd.
#15-01/02 Raffles City Tower
Singapore 179101

Dear Ms. Noto,

First and foremost | would like to apologize for the delay in our reply. We very
much value your inierest in the religious aspect of this important issue.

Herewith enclosed is an article which presenls the Jewish religious viewpoint. |
hope it will answer your request.

Yaurs Truly,

19 Oxley Walk, #0]
Tel/Fax: (653737 911 e-msn OMSARYSIENCLCONLEE
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Stem Cell Research in Jewish Law

by Daniel Eisenberg, MD"

Introduction

Stem cell research is among the most promising and controversial technological
breakthroughs of our time. Most cells in the human body are differentiated and, if
they maintain the ability to divide at all, have the ability to form enly celis simitar
to themselves. Stem cells have the unique property of being able to divide, while
maintaining their totipotent or pluripotent characteristics, Early in mammalian
development, stem cells (under the proper conditions) have the ability to
differentiate into every cell of the human body (totipotent), potentially forming an
entire fetus. Stem cells derived from later stages of mammalian developmeant
have the ability to differentiate into multiple cell types, but not into an entire
organism. If we were able to manipulate the conditions controlling cellular
differentiation, we might be able to create replacement cells and organs,
potentially curing illnesses such as diabetes, Alzheimer's disease, and
Parkinson's disease,

The uliimate promise of stern cell technolcqy wauld be to combine it with cloning.
Imagine a man dying of liver failure. If we could take a somatic cell from his skin
and place the nuciear DNA into a denucleated egg cell, we would have created
an almost exact copy™! of that sick man's cell, capable of differentiating into his
clone. Instead of allowing the cloned cell to develop into a fetus, we might place it
(or its stem cells alone) Into the appropriate environment that would cause It to
differentiate into a liver that would be virtually genetically identical lo the sick
man. If we could "grow” this liver to maturity, we could offer the sick man a liver
transplant without the risk of rejection and without the need for anti-rejection
drugs.

This sounds like a virtual panacea for mary of man's ills. Yst we still do not know
ifwe are able to successfully clone a human, nor are we sure what practical
value can be derived from stem cells. We are currently in the realm of fascinating
speculation. it will require years of very expensive, labor intensive research to
determine the potential that stem cells hold for the treatment, palliation, and cure
of human iliness. While stem cells have been isolated from adulis and aborted
fetuses, the best source is the "pre-embryo," the small clump of cells that
compose the early zygote only a few days following conception. Therefors, ta
best investigate the latent possibllities inherent in stem cells, scigntisls wish to
use the approximately 100,000 "excess” frozen pre-embryos that are "left over"
from earlier IVF attempts.

What is the halachic perspeclive on such research and what could the possible
objactions to such research be? There is litlle argument that the use of stem cells
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derived from adult somatic tissue pose few ethical problems. The issues raised
by stem cell research involve the use of In vitro fertilized eggs which have not yet
been implanted in a woman and the use of tissue from aborted fetuses.

The issues raised by stem cell research may be divided into several quesiions;
1. I3 in vitro feriilization permitied to begin with?

2. What is the Jewish approach to abortion?

3. Are pre-embryos included in the prohibition of abortion?

4. May a very early embryo be sacrificed for stem cells that could save lives or at
least cure disease?

5. May we feriilize ova specifically to create an embryo to be sacrificed for stem
calls?

8. Need we make "fences” in the form of protective laws to protect fetuses from
wanton destruction? May tissue from aboried fetuses be used for research or
medleal treatment?

in Vitro Fertilization

Artificial insemination has been dealt with a length by a spectrum of poskim
(rabbis qualified to decide matters of Jewish law). While artificial insemination by
a donor is generally stiongly condemned, the use of a husband's sperm for
artificial insemination in cases of necessity was accepted by most Rabbinlcal
authoritles.'¥ The question of in vitro fertilization was dealt with later. A significant
ma]ority of authorities accepted in vitro fertilization under the same rubric and
limitations as artificlal lnsemination, including the fulfillment of the mitzvah of
procreation.® However, a fundamenitally new question arose. What is the status
of the "spare"” embryos that are not implanted as part of the first cycle of IVF?®
Must they be implanted in the mother as part of ancther attempt at pregnancy.
May/must they be donated to another women to allow the pre-embryo its chance
at [ife? May they remain frozen Indefinitely?™ Most importantly to our toplc, the
question arose - may pre-embryos be destroyed? To answer this question, we
must first generally examine the Jewish approach to abortion,

Abortion in Jewish Law

The traditional Jewish view of abortion does not fit convenisntly into either of the
major "camps” in the current American abortion debate. We neither ban abortion
completely, nor do we allow indiscriminate abaortien "on demand.” To gain a clear
understanding of when abortion is sanctioned, or even required, and when it is
forbidden, requires an appreciation of certain nuances of halacha (Jewish law)
which govern the status of the fetus,

The easiast way to conceptualize a fetus in halacha is to imagine it as a full-
fledged human being - but not quite. In most circumstances, the fetus is treated
like any other "person.” Generally, one may not deliberately harm a fetus, and
sanctions are placed upon those who purposefully cause a woman o miscarry.
However, when its life comes into direct conflict with an already born person, the
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autonomous person's life fakes precedence.

It follows from this simple approach that, as a general rule, abortion in Judaism is
permitted only if there is a direct threat to the life of the mother by carrying the
fetus to term or through the act of childbirth. In such a circumstance, the baby Is
considered tantamount to a rodef, a pursuer after the mother with the intent to kill
her. Nevertheless, as explained in the Mishna (Oholos 7:6), if it would be
possible to save the mother by maiming the fetus, such as by amputating a limb,
abortion would be forbidden, Despite the classification of the fetus as a pursuer,
once the baby's head has been delivered, the baby's fife is considered equal to
the moiher's, and we may not chonse one life over another, because it is
considered as though they are each pursuing the other.

Judaism recognizes psychiatric as well as physical factors in evaluating the
potential threat that the fetus poses to the mother. However; the danger posed by
the fetus {whether physical or emotional) must be both probable and substantial
to justify abortlon. The degree of mental illness which must be present to justify
termination of a pregnancy is not well established and therefore criteria for
permitting abortion in such instances remain controversial.

As a rule, halacha does not assign relative values {o different lives. Therefore,
almost all major poskim forbid abortlon in cases of abnormalities or deformities
found in a fetus. Rabbi Moshe Feinstein, one the greatest poskim in this century,
rules that even amnlocentesis is forbidden ifitis performed only o evaluate for
hirth defects for which the parents might request an abortion. Nevertheless, a
test may he performed if a permitied action may result, such as performance of
amniocentesis or drawing alpha-fetoprotein levels for improved peripartum or
postpartum medical management. While most poskim forbid abortion for
"defective” fetuses, Rabbi Eliezar Waldenberg (in his "T2itz Eliezer," vol. 9,
chapter 51:3)is a notable exception. Rabbl Waldenberg aliows first trimester
ghortion of a fefus which would be born with a deformity that would cause it to
suffer, and termination of a fetus with a lethal fetal defect such as Tay Sachs up
to the end of the second timester of gestation.

The question of abortlon in cases of rape, incest, and adultery is a complex one,
with various legal justifications propounded on both sides. In cases of rape and
incest, a key issue would be the emotional toll exacted from the mother in
carrying the fetus io term. The same analysis used in other cases of emotional
harm might be applied here, Cases of adultery interject additional considerations
into the debate which are beyond the scope of this short article.

In sum, the parameters determining the permissibllity of abortion within halacha
are subtle and complex.

Are I_’re-Embrvos Included in The Prohibition of Abortion?
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While the practical aspecis of the Jewish approach to abortion are relatively
agreed upon, the exact source and nature of the prohibition is not. Depending on
the origin of the prohibition, the application to the pre-embryo will differ. For
instance, while most halachic authorities consider the prohibition of abortion to be
from the Tarah, a few consider it to be Rabbinic in nature. It Is interesting to note
that both the person who performs the abort;on as well as the woman who
voluntarily allows it to be done are culpable.

- The most abvious p!ace- to fook for the Biblical prohibition would be from the
aseret ha'dibrot (Ten Commandments), “Thou shalt not murder™™, This
prohibition, called refzicha, usually carries a death penalty for transgression.
Nevertheless, it appears the Torah itself teaches that klllmg a fetus is not
equivalent to killing an adult. The Torah specifically states™ that if in the course
of an altercation with a third parly, a person causes a womnan to miscarry, he
pays only monetary damages, while if the woman herself were to die of her
injuries, the aggressor would receive a death sentence. Rabhi Yehuda
Ashkenazi, In his commentary on the Code of Jewish Law, @ reasons from haere
that a fetus Is not a full-fledged person, since regarding the one who hits the
womarn, causing her to miscarry, *. . . he pays the value of the child and we do
not label him a murderer, nor do we execute him, . .."

Notwithstanding the statement of Rabbi Ashkenazi, several poskim rule that
abortion does represent murder, but without the punishment of death.2! This law
is similar to the law of one who kills a treffe'® (a specific type of termmaily ifl
person), for whom there is a prohibition of murder, but no death penalty.22 if the
pre-embryo is included In this prohibition, then very little short of the pre-embryo
posing a threat o someone's fife could justify its destruction. An independent
threat to the life of a third party would not sufiice to afiow destroying the pre-
embryo,

The argument regarding whether a fetus is included in the prohibition of murder
is complicated and Fascsnatlng ‘Both positions garner support-from two sides of
the same page of the Talmud. Arachin 7a states that the court should strike the
abdomen of a pregnant woman to cause a miscariage prior to her execution. sl
The life of the fetus seems inconsequential in that discussion. On the other hand,
Arachin 7b states that the Sabbath may be desecrated for the life of a fetus,
something which may only be done to save a life, for pikuach nefesh. This
apparent contradiction is dealt with at length in the responsic literature.

But is the pre-embryo Included in this prohibition? That question is best
answered by evaluating the next possible Biblical source for abortion. When
Noah and his family exited the ark, G-d commanded them seven laws, which
apply to all of humanily. The usual transiation of one of these laws is: "Whoever
sheds the blood of man, by man shall his blood be shed."™ The Torah clearly
demands capital punishment for murder, While this prohibition appears
straightforward, there is a fascinating twist.



The Taimud!™ attempts to prove that non-Jews, who are not obligated by most of
the Torah's commandments given at Mount Sinai, are forbidden to perform
abortions.™ The Talmud brings the literal transtation of the previously mentjoned
passage (with slightly altered punctuation), which is: "Whoever sheds the blood
of man, within man, his blood shall be shed." It then asks: *What is the meaning
of 'man within man'? This can be said {o refer to a fetus in its mother's womb."
This prohibition, as part-of the Noachide laws, would apply to all people, Jew and

non-Jew alike, although for technical reasons, the degree of severity would
differ. <! '

Once the "standard" prohibition of retzicha (murder) is separated from that of
killing a fetus, we may investigate how this difference might affect the status of
the pre-embryo, From the Talmudic discussion of abortion, we might expect that
pre-embryos are not coveraed by the prohibition of abortion, because they have
never besn implanted. The rationale for such a decision is based on the concept
that a pre-embryo left In its petr dish will die. It is not even potential life until it is
Implanted in an enviranment In which it can mature.

Others derive the prohibition of abortion from the Torah's proscription of inflicting
damage to one's self or others (chavala)Z. One may not wourid one's self
without a valid reason (such a madical necessily as in surgery). Obviously, one
may not damage someone else.2! As a result, some claim that the prohibition of
abortion arises from the prohibition of the woman wounding

herseli®, while others feel that the derivation is fram the prohibition of wounding
the fetus. 22 Unlike murder, for which only a threat to the mother's life® could
justify killing the fetus, the rationale of chavala allows grester leeway in allowing
its abrogation. Particularly, if the wounding of the mother is the prohibition, her
consent to being wounded might be considered a determining factor, Whether
this prohibition applies t6 a pre-embryo is open to debate (albeit my personal
opinion is that the prohibltion of chavala does not apply at this level).

The last possible prohibition te consider is the Torah's forbidding of "wasting
seed" (hashchatat zera). 22 This is the main prohibition involvad in questions of
male contraception (for example, condoms) as well as the laws governing
gathering of sperm for analysis, IVF, or artificial insemination. The prohibition
forbids the "useless" emisslon or destruction of sperm that could create life.
Some halachic authorities have ruled that excess sperm from fertility treatments
may be destroyed. Further, the emission of semen for analysis has been
permitied as part of the process of procreation in those suffering from inferlility. 22
(Meveriheless, according to most poskim, this prohibition does not apply once
fertilization has occurred.) Since this ban may be waived for the sake of saving a
life, ¥ it is conceivable that destroying a pre-embryo o save someone's life (or
potentially treat severe iliness; this would bring us into the complicated question
of "viehi omrim lo 'adam chatei bishvil sheyizke chaveirecha” -- do we allow one
to sln in order to save his friend, — an issue beyond the scope of this article)
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would be permitted as part of the mitzvah of pikuach nefesh.

Twao positive Biblical commandments bear on the abligation to save life (the
obligation of hatzaia) The Tarah requires that we "Do riot stand idly by as your
neighbor's blood is being shed,"® This mitzvah is inferpreted by the Talmudi2!
to require one to expend positive effort and even money to protect an
endangered person. Maimonides learns the whole commandment for a qualified
individual to heal his neighbor from Lhe obligafion to return lost objects.
Regardm&a fost object, the Torah commands: ®. . . and you shou!d surely restore
it to him."== From an extra letter in the sentence Malmonldes derives that if
one must return a lost object, he must certainly return someone’s “lost” health.

Both of these positive commandments may apply regardless of whether there
may be any prohibition of abortion for a pre- embryo But-do these positive
commandments apply to a pre-embryo? That is, do we have a positive oblzgat[on
to protect the pre-embryo that is sitting in the freezer?

Fon‘.y days

In our analysis, we must also evaluate whether we are more lenient with the
destruction of an-embryo prior to forty days gestation. There is reason to argue
that prior to forty days gestation, the fetus lacks "humanity." The Mishnal®® states
that a miscarriage prior to forty days does not cause tumat leida.™ The daughter
of a Cohen {priest) whose non-Cohen husband has died may continue eatin g
trumah (tithes) only if she has no children and is not pregnant. Rav Chisda®!
states thatin a case where her non-Cohen husband died soon after marriage,
she may continue eating trumah for forty days. He reasons that if she is not
pregnant, then there is no problem, and that if she Is pregnant, that up to forty
days the fetus is "mayim b'alma (mere water).”

These sources suggest that a fetus prior to forty days gestation is not considered
to be an actual person and we might extrapalate that destruction of such a fetus
is not forbidden by Jewish law. If we now apply this reasoning to the possible
sources for abortion discussed above, we note consistency on the part of the
poskim.

Rabbi Unterman, former Ashkenazi chief Rabbi of Israel, who ruled that a fetus is
pmtecteci by the prohibition of murder (refzicha), rejects these sources as
removing the early embryo from the prohibition of murder. He bolsters his opinion
by quoting from Toras Ha'Adam™, a famous Jewish law book by Nachmanides
{Ramban) that discusses medical lssues. The Ramban quotes the Ba'al Halachot
Gedolot, who asserts that oné may desecrate the Sabbath for a fetus becauss,
by desecra’tmg one Sabbath, the fetus will be able to fulfill many Sabbaths in the
future. 28 Thus, the Ba'al Halachot Gedolat argues that saving the life a fetus

before forty days overrldes the Sabbath; therefore, argues Rabbi Unterman,
feticide is'murder.

G-3-25



Rabbi Yair Bachrach, author of Chavet Yair, does not accept the forty days
distinction because he derives the prohibition of feticide from wasting male seed,
which Is prohibited even before conception Pl

Rahbi Yosef Trani (author of Responsa Maharlt), who argues that abortion is
forbidden as chavala (wounding) of the mother, does not specifically mention the
farty day cutoff. However, Rabbi Yechiel Weinberg (author of the Responsa
Seridel Alsh), clearly held that there is no prohibition of abortlon befars forty days
actording to Rabbi Trani's opinion since there is no "llmb" to injure-prior to
formation of a recognizable fetus at forty days.2 Rabbl Weinberg himself at first
permitted abortion prior to forty days, but later reconsidered his position 2

All of the above approaches apply only to Jews who are bound by Torah law,

The prohibition of abortion for non-Jews, as discussed above, devolves from the
Noachide laws. Of course, non-Jews are forbidden to commit homicide. Yet,
according to many commentators, non-Jews are not-bound by the commandment
in Leviticus 19:16 to protect the lives of their comrades, since it was not
commanded to Noah. The scope of their prohibition includes murder and
"shedding blood of man within man." These obligations mclude only actual lives,
not potential lives. Therefore, according to Rabbi Unterman, 22 there is no
prohibition of abortion for a non-Jew, nor for a Jew to aid in such an abortion,
before the fortieth day of gestation. i

May a very early embryo be sacrificed for stem cells?

Now that we have analyzed the possible sthical issues in destroying pre-
embryos, what is the final outcome? For non-Jews, the issue appears most
direct. The combination of the pre-embrya never having existed within a uterus
and the generally accepted leniency toward abortion within the first forty days,
would strongly argue for a permissive ruling regarding the destruction of pre-
embryas for stem calls.

Regarding Jews, the answer is more complicated. Since stem cell researchis a
new endeavor and cloning of humans has not yet occurred, there are no
published responsa on the topic. We must, therefore, look to more practical
cases that encompass our question to find an applleable ruling. We find such an
issue with respect to the best course of action for couples who wish to avald
having children with Tay Sachs disease when both partners are carriers of the
Tay Sachs gene. A similar problem arises in fammes where the wife carries a
gene for a sex-linked disease, such as Fragile-X.142

The most promising option for such couples is preimplantation diagnosis, in
which a zygote conceived in vitro has a faw cells removed to be tested for
genetic defects before implantation. Only a zygote that Is not homozygous for
Tay Sachs or riot & male carrier of Fragile-X would be implanted. Rabbi Yosef



Shalom Eliyashuyv, possibly the most infiuention posek in |srael today, has
permitted preimplantation diaghosis and deatruction of affected zygotes to
prevent cases of Fragile-X and even in a case of a woman with
neurofibromatosls who only had skin lesions.®2 Rabbi Dovid Feinstein has taken
a similar view as to the permlsmbmty of discarding "extra” pre-embryos.* Pre-
implantation diagnosis, which is already accepted by some Rabbinic authorities,
is likely to be acceptable to most Jewish !egal exparts when used fo prevent
serious diseases in offspring.

Based on these rulings, it would seem {hat we now have a practical answer to
our question of stem cell research. If the pre-embryo may be destroyed, it
certainly may be used for research purpose and other life-saving work. In fact,
Rabbi Moshe Dovid Tendler, in testimony for the iNational Bioethics Advisory
(.'Jt:unrrtissionlﬁfJ argued strongly in favor of the use of pre-embryos for stern cell
research.22 Neveriheless, it is important to realize that this conclusion is not
unanimous® and that all of these rulings are predicated upon the understanding
that the pre-embryo is not included in the prohibition of refzicha (murder).

May we fertilize ova specifically to create an embwo to he sacrificed for
stam gells?

The creation of embryos for the purpose of faking their stem celis is a complex
issue. While no responsa yet exist specifically dealing with this question, itis
likely that Rabbinic authorities will not favor such a leniency. The mere existence
of already created pre-embryos creates a need o decide the halachic
ramifications of thelr destruction. We therefore may decide that such research is
permitted bedieved (ex post facio), once the pre-embryos exist. Hawever since
there are poskim wha fotbid abartion even within the first forty days,“& it is much
harder to argue flichalchila {a priori) that creation of pre-embryos with the
intention of destroying them is parmitted.

There are additional questions that we as a society must ponder, May we and
shoufd we deliberately create pre-embryos in orderio destroy them??

"Fences” arcund the faw and the use of stem cells and aborted fetal tissue

The Rabbis often create protective edicls (gezerof) to prevent the desecration of
Torah law. Additionally, the Rabbis may promuigate decrees intended to protect
Torah values by preventing untoward behavior that is not already prohibited by
the Torah itsell. For example, more than 1000 years ago, Rabbenu Gershon
enacted gezerot banning polygamy and opening the mail of others, despite the
absence of actual Torah prohibitions for gither of these two actions.

The protection of life is a strongly held Torah ideal. While the destruction of pre-

embryos in the course of fertility ireatments or to prevent diseass may be
permitied, this does not mean that pre-embryos may be destroyed without
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campunction. To avoid the proverbial "slippery slope,” should we ban stem cell
research on embryonic stem cells as a dangerous encroachment on the sanctity
of life? That is, even if pre-embryos may be destroyed, should we enact
preventative laws barring stem cell research that requires the destruction of
potential lives to avold cheapening life by treating the process of crealing
humans as another scientific process, siripped of its- miraculous underpinnings?
In his testimony, Rabbi Tendler summed up the issue of protective enactments
as follows:

Jewish law consists of biblical and rabbinic legislation. A good deal of rabbinic
law consists of erecting fences to protect hiblical law. Surely our tradition
respects the effort of the Vatican and fundamentalist Christian faiths to erect
{ences that will protect the biblical prohibition against ahortion. But a fence that
prevents the cure of fatal diseases must not be erected, for then the loss is
greater than the benefll. In the Judeo-biblical legislative tradition, a fence that
causes pain and suffering is dismantled. Even biblical law is superseded by the
duty to save lives, except for the three cardinal sins of adultery, idolatry, and
murder. . . Life saving abortion is a categorical imperative in Jewish biblical law.
Mastery of nature for the benefit of those suffering from vital organ failure is an
obligation. Human embryonic stem cell research holds that promise. .

Human embryonic germ cells may also be derived from gamete ridge t|ssue_
removed from first trimester abortuses (at approximately eight-weeks gestation),
While abortion of fetusesis a grave offense, it is difficult to justiiy prohibiting the
use of life-saving tissue from these aborted {etuses for fear of encouraging or
condoning aborlion. This Is another case where the cost af a Ei‘eventahve
enactment might be the avoidable death of human beings B9

Feootnotes

BAGCHK]
* Dr. Elsenberg resides with his wife and children In Bata Cynwyd, Pa. This aricle was reviewed
for halachic accuracy by Rabbi Shealom Kaminetsky of the Talmudica! Yeshiva of Philadelphia.

If you have any cormiments ar questions about this article or other medical / halachic issues, feel

fres to contact Dr. Elsenberg at gisenber@pol.net.
IBACK]

1. While the nuclear DNA would be identlcal lo the danor skin cell, the mitoghondrial DNA
woutld be thal of ihe donor egg.

BACKI]
2. See "Artificial Insemination in Jewish Law,” Maimonides: Health in the Jewish World, Val
5, No, 1, Winter, 1938,

IBACI<]
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With {he imporiant exceptions of (1) Rabhl Ovadia Yosef, who forbids it and rules that i
does not fullill the obllgation of fathering children, (2) Tzitz Eliezer XV, no. 48, and (3)
Rabibi Moshe Blernbach who denles paternity to the sperm donor and forbids the
procedurs.
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The use of sparm for [VF once the mitzvah of procreation has baen fulfilled is mare
conlroversial,
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See {(he arlicle-by Rabbi Yitzchok Breilowitz, "The Preermibryo in Halacha" posted on
JLaw.com at hitp:iwww . JLaw.comvArticles/preemb. himl
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The development of cryogenic techniques to freeze pre-embryos only pushed off the
crucial guestion of whether pre-embryos could be destroyed. Prior to cryogenie
techniques, several Rabbinlc authorities ruled that ali ferilized embryos must be
implanted. This severely limlied the avaitability of IVF {o Torah observant Jews because
of the great expense and low ylelds of each IVF attemp! {récessitating fartilization of
many ova}, and the inherent risk of implanting many embryos. With the advent of
cryogenic fechniques, many ova could be fertilized with anly a few implanted.
Mevariheless, the question of dispasition of these “frazen” pre-ambryos which now
number approximately 100,000 remains.
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Nishmat Avraham, Orach Chaim 656:1 (p. 92)
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Hetiv, Chashen Mishpatl 426:2
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See Rabbi Y. Unterman, Responsa Shevet M'Yehuda, Vol, §, p. 28 and Noam & {(1863):
1-T1.
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A treife s a person with an organic iliness thal Is expecled to be fatal within a year.

BACK]
See lgrot Mosha, Choshen Mishpat [i, 688

[BACK]
For more extensive freatment of this debale, see Jewish Ethics and Halakhah For Our
Time, Sources and Commentary, Vol. 1, by Rabbl Basil . Herring.
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. To spare her the embarrassment of bleeding during her execution,
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Genesis 9.6

[BACKI]

Sanhedrin 67b: "In the name of Rabbl Yishmaet they sald: A ban Noach [is liabla] even
for killing & fetus. Whal is the reasoning of Rabbl Yishmael? Because it is written [in
Genesis $:6]: "Whoever sheds ihe blood of man by man [fiierally “in man"], his blood shall
be shed'. What is the meaning of 'man in man'? This can be said to refer to a fetus in its
mother's womb."

IBACK]

since the Torah was given io the Jews at Mount Sinai, only they are bound by its
commiands. Neveriheless, all laws given to Noah, the falher of all nations, are binding on
nan-Jews.

BACK]
Taosoiot, Chullin 33a, {d.h. "Echad oveld kochavim"), Tosofot, Sanhiedrin 59s (d.h.
IlLaykaﬂ)

BACH

Bava Kamma 80b based on-Genesis 8:5 ("the blood of your lives | will surely recuire").

See Responsa Maharit 97 & 98. See also Responsa Seridei Aish, vol. 3, no, 127
{originally published in Noam 9: 193-218),

[BACK]
The laws of damage in halacha are extensively discussedin the Torah, Talmud, and
codes of Jewish law.

BACK]
Ses Hesponsa Seridal Aish, val. 3, no. 127 {p, 249)

[BACK]
abbi J. David Bleich, Confemporary Hatakhiz Problems, Vol. 1, p. 341

Al

BACI
As noted above, the fetus-would be classiled a rodef

[BACIK]

. 3ee Nida 13b-and Responsa Chavot Yair, no. 31. Responsa Sheilot Yaavetz, no. 43

argues that ence the sperm Has been depasﬁed in the woman, the primary prohihitlon of
hastichatas zera no langer applies.

BACK]
lorgt Meshe Even HaEzer 1:70, ;44

[BACHK

. Generally, all Torah prohibitions except for murder, idolatry, and forbidden sexual

relationships are walved 1o save a himan life.

BACKY
Leviticus 19:16
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Sanhedrin 7T3a
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Detileronomy 22:1-2

BACK
Maimaonides, Commertary on the Mishnaly, Nedarim 4:4

:

Tumat leida is the Impurily that is crealed by the birth process, whether five or by
misearrtage.
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orat HaAdam (in Mosad HaRav Kook Kitvel Haramban, Val. 2, p. 28)

BACK

This line of reasoning is brought in Talmud Yoma 85b as one possible reason for why
saving & life overrides the Sabbath.

:

BACGHK

See Resgonsa Sheiiof Yaavelz, no. 43, where Rabbi Yaakov Emden argues that
“wasting seed" anly hiars preveniing the semen from reaching the woman's Werus, He
neveriheless forbids abortion prior to forly days for other reasens,

BACK]
Saridai Aish, vol, 3:350, n.7

[BACK
Seridel Alsh, vol, 3, no. 127 {p. 248)

BALIKI

E

. Respansa Shevel MYehuda, Vol. |, § and Noam 6:4.

[BACK]

Rabli Chaim Ozer Grodzinski (Respoensa Achiszer, 1Ii, §5:14) even eniertains the
possibitify that there may be no Bibllcal prohilition of aborilon before forty days. See also:
Tzoinat Paneach 59; Responsa Bet Shiomahn, Choshen Mishpat 162; Torat Chesed,
Even Ha'ezer, 42:32 gl of whom distuss the decreased stringency of aborlion within the

first forty days.

BACIK]
Males wilh a single gene for a sex-linked disease wilt be affacted by the disease.

IBACK

43. Parsonal correspondance with Br. Avraham Sleinberg.

[BACK]

Personal correspandancs with Rabbl Sholom Kamenetsky.

[BACIK

Stem Celf Research and Therapy: A Judeo-Bibiical Perspective, Ethical Issues In Human
Stem Celt Research, Volume iI: Religious Perspectives, September 19939, pp.H-3 te H-5.
The fult text may be downloaded from-lhe Mational Bioethics Advisary Commisslon
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48.

47,
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49,

website at hitp:/blosibics.govipubs. iml.

BACK]

“The Judeo-biblical tradition does nat grani morat slatus to an embryo before forty days
of gestallon. Such an embryo has the same moral stalus 85 male and female gameles,
and its destruction prior to Implantation Is of the same moral imporl as the ‘wasting of
human seed.' After forty days-the ime of 'quickening’ recognlzed in common law-the
Implartad embryo is considered te have humanhood, and lis destruction is considered an
act of homicide. Thus, thare are two prerequisiies for the moral stalus of the embryo as a
Ruman being: Implantation and farty days of gestational development, The proposition
that humanhood beging at zygote formation, even in vitrg, |s without basis in biblical
moral theology.” Testimony of Rabbi Moshe Dovid Tendler, Ph.D, Siem Coll Ressarch
and Therapy. A Judeso-8iblical Perspeciive, Ethical lssues In Human Siem Cell Research,
Volume 1li: Religious Perspéctives, Seplember 1999, p.H-3.

[BACIG
E.g., Rabbi J. David Blelch has voiced opposition to the destruction of pre-embryos and
thalr use In stem cell research.

[BACK]
Responsa Seridet Alsh, vol, 3:350, n.7, Responas Shevet M'Yehuda, 150, Responsa
Maharash Engel, 7:85, and Rabbi Moshe Yonhal Zwaig, Noam 7:48.

[BACK]

"In stem cell research and therapy, the moral obligation Io save human Wife, the
paramourd ethieal principls in biblical law, supersedes any concern for lowering the
barrier to aboition by making the sin less heinous. Likewise, he expressad concern that
this research facilitales human cloning is without merit. First, no reputahle research
facility is interesled in cloning a human, which is not even a distant goal, despite the
pluripotency of stem cells. SBecond, those on the leading edge of stem cell research know
thal the greaier contribution o human welfare will come from replacement of damaged
cells and organs by frash slem cell products, not from dlonlng. Financlsl rewsrd and
geelaim from the scientific community will come from such therapautic successes, not
from cloning.” Testimony of Rabbi Moshe Dovid Tendlsr, Ph.D., Sfem Cell Research and
Therapy: A Judso-Biblical Perspective Ethical lssues in Human Stem Celt Ressarch,
Volumea I Rellgious Perspectives, Seplember 1988, p.H-4.

[BACK]

50. Other issues applicable to stem cell research are generic and apply equally to all -

research, Full informed conisent, careful risk-banelt analysls, allogation of scarce
rasources, and the role af financial gain and renumeration in research have all been dealt
with in Jewish law, and are beyond {he scope of this article.
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SINGAPORE BUDDHIST FEDERATION

12 UBI AVENUE 1 SINGAPCRE 408932
TEL: 7444158/7444635 FAX: 7473618

26th November, 2001

Messrs. Bioethics Advisory Committee

2530, North Bridge Road
#15-01/02, Raffles City Tower
Singapore 179101

Dear Sirs,
FEEDBACK REGARDING HUMAN STEM CELL RESEARCH IN SINGAPORE

The basic precept of Buddhism is against harming and killing all beings.
We are taught te have love and compassion for all beings.

Regarding the research on human stem cell, Buddhism will look at it
seriously from the point of intention. If the intention of the

research is to find cums specifically to human therapeutic. In other
words, if the aim of the research is to help and benefit humankind, then
we will deem the research as ethical. On the other hand, if the

research is something just for the sake of deoing or simply to make

money out of it, then we will feel it is unethical.

As for human claning, although Buddhism did not state that beings
are created by Ged and the different forms of birth are mentioned in
the scriptures, but we are definitely against it. We feel that this
will affect the society both morally and socially.

In conclusion, we will support research on human stem cell that will
benefit humankind as & result, but are definitely against human

claning. We hope the above clarify with the committee the Buddhist stand
on human stem cell research in Singapore.

Please feel free to contact us if you have Ffurther gueriss.
Thank you and with hest regards,

Yours sincerely,
™

Venerabje Shi Ming ¥i
Secretary General---Singapore Buddhist Federation
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BICETHICS ADVISORY COMMITTEE
250 NORTH BRIDGE ROAD
#15-01/02 RAFFLES CITY TOWER
SINGAPORE 179101

DR HUI KEEM PENG JOHN

29 LORONG LEW LIAN

#03-04

SINGAPORE 536471

TEL: 2866821 (H)
4588596 (O)

DR LEE HEW MURN
482-A East Coast Road
SINGAPORE 429051
TEL: 3446231 (H)
7345310 (O}

25™ NOVEMBER 2001
Dear Sirs
FEEDBACK REGARDING HUMAN STEM CELL. RESEARCH IN SINGAPORE

W rafer to Prof Lim Pin's letter dated 8" November 2001, requesting for feedback
on the BAC's position on human stem cell research in Singapora.

We woulld first like to thank the BAC for this invitation for our feedback.

Having read the consultation paper prepared by the Human Stem Cell Resaarch
Subcommittes (HSR), we cannot but express our disappointment and _
disagreement with the HSR's position on research exploiting embryonic stem ceils
derived from early embryos (‘ES cells’) and embryonic germ cells abtained from
babies killed by induced abortion{'EG cells').

We have previously explained our rationale for our opirion in letiers to the Deputy
Prime Minister, Dr Tony Tan, and the Bioethics Advisory Committee itself, copies
of which are enclosed. Together with these, we have also enclosed a copy of the
letter sent to the National Medical Ethics Committee by the Archdiocesan
Bioethics Commission.

In summary, we would like to put forth the foliowing points:
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1. On the basis of a complete biclogical analysis, the living human embryo is -
from the moment of the union of the gametes ~ a human subject with a well
defined identity, which from that point begins its own coordinated, continuous
and gradual development, such that at no later stage can it be considered as a
simple mass of cells, Jerome Lejeune, who was a professor of fundamental
genetics in Paris and a pioneer in detecting chromosomal diseases, once said
to a US Senate committee: "Life has a very, very long history but each
individual has a very neat beginning, the moment of its conception.”

The two moments of real disconiinuity in the life of an individual are to be found in

the acts of fedilization and of death.

Objections based upon the appearance of the primitive streak and of the nervous

system bud, and upon the relevance of the implanting as a decisive event for the

continuation of development, -do not bear in the least upon the individuality of the
embryo or the continuity of development. the appearance of the primitive streak
and of the nervous system -- like the whole process of organogenasis — are the
outcome of this active and individualized development. Therefore the objective
facts of sclence tell us that every human being begins life from the moment of
conception, or in the case of cloning, when the nucleus of a somatic cell to be
cloned is incorporated into an enucleated ovum. It seems painfully apparent that
those who have chosen to deny this fact of science have done so in a thinly veiled
attemnpt to justify policies that favour continued experimentation on, and
destruction of, our younger and most vulinerable citizens for the sake of material
gain.

Put in another way, is it not incoherent to state that a human being begins life only

on the faurteenth day after it has already started living (from the moment of

conception)?

2. The human being is to be respected and treated as a person from the moment
of conception; and thersfore from that same moment his rights as a person must
be recognized, among which in the first place is the Inviolable right of every
innocent human being {o life. _

Fram this it follows that as a human individual it has the right to its own life; and
therefore every intarvention which is not in favour of the embryo is an act which
violates that right. Therefore, the ablation of the inner cell mass (ICM) of the
blastocyst, which critically and iremediably damages the human embryo,
curtailing its development, is a gravely immoral act.

In the same vein, every type of therapeutic cloning, which implies producing
human embryos and then destroying them in order to obtain stem cells, is
immoral.

3. No end believed to be good, such as the use of stem cells for the praparation of
other differentiated cells to be used in what look to be promising therapeutic
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proceduras, can justify an intervention of this kind. A good end does not make
right an action which in itself is wrong.

We nate that the HSR quite rightly banned reproductive cloning of human beings
because it "goes against the moral idea that a human being is not to be treated as
a means to an end, but only as an end.” It is precisely because of this that a
human being, whose life begins at conception, should be given absolute respect at
all stages. This respect that is accorded to hirn should not be made relative to the
potential benefit his death may reap for others,

We would like to assure you that the Catholic Medical Guild has no intention of
waving aside the potential for good, for curing disease and saving in the name of
dogma. On the contrary, wa encourage such research for the good of humanity, as
in research on adult stem cells and cells obtained from babies that have died from
natural abortion (provided adequate informed consent has been obtained). We
cannot however condone research on cells obtained from the destruction of
embryos and bables killed by induced abortion.

We would therefore like to conclude by stating our unequivocal objection to
research that entails the destruction of human Tife at any stage, because we know
that at the end of our lives, we will have to account for what we have done to
others at the beginning of theirs.

Yours faithfully ;lgﬂﬂ
i

i Keem Peng Dr John Lee Hew Mun
Master immediate Past Master
The Catholic Medical Guild The Catholic Medical Guiid
of Singapore of Singapore
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THE DEPUTY PRIME MINISTER
MINISTER FOR DEFENCE

DR TONY TAN

MINDEF BUILDING

GOMBAK BASE

SINGAPORE 669648

DR HUI KEEM PENG JOHN

29 LORONG LEW LIAN

#03-04

SINGAPORE 536471

TEL: 2866821 (H)
4588596 (Q)

OR LEE HEW MUN
482-A Fast Coast Road
SINGAPCRE 429051
TEL: 3446231 (H)
7345310 (O)

17" Sepiember 2000

Dear Sir,

HUMAN STEM CELL RESEARCH

We are pleasad that, in an interview with Channel News Asia on 28" June 2000,
you brought up the necessity of a national bio-ethics committee in the future to
make sure that our foray into the field of life sciences research is kept within
proper ethical boundaries. As health care professionals trained to care for human
fife from conception to natural death, may we request that such a committee be
formed immediately, and that research on human embryonic stem cells be
banned, for reasons that follow.

l. LIFE SCIENGES RESEARCH IS PROGRESSING AT A FAST PACE
it was first brought to the public’s attention in May 2000 that the NUS had
been conducting research on stem cells from human embryos less than
one week old. On August 11" 2000, it was announced that the EDB,
through its investment arm, Life Sciences Investment, would be investing
$17 million in a2 new company, ES Cell International to develop and
commercialise a research project on embryonic stem cells by local and
foreign scientists.
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With this development, research in the life sciences has now gone inta full
throttle. It Is significant to note that it is going on without the existence of a
bio-sthics committee to formalise sthical guidelines for such projects. This
might undermine your desire to bill Singapore “as a country with practices
of high ethical standards in medical research.™

HUMAN LIFE BEGINS AT CONCEPTION
This is & very important issue, one that will decide our stand on the ethical
issues surrounding human embryo research.

Every individual human being begins as a human embryo at ferfilisation
with the initial fusion of sperm and ovum.? In the case of cloning, a new
human life begins when genetic material from a somatic cell is fused with
an enucleated oocyte.

At fertilisation, the single cell human zygote, in vivo or in vitro, is
genetically already a litlle boy or girl. Immediately, this tiny human being
stops his mother's menstrual perlods and requiring only shelter and
nutrition unilaterally directs his or her own growth and development from a
single cell zygote through the 12-18 cell morula and the 5-6 day blastocyst
stages until finally setling his own birthday. The blastocyst is nevera “pre-
human” clump of ceils. ltis the human embryo, a little human being, that
each one of us ohce was.

THE ETHICS OF HUMAN EMBRYONIC STEM CELL RESEARCH

As health professionals, we are convinced that human life must be
absolutely respected and protected from the moment of its beginning at
conception. In human embryonic stem cell research, pluripotent cells fram
the inner cell mass of the human embryo at the blastocyst stage are used.
in the process the human embryo is destroyed. Such means to achieve
the end of excellence in the life sclences can never be jusfified.

A policy that accords absolute respect to the human embryo is nomere
paolitical compromise. It is a reflection of universally accepted sthical
principles governing experiments on human subjects — principles reflected
in the Nuremberg Code (1947), the World Medical Association’s
Declaration of Helsinki (1964) and other fike documents. Members of the
human species who cannot give informed consent for research should not
be the subjecis of experiments unless they themselves may benafit from it
or the experiments carry no significant fisk of harm to them. Only by such
ethical principles do we avoid treating people as mere means to otitaining
knowledge or benefits for others.
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WHAT HUMAN EMBRYONIC STEM CELL RESEARCH WILL LEAD TO.
If we accept that there is such a thing as a human life that is not worth
protecting at its initial stage of development, It will only be a matter of time
before our respect for life at all other stages will be eroded too. If we can
experiment with and dispose of a 5-day old embryo, we can do the same
with a 2-week, 3-week, or a 5-week old or older embryo.

This is no mere specutation. It has already occurred in Singapore.

At an international symposium on the treatment of Parkinson's Disease
held at Singapore General Hospital on 26" August 2000, a local presenter
revealed that eight unborn babies had been used at that hospital to treat
one patient with Parkinson's Disease. In this procedure, the heads of
these babies aborted at six to eight weeks’ gestation were taken out whole
from their mothers’ wombs. Their brains were then dissected and cells
were removed from them to be subsequently implanted into the brain of
the recipient in a procedure that is still considered experimental.

If unborn children are considered disposable material to be used to treat
other “more worthy” human beings or are deemed *useless” or a “burden”
to the economy or to the family, there are no further ethical barriers to stop
anyone from killing those already born and similarly burdensome, a fikely
situation in time given the expected increase in the numbers of aged and
handicapped.

Again this is no mere conjecture. There Is precedent. The Nazi
experience and the subsequent Nuremberg medical trials in 19486 revealed
previously unthinkable facets of human nature and serve as a chilfing
reminder of the depths to which even well educated and distinguished men
can sink.  Starting with the presumption that there is such a thing as a
human iife not worth living, these doctor-scientists too followed their dream
of genetic cleansing by exterminating in turn the mentally handicapped,
the physically infirm, the aged and finally the “inferior” ethnic groups.

And this despite the Germian government being one of the first in the world
to install a system of informed consent in human experiméntation, after
Albert Neisser was fined for infecting patients with syphilis without their
knowledge or consent in 1898. Itis significant that these regulations in
1900 were initiated by government authorities rather than by doctors or
research institufions. :

In 1931, the Reich government again fourid it necessary-to issue detailed
guidelines clearly distinguishing between therapeutic and non-therapeutic
research, even setfing out some siricter and more detailed precautions
than those contained in the much later Nuremberg code and the
Declaration of Helsinki.®
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Notwithstanding these sthically and legally advanced reguiations, itis a
matter of history how Nazism made it possible from as early as 1933 for
about 400 German doctor-scientists, of whom only 23 were indigtad, to
systematically destroy the fabric of medical decency.® Not only did the then
Government abrogate its responsibility but it was also guilty of complicity
in medical crimes against humanity that the world still finds difficuity in
comprehending. In the words of Hartmut M Hanauske-Abel, "In 1933 the
convergence of polifical, scientific, and economic forces dramaticafly
changed the relationship between the medical comimunity and the
government. That same convergence is occurring again and must be
approached with great caution if medicine is to remain focused on the
preservation of physical and medical integrity."*

Such people and tendencies are not past, never to happen again. They
have continued as hitherto low-key threats. For example, the legacies of
Nazism and its medical collaborators reached even Into the post-war
institutions created to prevent recurrence of their crimes - Nazis Dr Ernst
Fromm and Professor Dr Hans Joachim Sewering were members of the
. World Medical Assoclation which authored the Declaration of Helsinki
(1964).

These threats are increasing. According to Grodin, the Declaration
itself,”..undermined the primacy of subject consent in the Nuremberg code
and replaced it with the patemalistic values of tie traditional doclor-patient
relationiship.” It was further madified in 1975 and 1983 and even now the
USA’s FDA is considering aflowing placeho trials whether or not it has
already approvedone or more treatments for the same condition under
study, in direct conflict with para If (2) of the Declaration.

As in Germany before the last war, decades of legatised abortion and in-
vitro fertilisation and now embryo stem cell research in Singapore and in
the world continue to desensitise us to the fact and the inviolability of
human life and foreshadow the same outcome. In the USA, despite much
talk of human rights, the escalation of abortion to partial birth abortion in
1996 is anotherstark reminder of how anaesthetised people have become
tothe baby's humanity.

Not the least consequence of the failure of care and concern for the
unborn baby is the crisls of under-population, iremediable by international
migration, that the United Nations Population Division predicts will hit first
Eurape and Japan over the next 50 years, a possibility hitherio denied for
decades by most world leaders.® '

Significantly, the European Parliament voted at Strasbourg on 7 Sep 2000
by a narrow majority against therapeutic cloning, and asked the
governments of the Eurapean Union "fo introduce binding norms that
prohibit all forms of research on any type of human cloning in their
territory, and provide penal sanctions for any violation.” In addition, the
document calléd on the British government to review its stance on the
cloning of human embryos.
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Itis facile to believe that fertility decline is due to development alone.
Development removes the economic reasons for having children and
leaves only spiritual and other intangible benefits, reasons that have now
also been removed by the soul destroying effects of legalised
contraception and abortion. Without these reasons, the motivation to have
children cannot be restored by a raft of monetary or opportunity incentives.
And as physical infertility and infirmity supervene due to the continuation of
societal ageing, even the eventual restoration of these valuss will likely fail
to rejuvenate the population. The pressure for euthanasia and human
reproductive cloning may then become intolerable.

The possibilities that Science Is providing are increasing so rapidly that
ethics and laws have not been able to keep up. There is great danger that
each and every such additional scientific “success” desensitises us further
and makes us more liable and more vulnerable to a cataclysric end.

With no moral compass, mankind will pay a very high price if it pursues
embryo stem.cell research claiming that it offers "great promise to relieve
human misery"” without even having a clear understanding or
acknowiedgement of what it means to be human. Failure to recoghise that
an individual human being begins at fartilisation or refusal to acknowledge
it on the premise that any action is licit if it benefits others opens a
Pandora's box of inequity and injustice against those unable o defend
themselves. :

Concepts such as pragmatism, loosely translated as “what works is good”,
and democracy or “governance by the majority,” despite their undoubted
usefuinass, are insufficient, even misleading, as moral or sthical
surrogates, Since every evil act has some good effects {that's why people
do them), the commonly held notion that the moral integrity of an act ean
be judged solely by its good effects leads to an increasing acceptance of
evil acts and to the escalation of evil. Once it is wrongly claimed that harm
can be done i0 a human heing in its early existence for the benefit of
others, all further barriers to immoral and unethical action can be whitiled
away just by the further use of reason.

We need instead to actively promote what Engel calléd the scientific-
physician, one who espouses and exemplifies humanism in medicine, and
on the other hand fo identify and neutralise the Impostor, the physician-
scientist, to-whom human beirgs are mere scientific material whose
mysteries are an object of curiasity to be unravelled without fiouting those
laws of the land, if any, that-have kept up with the scientific possibilities. It
Is as true today as in 1987 when Engel observed that "... there is an elite
gl_ass of physician-scientist but as yet few fully qualified scientific-physicians.”
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VIABLE AND ETHICAL ALTERNATIVES TO HUMAN EMBRYONIC
STEM CELL RESEARCH

Recent research suggests that adult stem cells harbour previously
unsuspected developmental potential. Adult bone marrow stem cells
injected info the circulation of frradiated adult mouse husts have given rise
to new mlcmglla and astroglia in various parts of the brain®, new skeletal
muscle cells®, and new hepatic ovat cells [precursors to dlfferentrated liver
celis]'®.

Mare recent research showed that stromal stem cells injected dfrectly into
neonatal lateral ventricles could give rise to differentiated astroglia®,
whereas haematopoietic stem cells contributed cells {o new muscle ﬁbres,
and postnatal muscle stem celfls could give rise to blood cells™™. So too
waork is being done on new growth factors that permit the body to heal
itself.

Adult stem cell research is a lot less objectionabie from thie maral point of
view, and appears to offer the same therapeutic possibilities as embryonic
stem cell research.

VIABLE AND ETHICAL ALTERNATIVES TO TREATMENT WITH
HUMAN EMBRYONIC STEM CELLS

Stem cell transplantatlun is a generlc term covering several different
technigues™. For example, allogeneie transplants of a healthy donor
matched for HLA type who may be a family member or an unrelated
volunteer were first used 1o treat congenital immune deficiencies, bone
marrow fallure, and haematological malignancies and is now used
routinely for some non-malignant conditions such as thalassasmia.
Haematopoietic stem cells from umbilical cord blood and placental
material following delivery or from the bone marrow and peripheral biood
are used.

Autologous transplantation of stem cells from the patient's own bione
marrow or peripheral blood was introduced to rescue the bone marrow of
patients due to underge high dose chemotherapy, and is now Increasingly
written into protocols for the primary treatment of $olid tumours such as
breastcancer and neuroblastoma. Autelogous transplantation is also used
experimentally to treat difficult aufoimmune conditions such as systemic
sclerosis and as a vehicle for gene therapy.

If we can identify the mechanisms regulating the differentiation of adult

stem cells, we would have a viable way to develop many other tissues for
autologous transplantation, which does not carry the tisk of rejection.
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Knowledge of stem celi transplantation techniques and thelr clinical
application is thus becoming essential for increasing numbers of medical
specialists. These methods are inherently moral and are what the
scientific community needs to make continuous progress in medicine.
They do not need to destroy human embryos.

The developments in the life sciences, and how we respond to them as a pafion,
will tell us much ahout ourselves and the values that we embrace. The argument
that the destruction of embryonic human beings is permissible when it provides
sufficient promise of “medical and scientific progress” may yet win the day. Ifit
does, our nation will have taken a tragic step down the long and perilous path
that subordinates morality and human life to cold and utilitarian technology.

We have been beneficlaries of the far-sighted policies of 8 government that has
sought only the best for our country and her citizens. We strongly urge you to
look into this matter of grave concern and fo establish or re-establish a bio-ethics
committee immediately.

CONSTITUTION OF BIO-ETHICS COMMITTEE

We propose that the National Medical Ethics Commitiee under the present
chairmanship of Prof. Ong Yong Yau be given wider terms of reference and
powers to regulate the ethics of the burgeoning life sciences. The Committee's
mermbership and statutes may need fo he re-consfituted to fulfil this wider
responsibility.

Alternafively, a new bio-ethics committee of daoctors, lawyers, ethicists, scientists,
the public, and representatives from major religious groups in Singapore be
formed under the chairmanship of the Director of Medical Services or the Deputy
Director of Medical Services (Professional Standards}).

The terms of reference would include

raviewing any patent applications linked to bio-technological inventions

blocking any patenting of the human body, any of its parts, embryonic stem

cells, the embryo or of human clening.

blocking the patenting of the-use of human embryos for industrial and

commercial purposes.

preventing the creation of embryos for research

preventing reproductive claning.

ensuring that any research on embryos will not harm them.

preventing procedures modifying the foundational genetic identity of human

beings

blocking genetic research that could be influence by political, economic and

military interests

8. ensuring that any research in the life sciences will be undertaken with full
respect for human life in all its stages.

S A

~ OO

@®

Itis Imperative that none of its members has any involverent or vested interest
(financial or professional) In life sciences research. This committee can meet in
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public session, or at least be open to feedback from interested members of the
public. This committee shall then report to the ministerial committee looking into
the life sciencss industry, chaired by your goad self, and comprising the Ministers
for Trade and Industry and for Health.

We are in full suppors of a life sciences programme that will enhance the quality
of life and generate more wealth for Singaporeans. But it is also our ardent hope
that, in our quest to excel in the life sciences, the dignity of human life will siill be
upheld in all its stages of development. In concluding, we would like to remember
what Dwight D. Eisenhower once said: *A people that values Its privileges above
its principles soon loses both".

Thank you vary much for vour kind attention and your dedicated service to the
nation. ,

g

DR HUI KEEM PENG JOHN DR LEE HEW MUN JOHN
MASTER IMMEDIATE PAST MASTER
CATHOLIC MEDICAL GUILD CATHOLIC MEDICAL GUILD
OF SINGAPORE SINGAPORE

Ce  Minister for Health
Ministar for Trade and Industry
Directar of Medical Services
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8" Qctober 2001
Dear Sir
Human Embryonic Stem Cell Research

Recent developments in the press and other media on the subject of human
embryonic stem cell research have prompted the following further responses
from us.

We are highly supportive of the life sciences programme, and are delighted by
the government's foresight in developing the "Biopolis”, which will certainly
help to attract and maintain the top talents in the blomedical sciences, We
share in the government's belief that this will help our nation’s pursuit of
health and wealth. Our support for this includes stem cell research, and the
great good for our people that it could result in, with the important exception of
research on human embryonic stem cells (HES Cells) and its insaparable
kifling of human embryos. We have previously focused on this aspect of the
life sciences in our letter to Deputy Prime Minister Dr Tony Tan last year.

The following comments are therefore confined to human embryonic stem cell
research,

1. Introduction
This is not a debate that we are engaged in but primarily a plea against the
unjust taking of innocent human lives, especially among the weak and the
voiceless.
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Please allow us to elaborate,

. The Humanity and Dignity of the Human Embryo.

First of all, it is a universally accepted fact that the deliberate taking of
innocent human life for any reason is beyond debate. The killing of
innocent human creatures, even if carried out to help others, constitutes
an absolutely unacceptable act.

The claim that the possible advances in science and medicine are good
enough reasons to kill human embryos is seductive, but dangerous as a
precedent for future decision making and ethical action.

The question to discuss, if one really exists, is whether or not the human
embryo is a human being. And the human embryo is just that.

He is "human” because he has the human genome and he is a “heing”
because from the outset he has tolipotence, the intrinsic power to develop
all his tissues and organs. Mo cell from human skin or the buccal mucosa
fulfils both these criteria. But cloned humans do, which is the primary
reason why they may not be created or killed.

. On pragmatisim as a tool for ethical constructs.

The principle of pragmatism, loosely translated as “what works is geod™, is
insufficient and misleading, and should not be used as a moral or ethical
surrogate.

In decision making it is first essential fo be able to distinguish between
acis and their effects. Evil acts are usually commitied for their good
effects and no sane and free person ever wants an evil result from his evil
act. Hence to judge the morality of an act only by its effects is to accept
that evil acts are a valid means to an and. Under this principle one may
for example try to get rich by any means, fair or foul.

This is a significant departure from the axiom that crime does not pay and
will pave the path to new ways of defining laws and undermine the very
core of justice. How for example would a courtthen treat a plea that there
was a good reason for a deliberate murder? In the eyes of the perpetrator
there always is.

A people who believes that good can be obfained through evil are a
people who will lose their sense of right from wrong. This degeneration is
already obvious in the way that abortion, once a crime, is now a right, and
the ease with which the deliberate killing of the human embryo is
accepied.

History is replete with scientists who have done more harm than good,
living only for their passion without due regard for the common good.
Current scientific literature and the media abound with the explolts of
scientists plundering the secrets of unborn humans without concern for
their life or welfare and completely disregarding the dignity of babies and
ethical concerns of others.
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Once we allow the destruction of the human embryo, we will not know
when to stop. When we can destroy the embryo at four days for the
"greater goad" of society, it will be easier to allow the destruction of the
embryo at four weeks, then the unborn baby at eight weeks, and sa on.
One we embark on this path, we will gradually get more and more
desensitised to the humanity of our unborn babies. As long as one of us
benefits from the death of these babies, it can be justified. it will not be
long hefore this will be extended to the handicapped and aged as ouf
economy in due course feels the strain of Jooking after the ever-increasing
number of aged sick in our midst. Note that pro-euthanasia movements
are already very strong in countries that are at the forefront of embryonic
stemm cell research, hamely the United Kingdom and the Netherlands.

Some individuals have tried to justify the destruction of human embryos for
research because “they are going to be discarded anyway". The embryo
should be treated with as much respect and dignity as-any one of us. A
convicted murderar who is about to be hanged should-not have his organs
removed while he is still alive, even if it is for the benefit of others, just
because “he is going to die anyway”. He Is still 2 human, and deserves
respect as such. How we regard embryos perhaps could be extrapolated
from how we should regard a child who is found abandoned in the street.
We can either fry to locate his parents and convince them to take him
back, find an adoptive home for him, or If ke really is dying, find him a
place where he can die with dignity. Any of these sclutions sounds
plausible. But never dismember him and take out his argans for the benefit
of someone else. No one has ever had a right over another's body, but
what we do have Is a responsibility to care for each other, especially the
most vulnerable.

Every embryo destroyed, especially when publicly approved, will weaken
our resolve to reducs the already high number of abortions in Singapore.
After all, the reasoning is simple: “If the authorities can destroy embryos
for saciety’s 'good’, why can't | abort my baby for my own ‘good’ and
canvenience?’

. SCIENTIFIC CONCERNS :
In a report presented to Congress and the President of the United States
in July this year, the NIH conceded that the main problem with embryonic
stem cell research was the development of tumours’. This fear was well
founded, because their scientists found that, when embryonic stem cells
were transplanted into mice, some of them turned cancerous. This is not
unexpected, given that such stem cells grow almost unconfrollably, and we
are far from deciphering the switehing on and switching off of cancer
genes.

Secondly, the embryonic mouse fibroblast cells that are used as a medium

for the growth of embryonic stem cells may be a source of zoonofic
infections (infections that are passed from animals to humans}, some of
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which we may have never encounterad, much less been able to diagnose,
befare. A recent paper presented by a Singapore team involved in such
research suggested that they are trying to circumvent this problem by
developing a new medium for these cells fo grow on. This medium could
be of human or synthetic origin. However, this has only been developed in
the last six months, is expenmental, and is obviously far from perfect.
Besides, out of the six cell lines grown so far here, most were developed
before the past six months, which means that they have already been
exposed to the mouse cells used before. We can never now be too sure if
unheard of infections have not already affected these cell fines.

. FINANGIAL CONCERNS

To the extent that financial concemns are tied to ethical concems over the
financial welfare of Singaporeans, we also need to be aware that some
problems in embryonic stem cell research might also result in loss of
investments. :

Among these are the long maturation time of such investments and the
risks of therapy such as unknown infections, including zoonofic infections,
and the unknown mechanisms involved in the switching on and off of
tumaour genes.

More important is the increasing oppesition o such research in various
parts of the world, with the prospect of organisations and governments
around the world boycotting products from countries that promote
embryonic stem cell research. This cannot'be discounted, given the
blistering pace at which political structures and evenis are reshaping the
world’s political landscaps.

Adult stem c&ll research, which degs not involve the destruction of any
human being, is progressing at a rapid pace. If a scenario arises whereby
a product is developed from adult stem cells at around the same time as
one derivad from embryonic stem-cells, if is almost certain that the former
would be prefemred.

. ON PATIENT CONSENT
Consent from patients has heen offered as a defence to manipulating and

destroying human embryonic babies. But to be valid, consent must be
justifiable, informed and free, .

“Justifiable" means that consent by parents on behalf of their children
lacking capacity must be exercised according to the "welfare principle:
that the child's “welfare” or "best interests” miust be paramount. No parent
is ever justified to consent for his child to be given away for prostitution or
to be harmead from experimeniation. The guestion is whether consentis in
the hest interests of the child.

FFor parents to be “Informed” requests need to be transparent. A request
like, "Can | have your permission to take your embryo’s stem cells? You
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should know that he needs thase cells {e live and will die if | take them”
clarifies at least the uncertainty inherent in the current request methods.

Consent must also be "free.” Vulnerable patients in a dependent
physician-patient relationship cannot give valid consent without fearing
that their refusal would interfere with this relationship. “Presumed
consent” was criticised by the World Medical Association at their 52nd
General Assembly in Edinburgh in Oct 2000.2

Having a system of “informed consent” therefore does not necessarily
imply or guaranfee a humane or ethically advanced medical service. Itis a
sobering thought that Germany was one of the first in the world to have &
system of informed consent in 1900 but is now remembered as the world's
worst experience of man's inhumanity to man. ®

. ON THE NBAC’S ROLE

The decisions of the NBAC as expressed in their final document will have
far-reaching effects on the moral and ethical fibre of this nation. The
recurring assaulis on pre-born bables through abortion, and now by stem
cell dismemberment, constitute an unjustifiable attack on the defencaless
child.

Will Singapore continue to fail the unborn child because he has no voice?
If we choose to follow this course, the precedent set may scar our history
forever, and set us on a course of a ufilitarian and anti-baby mindset that
we may never again recover from. Will we fall prey to the temptation of
material riches, or'will we pride ourselves as a nation in adopling a more
humane and just position?

The adoption and legalisation of practices that are considered unethical
and irnmoral will not dissipate, as Is hoped by some, but continue to festar
and will flare up again and again each time there is a new way that human
babias are mistreated.

We beliave that the NBAC will have the wisdom and the courage to
canfront evil and to map Singapore's advance into the era of life sciences
without being unduly influenced by big business or the seduction of
science for its own sake rather than man’s.

. ADULT STEN CELL RESEARCH ~ AN ETHICAL AND VIABLE
ALTERNATIVE

Resources for research and development could be directed into more
acceptable areas such as the presently under-funded Cord Blood Bank
and adult stem cell reszarch programme. Associate Professor Patrick
Tan, Director at the Centre for Transfusion Medicine, recently said that
public cord blood banks were worth supporting (ST 24 Sep).

Since it was first reported in Jan 1999 that adult neural stem cells can
reinvent themselves as haemopoistic precursors™ 3, cells of the liver, fung,
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gastrointestinal tract, skin, heart and muscie have been grown from adult
stem cells, Stem cells from the umbilical cord, placénta, bone marrow, fat
and skin can now give rise to cell lines that can treat diseases such as
strokes, heart attacks, leukaemia, thalassemia, type | diabetes, and
systemic sclerosis, and do not pose the risk of tissue rejection or cause
tumours as embryonic stem celis do®”

Just last month, a new adult stem ceil identifier ABCG2/Bcrp1 that may be
much more spectf ¢ than the old CD34 standard was reported in Nature
Medicine.” This could lead fo greater harvesting of adult stem cells,
increasing its availability for research and therapy. All these possibilifies

can and should increase rapidly in the near future, given adequate funding
and resources,

We hope the NBAC will divert the energies of scientists into these and
other more ethical and productive activities. This should not be a major
hurdle since scientists do not generally pursue their passion with any
premeditated attachment to killing human beings or to offend others.
These professionals would on the other hand greatly benefit from sound
ethical guidelines and just laws, being able to camy on their work with a
clear, well formed conscience. Business interests should take their lumps
and learn how t¢ make money ethically, as all entrepreneurs should. Let
us not be bankrupt of integrity and honaour.

If we do not endorse human embryenic ster cell research, we will not be
alone. Germany, Austria, Ireland, Hungary, Poland, Norway, Switzerland
and Tunista are among countries that forbld experimentation on the human
ambryo.

For example, Germany, chastened and wiser after the experience of its
Nazi past, has made it an offence since 1990 to experiment on the human
embryo and an offence to possess so-called “spars embryos.” 12

The generation that experienced that holocaust understands the need fo
stop experimenting on human beings as If they are mere human {issue,
and formulated the Nuremberg Code (1847)® and the Declaration of
Helsinki (1984). in addition, the International Code of Medical Ethics
declares that, "A physician shall act only in the patient's interest when
providing medical care which might have the effect of weakening the
physical and mental condition of the patient.”

. Conclusion

Our wish for Singapore is that we should not just be rich, but also great. It
is our ardent hope, therefore, that the National Bioethics Advisory
Committee will take a positive role as the moral and ethical compass to
the life sciences programme. We do not deny that this role is unenviable,
and our prayers and best wishes are with you.

This may be our only hope to prevent yet another threat to Singapore's
long-term security, prosperity, and fertility - a deepening loss of respect for
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the humanity of the unbarn child and a widening ethical divide, bath locai
and regional.”

We would like to assure you once again that the Catholic Medical Guild has
no intention of waving aside the potential for good in the name of dogma. On
the contrary, we encourage research for the goed of humanity, as in adult
stem cell research, as long as it does not seek to save some by destroying
others, as in embryonic stem cell research. When we defend the right to fife
of every innocent human being — from conception to natural death — as one of
the pillars on which every civil society stands, we are simply pramoting a
human state, a community in fundamental agreement with human nature.

Finally, we recali what Dwight D. Eisenhower once said: “A people that values
its privileges above its principles soon loses both”. What kind of a people shall
we be? The choice is now yours {o consider.

Thank you so much for your kind attention.

Yours faithfully

DR JOHN HUI KEEM PENG DR JOHN LEE HEW MUN
MASTER IMMEDIATE PAST MASTER
THE CATHOLIC MEDICAL THE CATHOLIC MEDICAL
GUILD OF SINGAPORE GUILD OF SINGAPORE
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20 Jun 2001

Prof. Gng Yohg Yau

Chalrman

National Medical Ethice Committee
Ministry of Health,

College of Medicine Building
Singapore

1)

2)

3)

4)

5)
6)

Re: NMEC Ethical Guidelines for Gene Technology

On behalf of the Catholic Church in Singapore, please allow us to comment on the
recent guideiines of the National Medical Ethics Committes (NMEC) entitied, "Ethical
Guldelines for Gene Technology’

The guidelines are a timely reflection of the changing face of medicine and science,
and of the increasing needs and wants of the public in this area of medical progress.
It is an irmportant area because of the many serious issues effecting researches on
the human genaoms, and the life sciences. '

1t is our opinion that the guidelines are on the whole sufficiently comprehensive and

detailed and sufficiently accurate from an ethical perspactive to guide the medical
and scientific community for the time being, although some amendments andfor
clarifications are neaded now and in the future as experience is gained.

In particular, we have serious reservations to the wording of two entries as presently
stated in para 8.2.2(a) and para 9.7 of the guidelines and in para 22 of the summary
of recommendations. In our judgement, these are unsatisfactory as they reflect the
inadeguate practices prevailing with regard to the life of the unbormn child,

We submit our proposals for changes to these ‘paragraphs for ¢larity.

These important guidelines have been formulated after detalled consideration of the
numerous issues relating to the human genome, Including-important issues such as
Humman Cloring, and the use of living embryonic stem calls. Thus the guidelines also
require the endgrsement of the Government of the Republic of Singapare, for if they
cannot be-enforced, 1t is 88 good as not having them.. Any professional {e.g. doctors
and lawyers) who breaches the professional code of conduct and ethics is subject to
disciplinary action, Thus anyone breaching these ethical guidelines must also be
subject to disciplinary actian. '

OUR COMMENTS

7) As stated in the guidslines,

"§ Categories of gene therapy...
8:2.2 We strongly:advocate that germ-ling therapy with the result of passing
' on'the genetic changes to the offspring should nat be contemplated
presently for the following reasons:
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(8) The ethical issue of whether and when a fostus becomes a patient remains
highly controversial. Does the pre-viable fostus have as much an independent
right as a patient (subject) as a viable foetus?"

Our comments

7.1 We agree entirely with the NMEC's stand in para 8.2.2 that 'germ-line therapy with
the result of passing on the genetic changes to the offspring should not be
contemplated'.

7.2 But we are very concerned by the reason glven as stated in para 8.2.2(a) which
places doubt on the humanness of the baby in-utero. There is no medical or
scientific evidence to support the view that the conceptus is at any stage sub-
human, pre-human or non-humar. As a human being depandent throughout his
lifer in his mother's wormb for shelter and nutrition, he is entitled to the care of any
patient. Removing this life support is akin to stopping nutrition in an adult who
would surely die as a result.

7.3Woarded in the proposed manner in the guidefines, this paragraph is a licence for
abortion, foetal experimentation, IVF, trafficking of embryos and embryo spare
parts and the sale of human foetal stem cells. Many such abhorrent practices are
internationalty condemned on ethical and moral grounds.

7.4For these reasons, the living foetus in the mother's womb is a patient from the
time of conception until his birth.

8) As stated in the guidelines,

"9.7 Somatic Gene Therapy in pregnancy,

The infroduction of foreign therapeutic gene to the pregnant woman carries a
theoretical risk of its inadvertent incorporation into the growing foetus, Such an
event, although unlikely with the vector systems used today, is expected to have
greater effects on the foetus in the earller stages of pregnancy, when embryonic
organogenesis Is actively taking place. We recommend that somatic gene therapy
should be deferred till the last trimester of pregnancy or postpartum uniess the

perceived benefits of gene therapy to the mother clearly oufweigh the risks fo the
foetus."

Our comment

8.1 Introducing foreign therapeutic genes is intended to exert an.effect in adult
patients who are of course no longer exhibiting organogenesis. Although the very
young foetus is at increased risk from these interventions to his mother, the same
effects If nor worse may be exerted on him as on the pregnant woman
throughout infrauterine life, e.g.

8.1.1 When Thalidomide was given to pregnant women (1840s) as a hypnatic drug
with no known side effects, it led to the birth of thousands of children without limbs
ar who had limb defects. This led to considerable suffering for these children and
their families for life. Compensation and closure of the company was no expiation
for their suffering and for the costs society had to bear for this catastrophe.

8.1.2 Medical Molecular Science is still In its infancy. The functions of many smail
molecules of protelns, oligonucleosides, and nucleic acids are still unknown, Many
of thesa small protein molecules can cross the placenta and blood brain barrier,
and be imbibed and/or endocytosed by totipotential and germinal cells, where
intraceliular molecular changes may take place. Integration of bacterial proteins
arg known to take place In the human genome. Natural or synthetic DNA
molecules, usad for gene or DNA therapy, are often composed of ligands which
have bacteria or viral inserts, which can be harmful to the somatic and foetal cells.
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One of the major fears of DNA ar gene therapy is the induction of carcinogenesis
in both somatic tissuas and germinal calls in babies In the womb.

For these reasons gene therapy should not be given during ANY stage of pregnancy.

8) The legalisation of abertion and the acceptance of contraception, in particular
abortifacient contraceptives, for the last 35 years have dulied the conscience and
silenced those who might have sought to protect the uriborn child against destruction.
And despite the resulting demographic disaster of ageing and death that is surely
overtaking the world and the inevitable fate threatening Singapore in about 1-

decades, no ane has yet been able to reverse the decline of fertility for the last 25
years.

10)While the NMEC guidelines cannot adequately counter this threat, they must not
propagate further the failure of saclety to protect the unbom child. The ethic that
unborn babies can be killed or maimed to solve social or economic problems must
not prevail. In the words of Mr Johannes Rau, President of Germany, "What is
ethically indefensible cannot be permitied for economic reasons." He should know.
in the aftermath of the world's worst experience of eugenics, euthanasia and
selection carried out by a government of an advanced, developed country, Germany
banned pre-Implantation diagnosis and the use of embryos for research in 1990.
This law is still supported by German doctors and by Mr Rau who said, “Those who
begin fo instrumentalise human life, to differentiate befween worthy of life and

unworlhy of iife are on a runaway train. Nothing may be placed above the dignity of
the individual,”

OUR REASONS

14)Viability assessment Is not a philosophical definition for labelling anyone non-
human.
The human embryo is capable of independent reproduction and of growing into a
daveloped human form. Viability assessment is a measure of medical management
and skiil, not a philosophical definition for labelling anyone pre-human, sub-human or
non-human. An illustration of the receding frontiers of foetal medicine is fhe recent
example of Christopher Williams, who was 16 weeks premature and weighed only
604 grams when he was bom in November but who is now, 6 months later, a healthy
4kg in weight.

Furthermore, Gray's Anatomy, an internationally acceptable textbook of Human
Anatomy and Embryology, has demonstrated that the conceptus has human features
at 4 weeks old and that human embryogenesis bagins from the fime of conception.
This definition is accapted by all Human Anatomy Textbooks.

12)Human DNA
Since the time Watson and Crick discovered the structure of human DNA until the
present when the structure of the human genome has been unravelled, much
information on the human code has accumulated. Yet though the numerous disease
associated ganes have been identified, much of the functions of the 3 biliion
pligonuclgotides in the genome are still unknown.

413YThe human aenome s formed in the human zvaote
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The humert genoms makes our bodies human bodies and distinguishes a hurnan
being from a chimpanzee, a puffer fish and a fruit fly. Eech creature has its own
distinctive genome that from the moment it exists orchestrates its growth and
development, determines its structure and function and characterises its status.

14) The totipotent human zygote with its human genome is a living human being
Our human genome formed when each of us originated as a totipotent human zygote
co-ordinates our growth and development until we are what we ara today. Like the
praducer and the director, both unfoid the story of life from the moment the
covenant is sealed. From that moment then must the totipotent human embryo with
its human genome be accorded the sclentific and ethically significant quality of
personhood. Hence the dignity of the human person is automatically accorded from
the moment of conception.

15)Destroying a zygote that is destined to twin destroys more than one human
being
A second arbitrary contention that personhood is absent before the 14™ day because
of the possibility of twinning before that day is & failure to acknowledge the power of
that totipatent human zygote with its human genome to produce not just one but two
individuals. Destruction of such a zygote kills more than one human life.

16)The tofipotent human embryo is no more a mere collection of cells than we are.
Still others befieve that the human embryo is no more than a collection of human
cslls. If that is true then so is everyone else merely a collection of cells. If we are
persons at all, we have been persons since our genorme was formed in the totipotent
embryo. Whether pearls are in a pile or in a necklace, they are nonetheless pearls,
Any seed has the same intrinsic worth as the plant It will grow into - and not becauss
the seed has been genetically modified and patented for profit. To suggest that the
embrya has less valus than the adultis not to acknowledge the central meaning of
embryonic totipotence and the human genome,

17) The totipotent human embryo is 2 human being and not a pofential human
heing.
The human zygots Is thus an embryonic human being, possessing all the qualities
and power to grow and develop in its natural environmerd with the addition of only
shelter and nutrition until adulthood. Calling the totipotent human embryo with its
human genome a potential human person mekes as much sense as calling a new
motor car under wraps a potential motor car.

18)The sperm cell and the ovum are not potential persons.
On the other hand, it is the human genome that also distinguishes the embryonic
human being from a sperm cell and an ovum. The sperm celt and the ovum each has
a haploid number of chromosomes and half the DNA complement of somatic cells,
Sperm cells deposited in the female genital tract have a maximum life span of about
3 days; an ovum after ovulation a life span of about 24 hours.
After the sperm call fertilises the ovum, the resulting zygote attains totipotence and a
unique complement of human DNA, and when he is placed in his natural environment
and his changing needs for growth and development are met, has an expected life
span of 76 years until ageing and death. Calling the sperm cell or the ovum a
potential human being makes as much sense as calling the hydrogen In the latest
zero-amission vehicle potential water, a new entity that has no semblance to it.
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OUR PROPOSALS
For ail these reasons we therefare propose that para 8.2.2(a) and para 8.7 inthe
guidelines and para 22 in the summary of recommendations be changed as foliows.

19)"8 Cateqories of gene therapy...
8.2.2 We strongly advocate that germ-iine therapy with the result of
passing on the genetic changes to the offspring should not be
contemplated presently for the following reasons:

{a) All human cells formed from the time of of conception of human parents’
sperm and ovuin and growing naturally, and sustained in the mother's
wamb, are living human beings, whose life is sacred from the time of
conception. This conceptus shall be accorded the dignity and sanctity of
human life. No experiments or procedures whatsoever shall be
performed which would be detrimental to the dignity and to the life of the
conceptus, which uninterrupted, would result in the birth of the child.

20)"9.7 Somatic Gene Therapy in pregnancy.
The introduction of foreign therapeutic genes to the pregnant woman carries a
theoretical risk of its inadvertent incorporation into the growing foetus, We

recommend that somatic gene therapy should he deferred till the postpartum
period.”

21)Accompanying the propesal in 8.2.2(a), we propose that para 22 in the summary of
recommendations be changed to:

"Summary of recommendations
Recommendations on Somatic Gene Marking and Therapy
22 Somatic gene therapy should be deferred till postpartum.”

ALLIED ISSUES

22)DANGERS OF HUMAN CLONING
After Dolly the first sheep was cloned from the mammary cell of an adult ewe In 1997,
sclentists cloned other animals within the same breed and also by crass breeding into
different species. These successes have emboldened some scientists and clinicians
to attempt human cloning now that the procedure has been simplified in animals.
Whiat are the dengers of human cloning?

(1) For every Dolly that is created there are hundreds of defectives who die or who
are aborted, or if they survive have many congenital defects of the heart, lungs
and other organs due to DNA damage. Such DNA-damaged persons will pose
serious medical and social problems and place a heavy burden on the existing
health system. We can also expect that jusl as fostuses under twenty four weeks
are abored as disposable rubbish, these “less than perfect” human clones could
also be thrown into the trash canli

{2) There have been other serious set backs as Dolly did not have the life expectancy
of & newborn lamb but died of premature ageing due to unusual telomers
shortening that was not present in the normal sheep. Telomere shorfening is
associated with cell death or premature death.
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(3) Even if a human clone survives normally, he would likely be marginalised from a
damaged psyche. Although he is a human being like any naturally conceived
parson, the gods of the human clone will be the machines, incubators and
chemicals that gave him fife. He can say, *I have no accountability as | am made
from a machine or a DNA or the cell of somebady.” The desire to help childiess
couples have their own chiid or for people to reproduce a dead loved one or for
organ transplantation cannot justify the enormous damage to society from
thousands of such clones that may be produced in the future. Call to mind also,
despite its promise of unlimited energy for the world, how nuclear fission has
instead created weapons of mass destruction and caused the expenditure of
millions of dollars, leaving less than 10% available for the worid’s energy needs
and for the relief of poverty and famine.

{4) Many international experts, nations, UNESCO, European Parliament, President
Clinton and now President Bush, and Scientists at the Roslin Institute, Edinburgh,
have condemned human cloning and have called for & ban on it.

23)LAW ENFORCEMENT & MONITORING.

Without the enforcement of law, there are no panalties for non-compliance. As such,
these NMEC guidelines can be flouted with impunity 8.g.

Following the NMEC publication {in Feb 2001), several researchers, from the
departments of Obstetrics and Gynaecolagy at the 8GH and NUH presented papers
at a mesting on the 6 Jun 2001 in the Nationa! Cancer Centre on their Stem Cell
Research Programme. The presentation was part of a joint proposal for an
Institutional Block Grant from the National Medical Research Council to devslop the
techniques for:

{1} cloning human beings

(2) culturing farge quaniities of embryonic stem cells

(3) differentiation for tissue engineering {gene therapy)

{4) in-vitro maturation techniques (cocyte maturation & cloning tissug engineering
praject.)

We are reminded of a lecture at an international symposium on the treatment of
Parkinson's Disease held at Singapore General Hospital on 26 Aug 2000, where it
was revealed that the live brains (embryonic stem cells) of eight aborted babies were
used in that hospital to treat a patient with Parkinson'’s Disease. Thiswas
subsequently heralded as a great success in the Straits Times on 11 Oct 2000. But
reflable studies in the United States since have shown that the condition of some
patients who had received these embryonic implants has considerably worsened.

OUR PROPOSAL

{1) Any research grant proposal that incorporates an application fo conduct the germ-
line research listed above (1-4), which is against the NMEC guidelines, should be
rejected by the NMRC and by any other govemment or government finked funding
and regulating body.

(2) Any fareign donation or grant that stipulates the germ-line research listed above
(1-4), which is against the NMEC guidelines, should be rejected.
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(3) There should be regutar (annual, if not more often) Inspection of facilities that are
cenducting research on obstetrical and gynaecological materials to ensure that
these guidelines are adhered fo. The inspectorate should be given the legal
powers to terminate the research there and to withdraw the funding.

(4) Thase guidelines should be endorsed by the Government of Singapore, and

appropriate disciplinary action must be taken against any person(s) who breaches
them.

24)We need to actively promote what Engef called the scientific-physician, one who
espouses and exemplifies humanism in medicine, and on the other hand to identify
and neutralise the impostor, the physician-scientist, to whom human beings are mere
scientific material whose mysteries are an object of curiosity to be unravelled without
flouting those laws of the land, if any, that have kept up with the scientific possibilities.
itis as true today as in 1987 when Engel obsarved that “.there is an elite class of
physician-scientist but as yet few fully qualified scientific-physicians.”

25)The relevant ferms of reference of the NMEC and the National Bioethics Commitiee
should therefore include the following:

(1) reviawing any patent applications linked to bzo-technologlcal inventions effecting
the human genome.

(2) blocking any patenting, and sales of the human body; any of its parts, embryonic
stem cells, the embryo, and the human clone.

(3) blocking any funding for the creation of human embryos.

(4) preventing reproductive human cloning

(5} ensuring that any research on embryos will not harm them.

(6) praventing procedures modifying the foundational genetic identity of human
belngs

(7} blocking genetic research that could be influeniced by political, economic and
military interests

(8) ensuring that any research in the life sciences will be undertaken with full respect
for human life in all its stages.

There should be appropriate penalties for non-compliance.

CONCLUSION

26)Science is at the disposal of Mankind and will give him the power to do immeanse
good or evil. History is replete with examples of both. The seduction of power corupts
and truth itself has become a victim - medical technology is being used equally to save
lives and to kill. Afbert Einsteln (1879-1955), himself a sclentific giant of the last century,
did not minca his words. "Technological progress,” he said, "is like an axe in the hands
of a pathological criminal.” Deadly weapons are in the hands of chitdran. if not
controlled, science will makes victims of ug all.

271t is not that we should becorne less scientific - we should become more. We must
include - within medical science the other human sciences and the humanities, such as
gocial science, psychology, philosophy, culture and religion. We have to keep in mind
that the purpose of medicine is not anly to cure but always to care. Medicing is healing

and comforting the sick and doctors have to use their scientific knowledge for the benefit
nf their natiants.
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28)We must also have more effective confrols. Sclence needs ethics and a potent

NMEC. In the words of Einstein, “Religion without science Is fame; science without
religion is blind." It is within the power of tha government to provide the moral medical
compass and thus regulate the life sclences so that the promise of Scienca to relizve

human misery and have at the same time a clear understanding of what it means to
be human is realisable.

28)We sincerely hopa that you will consider our constructive criticisms favourably. These

were made in the spirit of Humanism and Sclence and we are guided by the knowledge
that all wonderful gifis given to Mankind are for the benefit and the well being of
humanity.

DR.JOHN LEE DR. GABRIEL OON CHONG JIN
CHAIRMAN, MEMBER
ARCHDIOCESE BIOETHICS COUNCIL
SINGAPORE
ce
DPM (Dr. Tony Tan)

Minister for Health {Mr Lim Hng Kiang)

Minister for Trade & Industry (BG George Yeq)

Director of Medical Services (Prof Tan Chorly Chuan)
Chairman, Biomedical Research Council {Prof. Louis Lim)
Administrator of the Archdiocese of Singapore
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NATIONAL COUNCIL OF CHURCHES OF SINGAPORE

496 UPPER BUKIT TIMAH ROAD #04-21, SINGAPORE 578089
TEL: 814-2883 FAX: 314-2884
E-Mall: nccs @cyberway.com.sg

27 November 2001

Prof Lim Pin

Chalrman

Bioethics Advisory Committee
250 Nerth Bridge Road
#15-01/02 Raffles City Tower
Singapore 179101

Dear Prof Lim

We refer to your letter dated 8 November to some of us inviting us to send responses to
the attached document on Human Stem Cell Research in Singapore.

We wish to thank you for asking for our feadback.

Our denominations are members of the Netional Councll of Churches In Singapote
(NCCS). NCCS appointed a Life Sciences Study Group eatller this year to study the ethical
issues related to the life sclences. This group comprises scientists, medical doctors,
theologians, and ethicists, It has helped us prepare the attached document which is our
joint feedback o vou.

Besides the denominations we represent, many other churches and Christian
arganisations are also members of NCCS, The attached response represents our position.
We frust that it will receive careful and serious conslderation,

Thank you.
Yours sincerely
ishop John Ta‘n (Lutheran) : Bishop Robert Solomon (Methodist)
NCCS President 1™, Vice President (NCCS)
lﬁ - "‘;‘: rf / R
f:,.——'ﬁ-r—-"— = (s ﬁép ¢
Bishop John Chew {Anglican) Rt. Rev. Tan Gheng Hock ( Presbyterian)

7' Vice President (NCCS)
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Feedback On Human Stem Cell Research in singapore
presented by the National Couneil of Churches, Singapore
to the Binethics Advisory Committce

Iniroduction

This document, prepared by the National Council of Churches, Singapore (NCCS), serves
as a response fo the request for feedback made by the Bioethics Advisory Committee
(BAC) on the issue of human stem cell research in Singapors. While there we other
telated ethical issues not dealt with by the BAC docwment, our comments focus on
matters covered in that document. The NCCS would like to express ouwr appreciation to
the BAC for requesting feedback from us.

The NCCS represents the mainline Protestan! denominations and other member churches
and Christian organisations in Singapore. )

Seience and the Christian Faith

Tt must be said at the outset that the best of Christian Tradition supports the development
of science in gencral, and medical science in particular. The sclentific enterprise can be
seent 85 an exercise of stewardship, which is a responsibility that is entrusied upon
humankind by its Creator. Scientific knowledge and advancement may be seen as
instantiations of the divine grace. Furthsrmore, the healing of the sick and the alleviation
of human suffering have always been an integral part ol the Christinn tradition. The
Christian ethic of love compels the Church to enpage (hus with the world. Medicsl
seiénee, insofar as it {s directed fowards compassionate healing and treatment, is
understood as God’s gifl to humankind. '

The theology of geace that shaped the Christian tradition’s attitude lowards science is
always tempered by a theology of sin. Like all olher aspects of human culture, the
scientific enterprise can either be an instantiation of divine grace ot the vehicle for the
expression of human sinfulness. Seience has undoubtedly contributed Lo the betterment of
humankind. But history tells us that science has also been used to harm humans as well,
The scientific enterprise is tainted by sinful aspirations for glory and economic gain.
Seience can be conducted in an inhumaene manner, even when its goals are noble. For this
reason, the Christion tradition has always insisted on the need for ethical parametees 1o
‘govern scientific activity. For the Christian Tradition, these ethical boundaries must be
established on theological grounds, and not just on “lwnanitarian’ ones.
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Embryonic Stem Cell Research

The statements in the previous section are extremely important, for they provide the basis
for owr comments on specific topics addressed in the BAC document. We apree that
much mileage can be achieved throuph research in AS cells, and that stem cell research
should focus on this and other sources. We applaud the BAC’s view thal “reproductive
cloning -of human beings should not be permitled’, and agree with the moral view there
expressed that the “human being is not to be lreated as a means to an end, but only as an
end’. While we share the view that the possible benefit of reproductive cloning for the
treatment of infertility ‘is greatly outweighed by ethical concemns and safety issues’, we
mainfain that cloning of human beings should be banned unequivocally and not merely
on account of the ‘high risk of foctal abnomumalities’. The latter suggests thot human
cloning might be envisaged if and when health risks are removed through further
refinemient in the séience of cloning, We applaud the BAC for working on the principle
that ethical considerations be placed above therapeutic potentials. We shall urge that the
same principle be applied to embryonic stem (ES) cell research.

The ethical concerns surrounding ES cell or EG cell résearch cenires on the status of the
mnhryo. The question is : Is the embryo a human being? And if it is a human being, is it
also a person? Our reply o these questions, based on Seripture and tradition, is as
follows:

1. Although the Bible does not answer this question directly, the overall thrust of its
testimony is that God is the Author and Creator of life and that the beginning of
human life cannot be reduced to merely a biological process. God is involved. Every
human beginning is part of the divine plan and the resull of divine agency. We affirm
with the Bible that fiom its earliest beginning, the humen person is valued by God
atrl standy in relation o him,

The doctrine of the Incarnation tells us that the Second Person of the Trinity was

incarnated in humen fAesh at coneeption. Al conception, the zypote is already the

incarnation of the Eternal Son of God, thereby giving credence to the view that
huirman life begins at conception.

3. The Bible and Christian tradition also make it very clear that the embryo or fetus is a
luman being — and because it is a human being, it is also a bearer of God’s image.
The Bible docs not make a distinetion between a “human being’ and a *person’ in the
sense that it is possible for a being to be humnan but not a person, The human being is
i person.

4. DBoth scienee and philosophy may be said to support this view of the human being.
From the standpoint of science, the zygote is already endowed with its own genetic
code, and its human nature. We affirm that the embryo from conception is already a
human person and are nat persuaded that it undergoes any metaphysical change alier
the fourteenth day that renders a non-human pre-embryo injo @ human embrye. From
a philosophical standpoint, it must be argued that the zypote of human parenlage
cannel articulate itself into another amimal. This is because the zygote of human
parentage is already a human being sharing in the nature of its parents.

[En)

%]
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The BAC’s position regarding EG cell research is established on the supposition that it
introduces ‘no new eilicul issues’ so long as ‘the decision to abort is taken separately and
independently from the decision and consent to extracl the EG cells’. The issues of
abortion and EG cell research are inseparable, and this response must deéal with the
former in order to address the latter. Because the embryo or fetus is a human being, made
in the image of God, its destructfen is tantamount to the killing of innocent lives. We
cannot countenance the destruction of a fetus even in the conlext of legalised elective
abortion. By implication we do not countenance the use of abortuses for EG cell research,
except in the case of fetuses that have been spontaneously dbeorted, in which case, human
intentionality does not come into play. The same logic applies to the use of excess
embryos that were created in virre. The fact that we are not responsible for their creation
does not give us the liberty to use them for scientific research.

In the same vein, we must voice our objection to what the BAC has tenmed as human
‘therapeutic cloning’. The Uniled Kingdoy's Human Fertilisation and Embryology
Authority (HFEA) holds that the embryo becomes a human being only at day 14 when
individuation’ occurs. Suffice to say that this opinion is not without delractors even
among embryologists. For reasons already discussed, we do not subscribe to this view,
hut maintain that animation or hominization is immediate rather than delayed, and that
{here is no window between fertilisation and human conception such that an embryo may
be said to be a potential vather than an actual human being. For this reason, we cannot
agree to ‘therapeutic cloning’ which involves the deliberate creation of embryos by
nuclear trapsfer for the purpose of harvesting stem cells, which necessirily entails their
destruction. The question of human dignity becomes pressing here. Human beings should
not be “created® mierely for use in scientific experiments and disposed. To quole the
wards of the BAC document — which in our view can be applied here with equal
forcefulness and relevance — this procedure ‘goes ngainst the moral idea that the hwman
being is not to be treated s a means to an end, but only as an end”.

As far as experimeniation with embryo that necessitates thelr destruction is concerned, it
is our considered opinion that the ethical eoncerns far outweiph (he therapeutic potentials.
On this matter, we urge the BAC to apply the principle it has articulated so clearly with
respect to reproductive cloning, vis-d-vis that human beings must never be treated as
means to an end, even if the rationale is scientific progress. The refusal to allow scientific
progress to overshadow concerns for human life is found not only in the Christian
community, but also in the collective wisdom of humankind 15 a whole, 2 wisdem bor
aut of immense struggles in history, In the shadow of Nazism. The Nuremberg Code
declared that *no experiment should be conducted where there is an a prior} feason fo
helieve that death o disabling injury will oeeur’. In 1975, the Helsinki Declaration of the
Warld Medical Association maintains that *concern for the interest of the subject must
always pravail over the intorest of science and gociaty”.
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Reconmendations

Based on the ahove considerations, the NCCS wishes o recommend that the BAC advise
the Govemnment to permit and invest only in those Stem Cell Research strategies that do
not invelve the destruction of human embryos. Cell lines developed from adull marrow
and from umbilieal cord blood can provide ample material for stem cell research without
destroying human life. Stem cells taken from dead fetuses that result from miscartiages
can also be used to benefit research. Granted that adult stem cells and stem cells derived
from spontaneous miscarriages are not as ‘highly proliferative’ and malleable as
embryonic stem cells, they nevertheless represent a viable altermative {o the destruction of
human embryos. The refusal to use embryonic stem cell may delay or render more
difficult the realisation of the full therapeutic patential of human stem cell research, but it
would be o price worlh paying since it leads us away from the quagmire of deing harm to
innocent lives. By so doing, one is to uphold the two ethical commitments articulated in
the BAC statement: ‘to protect human ife and to advance human life by curing disense’.
It should be clear from this statement that the NCCS supports dnd encourages all siem
cell research so long as they do not result in the killing of human embryos. The
therapeutic potentinls of ES cell resenrch can never autweigh the ethical concerns.

Prepared by
The Life Sciences Study Group
National Council of Churches in Singapore
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SINGAPORE COUNCIL OF CHRISTIAN CHURCHES
e M Sk R HOBE A 2

.
Reglsterad Address : 5 Tavistock Avenue, Singapore 555108
Hof § 259/56 Tel: 2884766/2876466
Fax: 2843567 or 2834864  E-mall: lkhse @icce.org .50

19 Movembar 2001

Professor Lim Pin
Chairman, Bioethics Advisory Commiites
via www.bioethics-singapore.org

Dear Professor Lim
BIOMEDICAL RESEARCH

In response to your invitation to the public to voice their views on the subject above
{November 18, 2001 ; THE SUNDAY TIMES page 5 "Govt Biomedical Waichdog Body
May Be Set Up"), may | submil a statement on "STEM CELL RESEARCH" adopted by
our church councll — the "Singapeore Council of Christian Churches” in Its 45th Annual
General Meeting held on 27 Qctober 2001.

2 The Singapore Council of Christian Church (SCCC) registered under the
Sacisties Act in 1058 bearing registration number B of 8 REL No 259/56, was the first
public body to testity before the Parliamentary Select Committee in 1880 in support of
the Maintenance of Religious Harmany Bill {full recardings in the Singapore Parliament
HANSARD).

3 SCCC President is Dr Lee Soon Tai, Orthopaedic Specialist, MchQrth {Livp),
MBEBS (Singapore), FRCS {Glasgow), FRCS (Edin.) FAMS, Med (Surgery). In his
voluntary work, he has been serving for many years as Medical Director of Ling Kwang
Home for Senior Gitizens, Bishan Home for the Intellectually Disabled, Christian Home
for the Aged and Ju Eng Home for Senior Citizens. In the event of his personal
atiendance being needed In any meeting you may ba calling to gather feedbacks from
the public, Dr Lee will represent our Council,

Thank you.

Yours sincerely

e
- -

N

Rev Dr Quek Klok Chiang, PBM
Vice- President

The nutional body in Singapore of the Internationat Councilol Christian Churches *{ur the Word ol God
and for the testimony of Jesus Christ”
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SINGAPORE COUNCIL OF CHRISTIAN CHURCHES
B m e Sk E AR S 4

Repistered Address @ 5 Tavistock Avenue, Singapore 555108
Rof § 250456 Tel: 2884786/2875466
Fax: 2843567 or 2834864 E-mwil: Ikhsc @icee.orp.sp

STATEMENT NO. 3
ONSTEM CELL RESEARCH

The Singapors Council of Christian Churches, masting on 27th October on the occaslon
of Reformation Rally 2001 in commemoration of the 4B84th Anniversary of the 16th
Century Reformation, maintains that life beglins at the time of conception when the
spermatozoan fuses with the ovum. We balisve that when Seriplure mentions the
unborn, the context is almost always one of God's protection for them and His vision for
their lives (Psalm 139:13-17 “...Thou hast covered me in my mother's womb"; “Thine
eyes did see my substance, yet being unperfect...”, Isalah 44:1-2 *Thus saith the Lord
{hat made thee, and formed thee from the womb...”; Jeremiah 1:5 *Before | formed thee
In the belly, 1 knew thee; and before thou camast forth oul of the womb | sanctified
{hes..."). Human dignity arlses from our being crealed in 1he image of God.

Whereas, stem cell research is a new frontier in medical science where scientists have
sUcoceeded in isolating and culturing stem cells from human embryos, from whigh body
organs are developsd and have the ability io grow into the 250 types of tissue in the
human body and may hold tremendous promise for treating such condilions as heart
disease, cancer and diabetes;

The Singapore Council of Christian Churches opposas stem call research using human
embryos. |n order for scientists to isolate and culiure embryonic stem cells, a living,
human embryo must be killsd. it is never morally or ethicatly justified to kill one human
being in order to help benefit another. By requiring the destruction of embryos, the
tiniest human beings, embryonic stem cell research violates the Scriptural teaching to
preserve life, {Exodus 20:13)

Howevet, opposing the wilful destruction of human embryos for medical research does
not mean that stem cell research cannot praceed. The Singapore Counclt of Christian
Churches encourages scientists 1o continue to explore stem cells found in adult tissues,
bone marrow and umbilical cord blood. Initial research using these sources are
considered to be very promising, even more promising in some instances than
embryonic stem cell sources. (See Appendix on Page 6)

As Christians, we should wholly affirm the desire to develop new treatments for diseases

and should vigorously support research into adult stem cells and other non-embryonic
sSOUrcas.
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APPENDIX
TO SCCC STATEMENT NO. 3 ON
STEM CELL RESEARCH

An excerpt from the arficle below gave evidence of the distinct advantages of using adult
bane marrow stem cells instead of embryonic stem cell.

A Center for Bioethics and Human Dignity Paper
Cloning and Stem Cell Research Wrong Motives on Both Sides of the Allantic

“The area of stem cell research has been marked by many unprecedented advances.
Ironically, the day before the Donaldson Report was released, the Journal of
Neuroscience Research published a study demonstrating that stem cells taken from
adult bone marrow had been transformed into nerve cells. This was previously believed
to be impossible. Other long-held bellefs, such as the idea that the brain was incapable
of regeneration, are being overturned because of research on stem cells derived from
non-embryonic sources. With gach passing month, research with these stem cells Is
revealing the huge potential of this area. Ths hopes of alleviating many devastating
ilnasses may be achieved via methods which are not dependent upon embryonic stem
cells and which therefore do not require the destruction of embryos. As Christians, we
should wholly affirm the desire to develop new treatments for diseases and should
vigorously support research into adult stem cells and other nan-embryenic sources.”

Donal O'Mathuna — Maunt Carmel Callege of Nursing

Puhlished in Dignity. Fall, 2000

The nationa! hody in Singapore of the International Council
of Christian Churches “far the Word of God and for the testimony of Jesus Christ”
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Majlis Ugama Islam Singapura
(Istamic Religious Council of Singapore)

i Istamic Centre of Singapore, 273 Braddell Road, Singapare 579702. Telearaphic Address: "MAJLIS" Telephone: 2568188 Fax: 2537572 |

MUIFA/Z DID: 3591490
FAX: 2319197

Prof Lim Pin 28 Nov 2001

Chairman

Bioethics Advisory Committee

250 North Bridge Road

#15-01/02 Raffles City Tower
Singapore 179101

Dear ProfLim

REQUEST FOR FEEDBACK REGARDING
HUMAN STEM CELL RESEARCH IN SINGAPOE

We refer to your letter of 8 November 2001 on the above.

2 The issue had been discussed by the Legal (Fafwa) Commiliee of
the Majlis Ugama Islam Sinpapura which issues fartwa (ruling) in matiers
pertaining to Islamic Law.

3 The Fatwa Committee rules that the opinion of the Bioethics
Advisory Committee to use stem cells from embryos below 14 days old
for the purpose of research, which will benefit mankind, is allowed in
Istam. This is with the condition that it is not misused for the purpose of
human reproductive cloning, which would result in contamination of
progeny and the loss of human dignity.

4 The full text of the said ruling and its English Translation are
attached.

Yours sincerely

/ Q Rchvm
HIMAAROY SALLEH _
PRESIDENT -3 DEC 2001 °

MAJLIS UGAMA ISLAM SINGAPURA

i
kY
[ Towargs o Mustim Community of Excelignce
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MAJLIS UGAMA ISLAM SINGAPURA
MESYUARAT KHAS
JAWATANKUASA FATWA 2001 - 2004
IGHAMIS 22, NOVENBER 2001

¢ Pendnhuluan

Jawatankuass Penasihat Bioetika (BAC) telab mengeluarkan pendapal menerima
penggunaan embryo {janin) yang telah disemai di luar rahim wanita mengilout kaedal in-virro
fertilisation (penyemaian benih) yang berusia tidak lebih daripada 14 hari, bagi tujusn kerja-
kerja penyelidikan berhubung sel induk yang dapat memanfaatkan manusia,

_ Berdasar kajiun saintifik yang telah dilakulean, embryo yang belum mencapni 14 hari
tidak dapat merasa sakit kerana hanya pada bari ke 14 satu jalur asli muncut dan berkembang
untuk menjadi sistem vrat saraf,

Jawatankuasa Fatwa telah diminta memberikan fatwanya dalam isu ini dan hal yang
berkaitan dengannya,

Sebelum ini, Muis telah mengadakan ceramah pada § Seplember 2001 mengenni Sel
Induk dan genom (Stem cell and genome) yang disamipaikan Professor Madya Tusqa Too
Heng Pdon. Ceramah ini dihadiri cleh anggots Majlis Tertinggi Muis dan anggota
Jnwatankuosa Fatwa Muis.

s Garis pandu Syarak

Daripada penerangan lersebut dan pengkajian dalam isu ini, Jawatankusss Fatwa
berpendapat bahawa dasar agama Islam mengalu-alukan penyelidikan ilmiah termasul vang
bersangkut-paut dengan genom manusia, kejuruleraan baka dan seumpamanya. Apa yeng
diharapkan ialah penyelidikan tersebut dapat digunakan untuk maslahah (kepentingan)
manusia bagi merawat penyokit-penyakit vang dihadapi manusia. Sejauh mana penyelidikan
dan perfalksanaannyn dilakukan hendaklah berlandaskan kaedah figh yang muktabar seperti ;

1) " a5 pea YT

Tiriinyn
 Tidak ada kemudaratan dan tidak bolek berbuar hal yong memudaratkan .

Maksud kaedah ini ialah

i Jangan melakukan kemudaratan kepada diri sendind dan kepada orang
fain, atau

ii. Jangan melakukan sesuatu yang berguna pada diri sendivi, tetppi
mendatang kemudaratan atan kesusahon kepada orany lain.
Mg gl
b) T e

Ertinyw : "Kemudaraian hendaklah dihvindarkan”
Wiaksud keedah int ialal: Sesumlu mudarat jika vakin akan berfaku, hendaklah
dihindart sama ada sebelum atau sesudah berlaku.
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¢ Kedudukan Janin Menurat Syarak

Apaokah pandangan Syarak mengenai janin yang disenyawakan sama ada di dalam
atau Juar rahim?

Jowatankuasa Fatwa berpendapat bahawa Syarak tidak menetapkan apa jua hukum ke
atas janin yang belum terbentuk, lebihi-lebih lagi jika ia masih lagi di peringkat embryo. Janin
pada hakikatnya dikira bernyawa setelah ditiup roh padanya, faitu setelah ia berusia empat
butan, Inilah pendapat yang dipegang oleh kebanyakan fuqaha, berpandukan hadis Abdullah
bin Mas™ud :

Ay A s Al e e i3 805G 5 b e A Gl 3 4 s sl
g e g alad 5 48 S el g o es sl 48 b llall ooy gl (B T

: M iy
Ertinya: “Sesungguimya setiap kamu diciptakan kejadionnya dedam perut ibunya selpme 40
hari air mani, kemudian menjodi segunpal daroh seperti demikian iy, kemudian jadi seketul
daging seperti yang dentikian juga, initu 40 hori, kemudion dintuskan kepadanya malaifat
lalu diitup roh padanya dan diperintabkonnya memdis empat kalimat, iaity vezekinya,
wnareva, amlnya den celaka atau bahagia.” Muttalaqun “Alathi,

Olely yang demikian, janin yang berusia kurang empat bulan tidik kira sama ada di
dalam atau di luar rahim, dianggap hidup berdnsarkan Keadaannya dalam peringlkat proses
pembenihan atau pembudidayaan.  la belwm fagi dianggep sebagai suatn permulaan
kehidupan yang divkur dengan wujudnya roh.

‘Pandangan serupa ini telsh pin diutarakan oleh para fugaha dahulu dan masa kini,
antara mereka inlah Dr Muhammad Sulaiman Al-Asyqar vang memberikan pandangan
bahawa embryo atau janin yang behun terbentuk atau belum lagi berada di dalam rahim
wanita tidak sabit hukum ke atasnya atan tidak ada hukum ke atesnya. Beliau menjelaskan

ol 8y e 5 oSe e Y te) 6l Gl U8 iall g 3 ey 0
SIENIFVRREN I ICESN SLEV PR NS - O NP BN ) PR B N JWE PV LYY o

"R b ad A Jrg a8 G alad JE L can 1 Jany (B alal day W e e A RuBL Al

Maksudnya © “Syvarak tidak menetapkan apa jua hikum ke atas jarin yang belum
terbentuk.  Sesungguhinya sava telah menerengkan pandangan saya dengan terperinet dedam
perbincangan forum mengenal kelahivan, Dalam forum tersabut keputusan relah diteluarvkan
bahua syarial Islam tidek menetapkan hukum pengharaman ke atas telur wontita yang sudah
divervawa keewall selepas ianya beradea di dalant rahin. - Adapun sebelum berada di dalom
rahim tidok sabit hukum ke arsnya”

Pandangan sedemikian juga telah dikeluarkan oleh Institusi Fatwa (Darul Ta') Arab
Saudi di mana selagi belum ditiupkan roh pada janin tersebut, air mani dan tefur tersebut
dihukum hidup bersesuaian dengan keadaan masing-masing, Ia sebagal zat pembudidayaan
atau pembenihan. la belum sampai ke tahap zat yang sempurna bidup. Berikut adalah teks
fatwa Darul Ifia’tersebut:
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O Lagda S 23 B e abe 1Y Al a3l pal) Ldag gy o 55l 0 gl e S0

Akl Bl Lnd Lin 589,000 ) ol o Gudpdl gy ) aie s | AN Sl 5 3805 0
whalll Bl (i 15 A Bl A e gl A8 A1 IE | ABg pall sk A R el Blga
Yang bermoksud : “Jika ditakdivkan aiv mani dan telur wanita tidak mati, keduva-duanya
akem hidup sesuai dengan keadaan kedua-duanya (seperti yang diciptakan).  Dengarn izin
Allah dan takdir-Nya kedua-duninye akan bersatu. Ketika ity akan terberiuidah jonin dengan
izin Allah,  Dan janin itu hidup sesuai dengon perkembangamiya don peningkatanmya
mengiknt tohap yang sudah ditetapkan.  Apabila ditiup roh padanya akan berputik sain
kehidupan dengan isin Allah yang Maha Lembut don Maha Mengetahut®.

v Kesimpulan

Schubungan dengan ini, Jewatankuasa Fatwa memfatwakan bahawa pandangan
Jawatankuasa Penasihat Bicetika untuk menggunakan sel induk daripada embryo yang
berusia tidak lebih daripada 14 hari, bagi tujuan penyelidikan untuk kebaikan manusia adalah
dibenarkan darl segi syarak selagi ianya tidek disslshgunokan sama sda untuk tujuan
pengklonan manusia, atay mencamipur-adukkan nasab keturunam, atau pun yang boleh
menyebablkan penghinaan atas kemuliaan manusia.
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MAJLIS UGAMA ISLAM SINGAPURA
FATWA COMMITTEE SPECIAL MEETING
THURSDAY, 22™ November 2001

INTRODUCTION

The Bioethics Advisory Commitiee (BAC) Is of the view that it accepis
the use of embryos created from in-vitro fertilization, which ars less than 14
days aold, for the purpose of serious research involving stem cells for the
benefit of mankind.

Based on scientific research, human embryos, which are igss than 14
days old, have no pain or sentience since only at the 14" day doss a primitive
streak appear and davelop into the nervous system.

The Fatwa (Legal) Committee was requesied to give a fatwa on this
issue.

Prict to this, Muis had organised a talk on B Sep 2001 on Slem Calls
and Genome, which was delivered by Assoc Prof Tusga Too Heng Poon.
The talk was attended by ths Muis Coundil and the Fatwa Committes.

ISLAMIC LEGAL GUIDELINES

Based on ithe sexplanation and research on the issue, the Fatwa
Committes Is of the view that 1slam welcomes academic research an human
denome, genetic engineering and other related fields. However, such
research must be ulilised for the benefit of mankind in areas fike the treaiment
of illnesses. The research has fo be within the boundaries of principles in
tslamie Jurisprudence, which include ¢

a) There should not he any harm and nothing should be done to catse
harm

The principle maans :-
= Do not cause harm to one’s self and io others.
» Do not do something that will benefit cne’'s self but will harm or cause
difficuity {0 others.
k) Harm should be avoided.

The principle mesans -

»  Harm, which Is sure to occur, should be avoided whether before or
after it ocours.
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POSITION OF EMBRYO IN ISLAMIC LAW

What is Islam's view on the fedilisation of an embryo within or outside the
womb 7

The Falwa Committee Is of the view that Islam doss not place any
judgemert on an embryo, which is not fully formed. An smbryo is only
considered as a human life after it is 4 months old as in Islam, it is believed
that a soul is introduced into the embryo when It is 4 months old. This is the
view of most jurists based on the hadith (Tradition) narrated by Abdullah bin
Mas'ud which means :

“Verily the creation of each one of you is brought together in his mother's belly
for forty days in the form of sead, then he is a clot of blood for a like period,
then a morsel of flash for a like period, then there. Is sent o him the angef who
biows the breath of life info him and who is commanded about four matters: fo
write down his means of livelifeod, his life span, his acfions, and whether
happy or unhappy...”

Related by Bulkhari and Muslim,

Thus, an embryo below 4 months whether within or outside tha womb,
is considered as a living thing undergoing the growth process. However, it is
not yet considered as the beginning of human life with the existence of a soul.

Past and present jurisis have glven a similar view. Among them
include Dr Muhammad Sulaiman Al-Asygar who |s of the view that an armbryo
which is not formed or is hot in 2 woman's womb, will not be placed any
judgement on it. He explained :

“lslamic law does place any form of judgement on an embryo which is not
formed. Verily, | have explained in detail my opinion during my forum
discussion an birth. I that forum, decision had bheen made that Islamic law
does not place any judgement on a woman's fertlised egg except after it s in
the womb. There is no judgement on it before it is in the womb.”

A similar opinion was also given by the Fatwa Institution of Darul Ifta’,
Saudi Arabia where, for as long as there is no soul In an embryo, the sperm
and the egg are judged to be living things adapting to their specific condilions.
Thay are considered as components of the fertilization process. The have not
reached the stage of a complete human being. The following is the lext from
the fatwa of Darul Hta' which means :

“f7 it is destined (hat the sperm and a woman’s egyg do not die, both will live
adapting their respective conditions as created. With Aflah’s will and
predestination, both will fuse. At that poini, an embryo will be formed. The
embryo will live according to its awn growth and development foffowing the
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defined stages. When a soul is infroduced, a human life will be created based
on the will of Allah, who is the Subtle one and the All-Knowing”.

CONCLUSION

In relation to this, the Fatwa Commiftee rules that the opinion of the
Bioethics Advisory Committee io use stem cells from embryos below 14 days
old for the purpose of research, which will benefit mankind, is aliowed in
fslam. This is with the condition that it is not misused for the purpose of
human reproductive claning, which would result in contamination of progeny
and the loss of human dignity. '
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1T NG APORE ACADIEMY O F L A W

30 November, 2001

Professor Lim Pin

Clairmian

Bioethics Advisory Committee
250 North Bridge Road
#15-01/02 Rafflas City Tower
Singapore 179 101

Dear Prof Lim
Feedback Regarding Human Stem Cell Research in Singapore
Thank you for vour letter dated 8 Noventber 2001 and the enclosures.

2. The Law Reform Committee specially met to consider the consultation paper
of the Human Stem Cell Research Subeommiltee (HSRY. In considering the paper, a
couple of the members have also carried out some research on the matters raised, and
provided the Committeo with some helpful insights. ‘We set out below pur views ot
the various.matters raised in the consultation paper.

Use af human embrpos of Tess than 14 days.old

EN At page 4 of the consultation paper, the HSR stated that human embryas of
less than 14 days have no puin or sentience. We have two observations on this. First,
{lifs cut-off nge of 14 days was presumably derived from reseasch carried out many
yeurs ago, and was adopted in the United Ringtom for the purpose of certain
legislation. We were given to understand that some researchers in the 1970s referred
jo embryes of less than 14 days as “pre-embryos”, but that the term has since been
discarded. Tt seetns to us that closer investization and research should be carried out
flow to determine the safest cut-off period. Tn this connection, we should poist out
that President George W Bush has authorised federal finding in the United States for
pmbryonic stem cell lines cultivated from the inner cell mass of & week-ofd embryo
{White House Statement, August 9, 2001), With the progress made in scientific and
medical research, it is probably timely that the 14-day cul-off period should now be
reviewed, '

THIRD LEVEL, CITY HALL DUILDING, STANDREWS ROAD, SIHGAPORE (70057, TEL 23240300, FACSUAILE: Fi34440
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4. Secondly, 85 we understand it, fhe 14-day cut-off period is adopted,
presumably because an embryo in its first 14 doys does not have any pain or
sentience, its nervous system not having been developed. If our understanding is
comect, some members question whether this is an appropriate way of determining the
cut-off period. It might be argued that the question whether or fiot it is proper to do
research on an embryo less than 14 days old should not be determined on the basis
that the embryo does not feel any pain, just as the law does not require that a victim
must feel pain before the crime or tort of assault is made out: the experience of pain is
not an element which is required to be satisfied. To the extent that the 14-day cut-aff
period is based on the embryo’s failure to feel pain, it is potentially inconsistent with
thie lave.

Class of ES cells to be permitted in research

3 We note that # distinction is made in other reports between various classes of
BS cells. TFor example, the United States has approved federal funding for research
using ES Cells from embryos remaining after the concdlusion of infertility tregtments,
whith are intended to be discarded, because they are unsuitable or no longer needed
for treatinent. This is not the position with ES Cells derived from research embryos
{created through IVF with gametes provided solely for research purposes); and ES
Cells from einbryos made using somatic cell nuclear transfer in oocytes (a8 this has
the potential of creating a human embryo).

Ensuring indepersdeni donor consent

a. We note that in Singapore human embryos of less than 14 days, which are
created through in-vitro (or in-viva) fertilisation techniques but not used in assisted
reproduction treatments, can be used for research, subject lo observance of certain
stringent guidelines, ‘We undersiand that one of the requirements of such guidelines is
that consent must be obtained from the donors of the pametes, In lhis respect, BAC is
urged to consider seeking informed consent from donors, especially the consent from
the gestational mothers, free from any inappropriate influences and without any
financial or other iaducements.

Consert.at enroliment and at research process

7. Turning te international practice, we think that consent shoutd bé ebtained not
only at the stage when the in-vitro or in-vivo fertilisation process is to be performed,
but also at the stage when the embryos would be used for research purposes. It is not
difficult to envisage that consent would be readily given at the beginaing prior to the
in-vitro or in-vivo lertilisation process; however, subsequent experience may alter the
position. As we see it, n material factor may well be the saccess or otherwise of the
fertilisation process. Our view is thal separate consent should be obinined from the
donors, particularly the gestational mother, after the success or failure of fartilisation
process, onge it is determined that the “unwanted” embryos will be used for research.
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Diselosure by Rescarclers

8. We would lighlight that the United States Bioethics Advisory Committee
recommended that researchers should fully reveal to the donors the potential use for
research purposes of the embryos which would otherwise be discarded, by, among
other things, the following:

. disclosing that the ES Cell research is not intended to provide mer.hcnl
benefit to embryo donars;
’ ensuring that consent or refusal will not affect the quality of future care
to prospective donors,
’ describing the geners! area of research to be carried out;
+ disclosing the potential commercial benefits, if known;
. affirming that the embryos used in research will not be transferred to
any waman's uierus; and
* confirming that the research will involve the destruction of the uterus.
Legul Process
9. I research on the broad terms set oul in the consultlion paper is to be

permitted, the process should be strictly repulated by legislation. As such research
involves human life or potential human life {depending on which perspective is
adopted), a breach of the conditions under which it can be performed should be
criminalised and be made punishable by an appropriate penglty. Sonte guidance may
be taken from the United Kingdom's latest Human Reproductive Cloning Bill passed
by the Flouse of Lords and sent down to the House of Commaons on 26 November
2001,

Protections to extend ucross private and pehlic sectors

10.  Any regulations recommended should apply to botl publicly-funded and
pnvately-f' inanced research projects in Singapore. We note thai the ‘oversight
system’ in the United States has historically resulted in ethically indefensible

diferences between proteclion given {0 participants in federnlly sponsored research
and those outside the jurisdictian of the Food and Drug Administration’s jurigdiction.

11, 1hope our comments would be some assistance o BAC.

Yours sincerely

YN/
LI Thean

Chairman
Law Reform Committee
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FROM r oHE PRESIDENT

Professor Lim Pin

Chairnman

The Bioethics Advisory Committes
230 North Bridge Road

i#13-01/02 Raffles City Tower
Singapore 179101

Diear Nj:“\) L NER

Request for Feedback Regnrding Fuman Stem Cell Research in Singapore

§ refer to your request for feedback from the Law Society regarding human stem eell

© research in Sinpapore.  Your Commillee has sought the views of various interest
groups, and Tam confident that morat and ethical issues have been extensively explorad
and discussed; our fesdback herein will thus not dwell on such issucs,

I shall deal with ile legal position in Singapore - as it now stands.

Stem celf lines are eyidently protectable under Patent Law, Inventions relaling to this
matler are capable of patent protection in USA, nnd numerous dther coundries, There
appears to be no impediment 1o its registralion as paients in Singapore as long as the
steps taken are new, inventive and industrintly applicable; such matters are not excluded
uinder sscion 13(3) of the Patents Act 1994, -

However, sumerous issues do arise.  One lssue concerns the ownership of the cells
deyeloped from the stem cell lines. Another issue is the ownerghip of the intellectusl
property rights for the medical discoveries resulting from research wsing those stem
cells.

Another issue is conseni. The necessity for informed consent [rom the biological parent
sliould be enshringd for slem cell vescarch in the same way as consont for clinical trials,
which is set out exhaustively in seclion 14 of the Medicines Act, Cap 176, The present
law on slem calls are Inadeguate,  As the law now stunds, embryos removed during
medical procedure, sy be used withont the knowledge or consent of the womnn
undergoing the procedure. Also, the Termination of Pregnoncy Act, Cap 234, does not
contain any puidelines on the ireatment of aboried foctuses.
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THE Law SOCIETY OF SINGAPORE Page 2
Our Rel* LS/G6/0L/1 usy
18 December 2001

The informed consent should therefore be sulficiently detailed and avght to include a
staterent that the embryos or foetal tissues may be used to derive human pluripotent
steint cells for research that may include transplantation research, that the derived cells
may be lept for many years, that the research is not intended to provide direct medical
benefit to the donar, and that the dopated embryos will 0ot be transferred to a woman's
werus and will not survive the stems cell derivation process. It must also state the
possibility that the results of the research may have commereial potential, and that the
donor will not receive any benefits from any such fukure commercial development.

There is need for guidelines to govern rescarch using pluripatent stem cells. T would
suggest your Committee study and adapt the US National Institute of Heualth (NIH)
Guidelines on such research. However, unlike USA, where the Guidelines applies to
NIF finded research, | request the Committee to apply the Guidelines to all research on
stem cell fines conducted in Singapore. T seck to suggest, too, that the Committee
studies the Fluman Fertilisation and Embryelogy Act 1990 when considering and
deciding on guidelines for Singapore.

The solutions Lo these ysues should be carefully deliberated belore a decision iy ieken

to enshrine it in legislation, and the accompaunying Guidelines or Rules, The Law
Sogiety will be plensed to pasticipnte in further discussions,

Yaours

"

Palakrishnan, SC
President

o i ]

oe Couscil
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Prol Lim Pin
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Singapers [79101

Atin; Ms Lauren tata:

Denr —:j)"'\l

STEM CELL RESEARCH

1 have your letler of the 15% instant.

Aside rom ie proposed Meeting, in Juwary 2002, | enclose a copy of a Discussion Paper
produced by the Lew Inslitute of Viclorie, Anstralia, for your information and retention.

Yours sincorcly

H
i

TW-'.. ;
Patakrishnan, 5C
President

Enc
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Part A - The Ownership of Genetic Information

4. Introduction

Biotechnology is a burgeoning industry. In 1995 the total revenue earned by Australia’s
120 core biotechnology companies exceeded 965 mittion dollars and employed abous
4,000 people.’ 1t is predicted that this industry will continue o be a drivinp, force in
economic and employment growth over the mext thirty years, based on Australin's
strong fundamentals in research science. Patent grants are important as they encourage
financial investrent in this area, Genetic information and material are patentable under
Australian law and thousands of biological patent applications have already been lodged
with the Australian Patent Office. Some are for DNA, genes, genetic sequences and the
like. Others are for whole plants and animals,

1.4 Potentlal uses of biological inventions

Many biclogical inventions bave significant uses in medicine and science, agriculture,
the food industry, and envirogmental uses.

Medicine and science: Diagnostic tests have been developed to detect genetic and other
conditions in Jwmans #nd animals, Insulin, antibiotics, vaccines and new ‘drngs
manufactured using genetic manipulation techniques are already being used in human
and animal health care. Human diseases that may be treated in future inelude cancer and
multiple selerosis. An important aspeet of the developiment of new pharmeceuticals is
that they can be extracted from the milk of animals genetically manipulated to produce
biological substances. This makes the products cheaper to manufacture and alsp safer. In
the fisture, specially bred animals may become denors of orpans and tissue for human
patients. Another innovation of partieular promise is gene therapy. The ability 1o replace
defective genes with functional genes may one day eliminate genetic disease.

Agriculture: Genetically manipulated erops and animals are being produced that oW
faster and are more productive (eg rice with vitamins added. for third countries; animals
wilh a higher meat to fat ratio). Crops thal are more resistant 1o disease and pests are
already coming onto the market in Australin, Others that are resistant 1o particular
herbicides and pesticides allow a larger quantity of those products to be used early in the
growing season to kill weeds snd pests, reducing the need for more frequent
applications and reducing the overall yse of hetbicides and pesticides.

Food industry: Fungi, such as yeast for bread making and enzymes used in fermentation
processes, have been patented and used in the food industry for many years. More recent
advances in biotechnology show promise in generating new food preservatives. MNew
plant varieties developed from traditional breeding methods have alzo been patented,

Environmental wses: Pollodon  control, toxic waste management, hydrocarbon
breakdown (“oil eating bacteria™) have been supgested as: potential environmental uses
of genetically manipulated organisms.

YEmst & Young, Australian Bivtechnolog) Reporr {Oclobar 1909), 11,
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J..2 This paper

This part of the paper analyses the Australinn Jaw and experience to dale conceming
biological patents, s well as the law in the United States and Europe. It then sets out
arguments for and against patents on genes and penetic sequences.? It outlines a number
of proposals in Avstralia and other countries to change the law together with options for
regulating biological patents in Australia,

2. Current Law In Australia

2.1 What is patentahle?

As of March 1997, the Patent Office had received. some B,100 applications for gene or
gene sequences and granted some 2,100 patents’ They inclnde patents on micro-
organisms such as bacteria, fungi and viruses; DNA, genes and chromosomes; synthetic
genes or DNA sequences and the DNA coding for a gene; plants; and non-human
animals.* DNA or genes in the human body are not patentahle but “a DNA or gene
sequence which has been separated from the human body and manufactured
synthetically for reinireduction into the human body for therapeutic purposes is
patentable™.’ “Products of such living patented matter, eg food supplements, drogs and
processes for synthesising the material or making the products” are also patentable.® So
- are other applications of palentable inventions — probes for a particular gene; higher
plants/animals carrying the gene; and methods for using a gene or genetic technology.’
“Human beings, and the biological processes for their generation™ are not patentable as
they are specifically exclnded under section () 18(2) of the Patents Act 1900 (Cth).

2.2 Patents Act 1990 (Cth}

In order to be patentable, a biological invention must meet the requirements of section
18 of the Patents dct 1990 (Cth), Seciion 18 provides:

“18(1) Subject to subsection (2), a patentable invention is an invention that, so far
as claimed in any claim:
(a) is & manner of manufacture within the meaning of 5 6 of the Srate of
Monopolies; and
{b) when compared with the prior art base as it existed before the priority date of
that clainu:
(i} is novel; and

> Although other forms of intellectual property may be relevant to genetic information and malerial {eg
plant variety legislation, made marks, copyright), patents are by far the mostimportant and arz thus the
focus of this paper,

¥ Senue Question on Notjee 449, 24 March 1997, See nlso-C Lawson, ‘Putentinrg Genes und Gene
Sequences in Australia® 1998 (5) Journal of Law and Medicine 364, 366,

1P Australia Pamphlet, Australion Patenis for Microereaninms, Cell Lines, Hybridomas, Relared
Riological Materials and Their Use, Gehetically Manipulated Crganizms (Nov, 19983 1.

*hid,

" Ihid.

 Ibid.

fi
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(i1) involves an inventive step; and
(e} is useful; and
(d) was not secretly used in the patent area before the priority date of that
claim......"

Subsection (2) -provides:

“(2) Human beings, and the biological processes for their generation, are nof
pateniable inventions™,

There are thus four main requirements that must be satisfied for a patent (o be granted,
{i} It must be a manner of manufacture. (if) It must be novel and invelve an inventive
step. (iii) It muost be wseful. (iv) It must not have been secretly used prior to the
application of the patent. Alhough there is an cxtensive body of case law on the
elernents of patentability,? the following discussion focuses principally on these criteria,

2.2.1 it must be a manner of manufacture

The requirement that an invention must be a “manner of manufacture” means that it
must be possible to reproduce the product or process for which the patent is sought by
Tollowing the specifications in the patent application. (Under the Budapest Treaty, to
which Australia acceded in July 1987, this requirement can be also met by depositing a
sample of a biclogical substance instead of a deseription of how to preduce it. However,
the fact that the sample is then available to researchers 1o use directly is an obvious
disincentive to follow this procedure, which is optional.) The product must also be
useful, have some materinl advantage, have some economic udvantage and have an
industrial application - an innovafive idea that provides a practical solution to a
technical problem.” It may beé a new product, a new method of procucing an existing
produat, or a new use for an existng product

Furthermore, an invention is not patentable subject matter if it is a mere discovery. The
observation of certain physicel properties of an existing substance, or the finding of &
previously unknown but naturally ocewrring substance, iz not something that is
patentable.” For instance the laws of physics are not patentable subject matter.
However, the distinction between a discovery and an invention is not precise, as was
noled by the High Court of Australia in National Research Developmenr Corporation. v
Commissioner of Patents," In that case, the court insisted that the whole process must
be looked at and one inventive step in the process might justify a patent.® Therefore
although the identification of a naturally occurring gene sequence may be # discovery,

¥ See,ep: S Rickelson, hatelicctual Property Cases Marerialy amd Commentary (Butieeworths, 19494)
chs 13 and 14,

* 1P Australia Phamplel. sbove n 4, 2,

¥ I Mclieough and A Stewan, Jmelleciual Praperty in dusiralio (29 ed, 1997} 290,

' (1959) 102 CLR 252, 264,

" 1hid,
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the isolation and characterisation of the gene and utilisation of that knowledge to make a
synthetic gene and gene products, will be patentable inventions.,™ '

The distinction between discoveries and inventions is also illustrated by another
Australian case, Kiren-dmbgen Inc v Board of Regents of the University of
Washington." That case involved a patent application for the purified or isalated DNA
sequence encoding the human protein erythropoietin. The Deputy Commissioner of
Patents stated that o claim directed to a naturally cccurring DNA sequence would be
claiming no more than a discovery per se and not be a manner of manufacture, '
However, becanse the claim specified a purified and isolated DNA sequence, the claim
related fo “an artificially created state of affairs”, and thus was a manner of
manufacture. '

2.2.2 It must be novel

The assessment of novelty basically requires an investigation to establish whether the
alleged invention has been anticipated, judged at the time of the patent application.
Anticipation principally occurs through prior publication or prior use."” The Australian
Patent Office has specified that the requirement of novelty with respect to gene
sequences and related biological materials is satisfied if the subject matter is new in the
sense of not previously being available. That is, a patent cannot be granted for materials
in their naturally occnrring state or for malerals that have previously been made
publicly available."

2.2.3 K must be inventive

In addition to being novel, the invention must involve a degree of inventiveness. To
establish an inventive step one must ask the question: Was it, for practical purposes,
obvions to  person slilled in the particular art, armed with all the common general
knowledge of his or her art, that he or she could do what the patent proposes?” In most
instances this requirement is easily met as there need be only a “scintilla of invention™
Academic commentators in Australia have arpued that the cloning and sequencing of a
gene is unlikely to amount 1o an inventive step, Once information abtut an amine acid
sequence is known, then to a person skilled in the art of molecular biology, with
common general knowledpe, the cloning and sequencing of a gene is the obvious next
step.”’ However the Patemt Office does nol scem 1o hold this opinion and the

" D Nicol, ‘Should Flumen Genes be Patentable Inventions wnder Australian Patent Law' (1996) 3
Journal of Law and Medieina 231, 238, citing the Avstralian Patent Oftice, Manual of Practice and
Procedures 53 8.1.15.2(c ), 8.1.15.].

1*{1895) 33 IPR 357.

* Ibid 369,

¥ 1hid.

7 Griffinv fsancs (1938) 12 AQIP 739, See also MeKeough, above n 9, 297

" [F Austmlin Pamphlet, above 5 4, 2,

'* Patents Azt 1900 (Gth) 5 7(2).

¥ Semuel Parks & Co Lid v Cocker Bros L {1929) 46 RPC 241, 248,

* See comment by C Luwson, ‘Patenting Genetic Muterials: Old Rules May be Restricting the
Exploitation of a New Technatogy' 1999 (6) Jowrnal of Lenv and Aedicine 373, 379,
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requn'ement of mventweness has not proved an obstacle 1o the patenting of genetic
sequences in Australin?

2.2.4 It must be vseful

The requirement that the invention must be useful means that there must be an actual
use for the invention rather than speculation as to future uses;™ and the Australian
Patent Office has specified that the use must be fully described. For example, it may be
used to ireat human diseases such as cancer or multiple sclerosis. However, a genetic
sequence on its own which lacks some function, component or application is not
patentable for iack of utility.

2.2.5 Human belngs are not patentable

Section 18(2) of the Paterrs Act (Cth) provides that human beings, and the biological
processes for their generation, are not patentable inventions. The Patent Office has
stated that the only limitation that this exclusion creates in the area of genetic research is
that DNA or genes in the human body are not patentable as such,

3. Law in other countries
3.4 U.ni_ted_ States

Since 1980, it has been well settled law in the United Staies that nucleic acid sequences,
isolated genes, isclated proteins and organlsms are patentable.® Inthat vear, the United
States Supreme Coust held that a genetically engineered bacterium capable of breaking
derwn oil spills wasg patentable (Diomond v Chalraba #1263, Since then, the United States
Patent Office has gramted some 12,000 patents on inventions relaed to DMA
sequences.’’ Patents have also been granted for plants and animals, An example of 1he
latter is the Harvard oncomouse, genetically manipulated 1o develop tumours and so
useful in cancer research an diagnosing and treating tuiiours.

Patent law in the Umted States requires three technical requirements; novelty, uhht} and
non-obviousness.” Movelty: mvoives a _;uc[gment whether the invention is truly
something new and original.™ Utility requires that the invention has some arbiculated
use.”® Non-obviousness requires a hypothetical judgment by a person with ordinary skill

* This is illusirated by the cases of Hoffnann-La Rovhe AG v Brosagen Lid (1997) 40 PR 57, and
Kiren-Ambgen Incorporated v Board af Regems af University of Washington (19951 33 1PR 557.
1P Australia Pamphlet, dbove n 4,2

* Nieol, sbove n 13, 241,

* Committee no 1001, Chaired by H 1. Buker, Section of Intellectual Property Law, Annual Report
[995-96, American Bar Associntion, Chicage, [linois,

447 135 303 (19480}

T As of October 1999 - datermined using TBM Intellectus! Praperty Natwork database.

¥ See 35 USC 100-12

* 35 USC 101102, With respect to genetic sequences it was held in the case of Amgen, fnc v Chughai
Pharmacentical Co Led 927 F2d 1200, 1203, that the requirement of novely is sarisfied if the
sefuences are “purified and isolated”.

35 USC D),
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in a particular field to determine whether the invention is more than an dbvious
progression in the field,"

The requirement of utility in respect of gene sequences has caused considerable debate
in the United States. The grounds required 1o establish utility were discussed in the case
of Brenner v Manson” The Supreme Court said that “unless and until a process is
refined and developed to the point of 2 substantial utility - where a specific benefit
exists in currently available form - there is insufficient justification for permitting an
applicant to engross what may prove {o be a broad feld.”™ The court expressly
recognised that an invention “which either has no known use or is useful only in the
sense that it may be an object of scientific research™ is not patentable. It was becanse
of this requirement that an application by the United States National Institutes of Healily
(NIH) in 1991 for a patent on some 2,000 gene sequences (ESTs™) failed. The function
of the genes was unknown, and mere use of the sequences as probes was unacceptoble.
There was not the requisite degree of specific benefit - they were mere research tools.
However in 1995 the United States Patent Office jssued guidelines on asseysing utility
which are far more generous. According to these guidelines one nieed only establish a
“eredible utility”, “Credible utility” is defined as “whether the assertion of utility is
believable to a person of ordinary skill in the art based on-the totality of evidence and
reasoning provided”*® Academic commentators have argued that this broader test makes
A utility rejection highly unlikely.” It has been suggested that they are of such breadth
that the use of ESTs as probes satisfies the uotility vequirement, and are therefore
patentable.”’ This has been confirmed by the United States Patent Office. which has
stated that ESTs, iu principle, are patentable. This has caused considerable concermn
among researchers - that their basic tools might be subject to patent rights.

With respect to obviousness, the United States Court of Appeals has fonnd that penes

and gene sequences for preteins of known function are patentable (Re Duel® and Re
Bell'"). This is because the sequence would not have been known without cloning and
sequencing. which is sufficient for it 1o be non obvious.™ In both cases the. court
accepted that degeneracy in the genetic code meant that a number of different nucleotide
sequences might code for a specific protein, and therefore the nucleotide sequence

35 USC 101,

383 US 919 (19685)

1 Thid 534-535.

* Thid 535.

' Expression Sequence Tags, are sepments of DNA, of unknown finction which are routinely used by
researchers In gene discovery.

* *PTO Examination puidetines on Utility Requivements®, S0 Patenr, Trademark and Copyright
Joursal 395,303,

¥ A Kight, ‘Pregnant with Ambiguity: Credibility and the PTO Utllity Guidelines in Light of Brenner®
(1988} 73 Indiana Low Journal 997, 1015,

* Thid 1019.

¥ C 0'Brien, *US Decision Will Mot Limit Gene Patents” (1997) 385 Mature 735, See #is6 S Beot and
P Booth, *Genomics Races Raises Ownership Boundary Issue’ Foley and Lardner

<htipi/fwww. Joleyiordner.com/PGAP_RIDT/eenomics html>

™ 51 F3d 1552, 1358 (1995}

009 F 2d 783, 784 (1993)

# The cowrt in coming to this conclusion focused on the non-ohvisusness of the sequence itself, as
opposed 1a the nonobviousness of the methed of sequencing,
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claimed was not obvious.” A result of these decisions is that prior disclosure of an
amine acid sequence does not necessarily render obvious the DNA molecules that
encode the protein, further widening the scope for patenting DNA sequences. Mare
recently the legislature in the United States passed the Biotechnological Process Patert
Act 1995, which strips biotechnological processes of the presumption of unobviousness.
As 1 result, an applicant applying for a patent over a biotechnological process has the
option of waiving the requirement that the process itself be found unobvigus.

3.2 Eurape

Patent law in Europe is governed largely by the European Patent Convention. Article 52
provides that for an invention to be patentable it must be an invention; novel; present an
inventive activity; and have an industrial application. As in the United States and
Australia, there was initiatly some dispute a5 to whether a gene or genctic sequence met

these criterin. There were also concerns about the morality of patenting targer
organisms.

In relation to genes and genetic %equamces the European Parliament and European
Commission passed a directive on the legal protection of biotechnological inventions in
‘order to make it clear that these could be patented. The preamble to the directive
fecopnises that bmiaclmolugma[ inventions are playing an mcraasmgly tmportant role in
a broad range of industries.” Research and development in the field of genetic
engineering is a high risk investment and therefore requires adeqnate legal protection.™
Dcveicpmg biotechnology should be encouraged by the patent system zs it is important
in combating disease and hunger.”” The human body and its elements are unpatenable in
their natural state because patent law should respect the fundsmental principles
safeguarding the dignity and integrity of a person” Yet the directive clearly makes
provision for the patenting of human DNA sequences. Anticle 3 states that inventions
that are new, invelve an inventive step and are susceptible of industrial application will
be patentable even if they concern a product consisting of bidlogical material. Article S
provides that an element isolated from the human body, including the sequence of a
gene, may constitnie  patentable invention.” However, o mers DNA sequence withou
indication of a finction is not a patentable invention.™ The two key requirements are an
isolated gene sequence and knewledge of the pene's finction,

An additional limiting fagior is thai, in Burope, inventicns must not be contrary 1o ordre
public or morality. Article 6 provides that such inventions are unpatentable.” The

Y Re Duel 51 F 3d 1532, 1358 (1993); Re Bell 999 F 2d 781, 784 (1993). See also-Lawson, above n
21, 380,

* § Mucblus, 'Biotechnological Pracess Patent Act: Legislative Relief for Prozess Claims'® Faley and
Lardner <htip:fevw, foleylardner.com/PGAP_BHOTYpate20_biothtmb>

* Directive of the Exiropzan Parliment and of the Council on the Lesal Proweciion of
Bitechnological Inventions, 6 July 1598, 98/4/EC, recitnf 1.

* 1bid, recital 2,

7 Toid, recital V1.

*® [hid, reciial 16

* Thid, article 3(2),

¥ Thid, recital 33 and erticle (1),

W thid, srticle &(1).
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directive specifies that the cloning of human beings and the use of human embryos for
industrial or commercinl purposes fall within this category.™

4. Arguments In favour of biological patenis

Sections 4, 5 and 6 below set out the arguments for and against biological
patents and then evaluate those arguments.

4.1. Patents encourage research and development

Patents provide an incemtive for research and development. They encourage invesanent
in biotechnology, a risky and financially unrewarding endeavour. Withowt this
investment, new drugs and treatment will not be developed. Denying patent protection
would lead to increased secrecy and delay research and the release of new drugs, to the
detriment of the community.”

4.2 Patents encourage dissemination of information

Patents inform the public about the resulits of scientific research becavse a pntent will
not be granted without full disclosure. Other researchers will learn about the invention
and not undertake unnecessary duplication of research,”

b. Argum.ants against biological patents

5.1 Religious objections; usurping God’s province

Humans and animals are creations of God, not humans, and a5 such should not he
patented as human inventions™ Tatenting of genomic sequences “represents the
usurpation of the ownership rights of the sovereign of the universe™™ A coalition
representing  mote than eighty faiths and denominations, including Catholics,
Evangelicals, Protestants, Jews, Muslims and Buddhists have declared their opposition
to the patenting of genetically engineered animals, human genes, cells and organs ¥

5.2 Genetle information is commonly owned

The human genome is a common, universal possession, representative of humankind's
collective heritage.® The genome is thus not a proper subject maftter for intelieciual

** ibid, article 6(2).

* See comments in G Poste, “The case for geromic Patenting” 1993 (378) Nature 536.

* Wical, above n 13, 232,

* Foundation for Economic trends and General Board of Church and Society of the United Methodist
Chureh, starement isseed af press conference, Thth May 1995, Whashington DC, Sce alse, K
Wontward, “Thou Shalt Mot Patent!' (19935 May 29 Newsweok 65 :

R Stone, ‘Religlous Leaders Oppose Putenting Genes and Animals’ (1 993} 268 -Seisnce 1126.

W Thid,

* Note the comuents mode by H Curien, "The Human genome Project and Patents' (i991) 254
Seignce 1710,

11
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property rights.” Everyone is entitled to share any economic benefit from genetic
tesearch. Also, biological pntenis would inevitably benefit wealthy countries and
corporations mere than poor ones, when all humans should enjoy such benefiis &

5.3 Biocolonialism

Allowing wealthy couniries to patent genetic material from poorer countries encournges
biocolonialism (ie the exploitation of the biological resources of other countries).
Examples include a patent obtained by the United States National Institutes of Health
for an unusual variant of HIV obtained from the Hagahai people of Papua New Guinea:
and a genetically engineered variant of South East Asian Basmati rice which may put
small Asian farmers out of business.® Ausiralia as 8 mega diverse nation should prodect
its genetic diversity by banning the patenting of DNA sequences.

5.4 Collective and indlvidual privacy

Genes are the building blocks of human life. They are part of everyone™s body, as well
as their intellectual and emotional constitution. Allowing genes to be patented by a third
party without a person’s consent infringes that person's right to privacy;” or the privacy
rights of the group or tace to which the person belongs.

5.5 Patenting genes and genetle sequences increases costs for other
researchers and the community

Patents on genes and genetic sequences impose an extra cost on researchiers who want to
use them in more extensive research. For example, the pharmaceutical giant Merck has
argued that reswricting access to basic structural and descriptive information about the
genome through patents will prevent the human genome being extensively exploited

Multiple patents also increase the cost of genetic testing. If the research was initially
government-sponsored, the public pays twice — firsl, for the project that ultimately
results in a patent and later, for using the patented product.

5.6 Patents may delay research and product development

Some commentators have questioned the assumption that companies will not undertake
research without the incentive of patent protection. Indeed, if a competitor holds 2
petent that covers part of the area in question, that may be a disincentive to otliers to

" B Looney, *Should Genes be Paiented? The Cene Patenting Controversy: Legal, Fthical, and Policy
Foundations of an Imemational Agreement’ 1994 (26) Law and Pslicy in Interncitions! Business 23| .
234, C{ Universal Beclaration on Human Rights Article 27: gach person in the world should share is
the benéfits of scientific advincement and particularly fu the “moral and material interests resulting
from any scientific, literary or artistic production of which he is an zuther”,

# Looney, above n 50, 240,

¥ D Wertz, ‘Contraversinl Atiempts st Patenting” 1899 372} The Gene Lottor

<htip//www. geneletter.org>

2 Looney, above n 59, 238,

“ D Dicksos, *Open Aceess (o Sequence Data will Boost Hunt for Breast Cracer Gepe' {1925) 378
Hature 425 One should add alier explaited: “until afier the parent period™,
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undertake research. An example ciled by Charles Lawson is the case of Murex
Diagnostics Australia Pty Lid v Chiron Corparation and Ortho Diagnastic Systems
Ine Lawson argues that, if the patent claimed by Chiron on Hepatitis € strain 1o had
been upheld, that would have precluded Murex offering & more extensive test for other
Hepatitis C strains not covered by the Chiron test. Australian blood suppliers would
then have been able to test only for Hepatitis C strain 1a and not for the more prevalent
-, Strains 2, 3 and 5, causing increased anguish to those affected and increased costs to the
community.” The conflicting parties might reach agreement through cross-licensing
but the cost of that negotiation and the reduction in profitability of its potential product
are still a disincentive to pursue the research.®

6. Evaluation of arguments conceming biological patents

it seems clear that patents generally do encourage research, disclosure of information
and the development of new products. Those who say that patents promote secrecy often
do not understand the requirement of patent law that the detnils of an invention must be
revealed, together with instructions for reproducing it, before the patent will be granted,
Also, if the patent holder refuses to allow others to wuse the patented invention, the
Patents Act 1900 (Cth) contains provisions allowing a cour! application for a
compulsory licence to be granted to someone who wants to use the invention. As a
general principle, patents do not restrict or delay Tesearch.

They do, however, add 1o the cost of research and may affect the type 0f research that is
undertaken. This is especially 50 with patents on the basis “lools” of research in
biotechnolory, such as genes and genetic sequences. Although il seems fair to reward
the finder of a new gene or genetic sequence, it must be remembered that one person’s
product is another persan’s tool® and that that person will have to pay cach time the tool
is used. Being required fo pay for the basic material for biclogjeal research is a
disincentive, especially in the straitened circumstances facing universities and other
research centres today. And naturally, researchers funded by the private sector will uss
biological tools that their sponsor has already developed and patented ~ because they do
not have to pay for access to it — and also, because they may develop further profitable
uses for it. Yet, those tools may not be the most appropriate for the task.

"These factors have influenced opponents of biological patents to argue that patents on at
least genes and sequences should not be permitted, even if patents are allowed on whole

* unreported, Federal Court, (NG380/1996),

* C Lowson, “Patenting Genés and Gana Sequences in Australia” (1998) 5 Journal of Law and
Medicine 363, 364-3. Lawson argues that the grant of patents of genes and pene sequences “fails to
take account of § 6 of the Statute of Meonopolies. That seetion requires that the invention should *be not
contrary te the faw or mischievous to the state by raising protess of commadilies atheme, or hurt
trede, or generally inconvenient™: ibid at 364, He advocates fegistatian {semblo o prevent oF restrict
patesnts and genetic sequences) first bacuse the powers of the Pateat Office are lintited in loaking at
the broader implications of & patent {p 365-6); and judpes have declined o congider policy arguments
concerping patents as those are & motter for Parliament {p- 3703,

* Lawson, ibid at 369, citing Kirin-dmbgen Iic v Board of Regents of University of Washington and
Genaticy Institute Ing [1993] 64 AIPO (19 Qct 1995),

*"This was discussed at the First International Conference on DA Sampling in Montreal, reported by
Loane Skene and Donald Chalmers, (1897 4 Jowrnal of Lenw and Medicing 729234,
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organisms. However, ihe issue is not clear cut. Even if patents are granted, they are
only for a limited period and the patented 100! can still be used in research, though at 4
cost. More importantly, a patent holder can waive patent rights and that often oecurs
where there is a request from a university or private researcher who will not profit
financially from using the invention. Finally, in future as it becomes easier and cheaper
to isolate genes, more emphasis may be placed on their “wtility” and fower may be
granted. Other technologies have gone through a similar stape with numerous patents,
including “taols™; for example, in information technology.

In relation to the patenting of organisis, the ohjections to what some people see as the
commodification of the basic elements of 1ife — or the usurping of God's role - are met
lo some degree by the fact that a patent is not the same as ownership, With third world
countries or collectivities, it is true that their biological material may be uged in
research, or even commercialised, but there are also potential benefits for those people
from the research (new drugs and other medical treatments; penealogical knowledpe;
more productive ngricultural animals and crops ete). Countries with sitong economies
gain grestest financial benefit in the early stages of a patent but later, patent-holders
may choose noi to register their patent in many countries or not {0 defend apparend
breaches of the patent. It must be emphasised again that they do not own the product;
they have an intellectual property interést in it for 2 limited period.

7. Recent Recommendations and Proposals for Change

7.1 Two Bilis that would have prevented gene patents
Two Australian Bills that would have prevented pene patents were not pursued.

1n 1990, Senator Coulter proposed an amendment to section 18 of the Parents Bill 1590
(Cth} (1990) that “A patentable invention should not include a gene or genes, whether
derived from cells or chemically synthesised”.® The smendment failed to win Senate
SUppoIt,

In 1996, Senator Stott-Despoja proposed the Patenrs Amendment Bill 1996 (Cth) {1996),
It provided that naturally occurring genes, gene sequences and descriptions of the basc
sequence of natoraily occwrring genes do not possess the quality of novelty and
inventiveness and should not be patentable” The debate was sdjournsd, and the hill
subsequently lapsed.

7.2 AMA concerns

The Australian Medical Association (AMA) said in its Position Statement on Genetic
Tssues (1988) that the holding of patents should not infringe the principle that the juman
gznomie is the cammon heritage of humanity and should not prevent an obstacle to the
prevention, management and treatment of dizease.™

* Senate, Mansard, 17th September 1990, p 2475,
® Patents dmemiment Bill 1996 (Cthy Schedule 1, 1. Senate, Hansard, 2Tth June, p2332.
¥ AMA ‘Genetic lszues - 1998, Awstralion Medical Association, |
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7.3 Later proposals In Australia and the UK would not prevent gene patents

There have been a number of policy recommendations that have supported the prant of
biological patents, in some cases with limits. These are noted in paragraphs 7.3 and 7.4.
The limits suggested are noted especially in paragraph 7.4,

7.3.1 Genetlc Privacy and Nen-Discrimination Bill 1998 (Cth). The mosi recent
proposal relevant to patents of human biological material is the Genetic Privacy and
Non-Discrimination Bill 1998 (Cih), introduced in the Australian Senate by Senator
Stott Despoja. The scheme of the Bill would not prevent the patenting of human genetic
material but samples could not be obtained or patents soupht without the full consent of
the person concerned. The Bill is bosed on the principle thal people have dominjon over
their bodies and that they should therefore have sole rght to decide wha should have
access to their genetic information and material. Under the Bill, DNA could oot be
collected, stored or analysed without the written authorisation of the person concerned
after specified information and a specified notice of rights and assurances has been
provided. The person would heve the right to require that the sample be destroyed at
any time and to share in the proceeds of any commercial exploitation of the tissue.

7.3.2 House of Representatives Standing Committee on Industry, Science and
Technology, BGenetlc Manipilation: The Threat or the Glory {1892). This
Committee  concluded in 1992 that there is no justification for denying the
biotechnology industry the opportunity to use the Patents Act to seek a rewnrd for
effort.”  Denying the right 1o patent, allowed in other countries, would probably
adversely affect the biolechnology industry in Australia 7

7.3.3 House of Commons Science and Technology Committee, Human
Genetics: The Selence and its Conseguences {1995). The House of Commons
Scienece and Technology Commitiee took a similar view in England in 1995. It said that
patenting of genetic sequences should be permitted provided the application displavs the
requisite degree of novelty and utility.™ Patent exclusion on the ground of marality
should remain, given the increased impoztance of the concept of human dignity™ but
patents of DHA. sequences do not fall within that exclusion.

7.4 Calls for imits on gene patents
However, some reports, while supporting biological patents, have called for limits. The

need to obtain full consent from human donors has been noted above (para 7.2.1). Also,
the English concern about morality (para 7.2.3). Two other reports suggest other limits,

' House of Representalive Slanding Commitiee on Industry, Science und Teshnology, Generie
Manipelation: The Threat or the Glary (February 1992}, 7,143,

™ Thid 7.112.

P Hause of Commeons Sciease and Technology Committee, Third Repart, Huntan Genetics: The
Scfenee and iy Conseguences (1995), xix, par 205,

™ Ibid xvii, para 194.
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7.4.1 Prime Minister's Science, Englneering and Innovation Council {PMSEID),
Profiting from the Blotechnelogy Revolution (1998).° In 1998, the PMSEIC stated.
that the international patent system should be changed to be far less supportive of
monopolies in geneties.” In some cases, it said, broader than necessary patent protection
had been given, particulasly for naturally occurring penes.” However, limiting the
coverage of a patent, compared with coverage in many other countries would probably
adversely affect the biotechnology industry in Australia. An imternational initiative
should therefore be encouraped to influence World Trade Organisation forums such as
the Trade Related Intellectunl Property agreement (TRIPS) to natrow the scope of
patents for naturally oceurring genes,

7.4.2 Advocates of a Human Genome Trust, A number of academics have proposad
the creation of a world genome trist. Such a trust would oversee human genome
research, holding geme sequences in trust for humanity. Its board would license
researchers to protect rights prior to the development of pateniable inventions.™ 1t could
check unethical development, alleviating some of the fear and mistrust associated with
genetic research,” Advocates of the Human Genome Trust argue that it recognises the
ethical reasons not to_patent genes, but preserves the economic incentive of a patent
system, finding a compromise between the competing ethical positions of the gene
patenting controversy.®

8. Options for Legal Regulation in the Futisre

8.1 Continue to apply existing patent legislation

The first option is 1o continue to apply the existing principles of patent law. This will
facilitate the exploitation of the emérging biotechnology industry. Invesiment will
continue, encournged by the menppoly protection of a patent. Although it is lkely that
genetic patents will be concentrated in » number of transnational companies and
developed countries, the products will be available for everyons 10 use. Broad patent
applications will probably be accepted under existing law and may limit the fullest
exploitation of genetic materiak:™ but the patents will eventually lapse, and the
information and use of the invention will be freely available.

B.2 Ban the patenting of genes and genetic sequences

The second option is to allow biological patents to continue as at present but to ban or
restriet patents on genes or genetic sequences. This would make genetic tools more
readily available for researchers wanting to use them in other research, Fowever, there

" Independent Working Group chaired by Chisf Executive of the CSIRO Dr Malcolm Mclntosh,
‘Prefiting From the Blotechinology Revofirion ' Prime Minister's Sciengs, Enginecring and Innovation
Couneil, (29th May 1998)

* Ibid 8.

7 Ibid.

™ Loaney, above n 39, 268,

* 1bid, 270.

* Thid, 272.

¥ Lawson, ahove n 21, 373,
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would be less incentive for research to isolate and identify new genes and sequences.
This would then heve an adverse effect on scientific research in Australia. In additian,
Australia may be in breach of international agreements, specifically the Trade Related
Aspeets of Intellectual Property Rights agreement. Article 27(1) of this agreement
provides that “patents shall be availeble for any inventions, whether products or
processes, in all fields of technology, provided that they are new. involve an inventive
step and are capable of industrial application™.

8.3 Lobby at an international level for more stringant patents

A third option for people coneemed about biological patents is to lobby international
trads organisations such as the World Trade Organisation and the World International
Property Office to limit the scope of gene patents, while maintaining the existing patent
framework. This would still mainiain an economic incentive for research  in
biotechnology, while preventing broad monopolies, which may restrict future research,

8.4 Creatlon of a Human Genome Trust

Finally, people voncerned about biclogical patents might support the concept of
international projects such as o human genome {rust, This might enable ethical concerns
to be considered at a global level. However, this would require a major collaborative
elfort, especially by the leéading developed countries. One is likely to encotmter political
tension, imbalances of power and bureaucratic waste.™ It would maise difficult issues
with existing patents on the human genome, and it fails to consider patents on gene
sequences from other organisms.

9. Conclusion

Australia has mueh to gain from the emerging biotechnology industry that is already
producing major financial returng in the United States and the United Kingdom, wherz
biclogical patents are allowed, as they are in Australin, The Australian Patent Office has
a clear policy for granting biological patents. Many have already been granted and there
are Tany more applications awaiting consideration. Australia also has international
ireaty obligations that prevent the refusal of patent protection in Australia. A number of
policy commiittees have considered whether biological patents should be restricted and
have recommended that they shouild be allowad,

Although concemns have been expressed abéuit biological palents, many of these are ill
informed. They con often be met by explaining that patents apply only for a limited
period, are not ownership and do not promote secrecy. However, some objections do
need to be considered more closely, especially the effect of patenting genetic tools —
genes and genetic sequences. The incentive to work on finding new genetic tools muat
be balanced apainst the increased cost 1o other researchers wanting to use those tools.
This balance mgy be achieved by applying a more stringent tes for utility, requiring =
specific application for the pene sequence beyond mere use as & research tool, By

2 Laoney, above n 59, 269.
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focusing on the function and application of a penetic sequence, as well as limiting broad
patent grants, the patent sysiem will encourage invesiment, but not hinder research.

19




Part B: Ownership of Genetic Material and Human Tissue

1.0, Introduction

Tissue is routinely stored in hospitals or laboratories after surgery or patholopy tests
have been completed.  Tissue may also be taken from participants in experimental
trials in hospitals, universities, academic institutions and pharmaceutical companies.
Whe owns this tissue? Can it be used in research or in different research projects than
those for which it was first callected? Can it be bought and sold; or stolen? Who can get
zccess to it? Whose consent is required? Who should share in the proceeds if a
profilable discovery is made from research on the tissue? Do the same rules apply 1o
tissue collected for genetic registers to assist families to establish their genetic pedigree
and asgess risks for genetic conditions? These questions raise complex issues of
property in genetic material and human tissue. Many are discossed below.®

This part of the paper commences with an outline of the Australian law, ther describes
the faw in the United States and Europe. It sets out and evaluates the arpuments for and
against recopnising a property interest in tissue and information derdved from . It
explains some recent recommendations of professional badies concerning  the
procedures to be followed in genetic testing (they require infonmation and consent but
stop short of recognising & property interest), Finally; the paper describes some recent
Australian proposals {0 regulate penetic testing (especially the Genetic Privacy and MNan
Diserimination Bill 1998 {CthY); and lists some legat options for regulation,

10.4 A example - Moore v Ragents of the University of California™

In 1976, John Moore was suffering from hairy cell leukemia. His physician, Dr David
Golde, recommended that Moore's enlarged spleen-should be removed to slow down the
disease. Without telling Mr Moore, I Golde retained parts of the spleen for research
purposes and developed from them a valuable cell Jine that was subsequently patepted.
The cell line contnined Moore’s DNA. Did he own it Did he have other property rghts
in it? Ts he entitled to share in the procesds of iis distribution and use?

11, Law in Australia
41.1 Leglslation

‘There is no Australian legislation specifically on ownership of biological materiul and
tissue samples bt all jurisdictions have human tissue legislation that is indirectly

relevant™ This legislation denls with the donation of tissue for specified purposes
E 1 purp '

* Issues of ownership arise in many other areas, such as forensic INA banks, and VT technology. These are nol
considered In this paper.

" Meare v Regents of the University of Colifornia 783 P 2d 479 Cal (1930),

* Human Tiseue Act 1982 (Vic), Human Tissue Aet 1983 (RSW); Transplantation and Anptomy Act

FO7OONY, Hianim Tivsue Avt 1985 (Tos), Fusen Tissue and Tronsplam Ast 1982 (\WWA),

Transplaniation and Anatomy det 1983 (8AY), Transplantation and Anatamy dcr 1078 (ACT), and the

Human Tissue Transplant Act 1979 (NT).
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including medical and scientific purposes. 1t does not state that donated tissue s
property but it recognises the vatue of tissue and facilitates an arrangement where tissue
can be the subject of a gift or bailment.™ The Acts provide for consent to donations and
they prohibit people from buying and selling tissue, including blood.* The ban on sale
protects tissue supplies from contamination by samples from impoverished or unhealthy
donors and reduces risk to recipients.™

11.2 Common Law

The commen law has come to recognise that budy parts may constitute property but
there is no case law directly on the ownership of body parts. Initially, a long line of
Englisti casesss concerning the legal status of human carpses established that there was
no property in a dead body. That rule prevented the recognition of proprietary dghts in
body paris, as parts removed fram & body are similar to a corpse. However, in 1906 the
High Court of Ausiralia accepted in principle that a human body could be the subject of
property (Doodeward v Spence (Griffith CI)); ® and that approach gained momentum in
later cases. In R v Rothery,” & defendant who removed a blood sample afier a bload
alcohol test was found guilty of theft. In PQ v Australian Red Cross Sacienw? the
Supreme Court of Victoria accepted that blood products were poods under the Trade
Practices Act 1974, But the question of ownership remains untested.

In the situation illustrated by Moore’s case above, where a doctor removes lissue
without telling a patient snd later develops a profitable product from i, it iz conceiveble
that &.court might acknowledge the patient’s interest on the principle that the doctor
breached a fiduciary obligation to-the patient. Although the High Court of Australia said
in Breen v Williams# that the doctor-putient relationship is not  Gduciary one, the cowrt
recognised that a doctor owes a patient certain fiduciary obligations. One such
obligation is that the doctor should not gain a finaneial benefit fom Lhe relationship
with the patient without telling the patient first. That principle might lead to-a similar
outcome to that in Moore (see below), if such a case were litigated in Australia.

11.3 Guidelines

11.3.1 The Natlonal Statement on Ethical Conduct in Research Involving
Humans (1998) published by the National Health and Medical and Research Council
{NHMRC) requires that genetic informalion ar material must not be used without the
consent of the persen concemed, after full information abott what is proposed has beey

¥ R Magnusson, “Proprietary Rights in Human Tissue' In NE Palmer and E MK endrick {eds),
Interests in Goods (2 ed, 1998} 43.

7 Human Tissue et 1982 (Vic) s38, Human Tissue Act 1983 (NSW) 5 32, 7) ransplamation and
Anatomy Act 1979 (W) & A0-34, Human Tissue Act T985 (Tas) s 27, Hunan Tissun and Transplant
Ace 1082 (WA) 529, Tronsplantation and Angromy Aet 1981 (5A) 535, Transplamation and Anatemy
Act 1975 (ACTYs44, and the Huwnen Tissue Transpiant et 1979 (NT) 524,

* Magnusson, abave b B6, 67.

¥ Originating fram Hayre's case {1614) 12 Cp. Rep 1§3; 77 ER 13489,

®1908) 6 CLR 406,

“ 11976} Crim L. R 691,

(1993} 1 VR 9.

{1306} 186 CLR 74,
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given.” However, there are provisions for some research to be undertaken without
vonsert if a Human Research Ethics Commitiee approves the praject and the data is de-
identified. It is significant that the NHMRC guidelines do not address the issue of
ownership, but nonetheless recognise the interest that an individual has in histher
genetic sample and the importance of privacy and confidentiality.

11.3.2 The NHMRC's Guidelines for the Use of Genetic Registers in Medical
Research (1981)” take a similar approach in vequiring prior information and consent
before tissue or data are used. The puidelines recommend pracedures for collecting data,
use of data and release of data. There is no direct reference to the ownership of
biological samples stored in penetic Tegisters. Ressarchers may use stored tissue in
certain circumsiances with the approval of the keeper of the register and consent from
the person concerned. They must ensure security and confidentiality of the
information.™ The guidelines do not explicitly discuss ownership but acknowledge that
there is a umique position of trust between the subjects and the keeper of the register,
and that special care must be taken 1o ensure that research does not endanger or exploit
that special relationship. In addition, the guidelines set out a number of considerations
which should be considered in defermining whether consént should be waived

11.3.3 Anti-Cancer Council of Victoria Guidelines - Lovell Report® A different
approach was taken by the Cancer Genetics Ethics Commitiee of the Anti-Caneer
Council of Victoria in s report, Ethics and Familial Cancers, 1996. It sees tissue ns
odjunct to ‘the patient's medical records™ (which are the property of the person who
prepared them, not the patient); and tissue specimens, which also, like other Taboratory
malerials, belong to the body holding the material, and nol the person concetned. Thus
in state public hospital laboratories, property in the tissue would vest in the govermment
of the stale or territory. In private laboratories, it would vest in the body under whose
auspice the laboratory functions.'™ The puidelines thus state thal “inquirers should
understand that records; including tissue specimens sent for DNA testing, are the
property of the bodies that make the records or hold the tissues™. '™

11.3.4 Contractual armangemenis: Human Genetics Sogiety of Australia,
Whatever the genernl law concerning ownership of genetic material, that ean
presumably be clarified or altered by contract between the parties. The Human Genetics
Society of Australia has a generic consent form for a presymptomatic genclic test in iis
Guidelines for DNA Predictive Testing. The consent form includes a statement that the

# Chapter 13. These Guidelines nre avaiisbie on the MHMRC web site
<htip/fwww.health,gov.awnhmro>

* These puidelines are currently being updated. The 1997 veesion and the new draft are on the
NHMRC's web slte,

* NHMRC, Guidelines for the Use of Genetic Registers in Medical Research (199 1), 3.

? Ibid paragraph 15.8.

* Anti-Cancér Councii of Victoria - Cancer Genetics Bthics Commitiee, Ethics and Fumilial Cancers
(1998}, tater referred to as the Lovell report. The underlying philosaphy of the report §s deserfbed by L
Skene ‘Putients’ vights or family responsibilities? Two Approaches to Genetic Testing’ (1998) 6(1)
Medical Law Review 1-41,

# Laveli report, shove n 98, para 7.28,

" Thid pars 7.23.

" Thid 59,
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blood or tissue tested has been voluntarily given to the testing laboratory and that DNA
remaining after the test is done will be the property of the testing laboratory and will be
stored in good faith. In addition, the guidelines provide that the testing laboratory wili
not use DNA samples for purposes other than those agreed in the consent form. The
contractual transfer of rights in relation to the tissue avoids the issue of whether it is
property and all the legal difficulties that arise from so characterising it.'®

12. Law in other countries
12,1 United States

In the United States, the notion of property rights in cells removed from the body has
been rejecied at common iaw, but several states have legislated to provide for praperty
interests in tissue.

12.1.1 Common law. The facts of the principal case, Moore v Regents of the
University of Californimes have been meationed above. Moore's ¢laim was rejected on 2
preliminary motion at trial but, on appeal, the California Court of Appeal found that he
had retained a proprietary interest in his cells, and so was entitled to compensation for
conversion. On further appeal, the Supreme Court of California overturned the decision
of the Court of Appeal, ruling that Moeore had no proprietary interest in his removed
cells and thus could not sustain his action for conversion.'™ The court held that the
removal of a person's cells-and bodily tissues extinguishes a patient's property interest in
his cells and genetic material.'" The court, in justifying its decision, argned that (o hold
otherwise would restrict access to the raw malterials that are needed for research, both
legally and as « practicai matter, having a detsimental effect on the emerging
biotechnology indusuy.'™ The majority in this case drew an the patent grant stating that
the fact that a patent had been issued showed thal the tissue in guesiion gould not
possibly belong to Moore.'" The majority found that patients’ rights are best protected
by imposing fiduciary obligations on surgeons towards patieats, the result befng, in
American law, that removed tissues cannot be used without the patient’s congent.™ In
acknowledging the complexity of the issue, the California Supreme Court left the final
disposition of such complex policy matters to the legislature,'®

"% 1, Skene *Patients’ rights or family responsibililies? Two approaches o genatic testing” (19983 6(1)
Medical Law Review 1,40,

9 Moore, above n B4,

"™ Moore's claim against Dr Golde and the Universiry of Califorin had 13 cadses of action, including
conversion of badily property, lack of informed cansenr, breach of fidueiary dury, fraod, unjust
enrichment, and negligent misreprasentation.

"™ Moors, nbove n 84, 488-89,

M Lin, *Conferring & Federa! Property Right in Genelic Material: Stepping into the Furure with the
Crenetic Privacy' 1996(2) American Journal of Low aned Medicine 109, 118,

T Moore, above 0 84, 492-93, Mote thiat there i an inherent problem in the court's argument as the
patent pranted was for the process or procedure for creating some new, useful invention, not the cells
themseivas.

"5 Huynen, 'Biotechuelogy - A Challenge for Hippocruies™ 199146) Auckland Universiny Law
Heview 534, 5335,

¥ Afpare, abova n B4, 496, See also Lin, above n 106, 109,

3
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12.1.2 Legislation. Some states have legislated o regulnte the accessibility and use of
geaetic information and genetic discrimination."™® The Jegislation is in the form of
model Genetic Privacy and Mon-Discrimination Bills developed at a federal level,!!
However there is no legislation that specifically addresses the issue of property rights in
biological material, :

12.1.3 Practice in DNA Banking. The number of DNA samples banked in the United
States is rapidly increasing;'? it the banks often have no written agreement concerning
rights over the tissue.'” Where such agreements exist, they do not state that individuals
retain ownership interests in the samples or provide for monetary compensation in the
event that research resulis in the development of commercially valuable preducts '

12.1.4 Recent federal proposals for legislation. There have been a number of
proposals for legislation in the United States in addition to the mode! Bill mentioned
above. These have emanated from concerns abowt the privacy of genetie information
and the potential misuse of that information. Some contain provisions about ownership.

The Genetic Privacy Bill 1995 (US), for example, has been presented to the United
States Congress but not passed. It not only prohibits the collection of an individually
identifiable DNA sample without the writien authorisation of the sample source,'!® but jt
also states that an individually identifiable DNA sample is the property of the sample
sowrce,''"™ This is a major reason why the bill has not been passed.

The Genetic Confidenyiality and Nondiscrintination Bill 1997 (U8) hos .also been
presented to the United States Congress but not passed, It does not confer a propiietary
right to genectic material, but still legislates extensively to protect an individual®s interest
in his‘her penetic material. For example. a tissue sample may not be collected unlegs,
prior to collection, the donor is given a written notice of rights and assurances which
states, amongst other things that:

v the DA sample will be used ounly as authorsed in the written authorisation

v the individual has the right to order the destruction of an identifinble DNA sample at

any time

"1 in, sbave n 106, 136,

U The underlying philosophy of these Bills is described by 1 Skene, above n 102.

' A study as varly as 1994 reveiled that 90% of the 148 DNA disgnostic lubs surveyed had begun to
bank DNA. Over half of these had already accumulnied 500 samples or mare: J MeEwnn nnd P Reilly,
*A Survey of DA Diagnostic Laboratories Regarding DNA Bunking' (1995) 57 dprerican Jaurna! of
Hunian Genatics 1477,

- The study nbove {note 112) found that 35% of the sboratories holding tissue had no written internal
perlicles regarding any aspecls of DMA sloraze, and more than balf were without sny type of written
depositor’s agresment.

4 Thigl, :

Y Generic Privacy Bill 1995 (US) 5101(a), This is similar to other regulatory instruments and
guidelines, |t also states that the written authorisntion must satisfy specific requirements 19 rentin
valid, such as identifying the collecior, containing instruetions for the sample fier analysis, and stating
the authorised uses for the sample: s 103,

" Thid, s 104(a).
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» the DNA sample will be destroyed upon the completion of the penetic analysis or
the genetic test, unless the individual has consent in writing 1o further use of the
sample

o researchers may be granted access to a DNA sample only as specified in the written
authorisation

e the collection, storage, and analysis of the DNA sample and the genetie information
characierised from the sample are protected by the Act

* an individual whose rights under the Act are violated may seel: civil remedies. "

12.2 Europe

Most countries in Europe have legislation on organ transplantation'™ but very few have
legislated with respect to buman tissue. Those that have legisiated on human tissue
include Belgium, Franee, Spain, Macedonia and Austria, Most countries prohibit tissue
collection for commercial purposes. A report finded by the European Commission in
1992 found that in no Europesn country was & citizen granted full ownership of hisfher
genetic material. ™ This report further noted that the concept of awnership is not often
used in Europe with regard to body material. Nonetheless there is support for varying
degrees of conlrol by the individual over the body and bodily parts.™ This is illustrated
by the Couneil of Europe’s Cominittee of Ministers Statement on Genetic Testing and
for Health Care. Pripciple 13 states that:

“Samples collected for a specific medical or scientific purpose may nol, witheut
permission of the persons concerned or the persons legally entitled to give permission
on their behall, be used in ways which could be harmful to the pzrsons concered.”

Furthermare Principle 8 provides that:

“The collection and storage of substances and samples ... must be i conformity with the
Council of Eurape’s basic principles on data protection laid down in the Convention far
the Protection of Individuals with regard to Antomatic Processing of Personal Data.”

In general, it can be observed that European countries have svoided IeCORRISInE
proprietary rights in genetic material. Nonetheless, it is clear that the Counci! of Europe
has considered it important that individuals should retuin Ymited control over their
samples, and that the collection and sturage of samples be regulated.

" Genstic Privacy and Nondiserimination Bilf 1957(U8), sec 101,

"' With the netable exceptions of Genmany, Hollund, atid Switzarland,

""* O Quintanta, ‘Human Tissue Banks in Europe” in B Knoppers {ed) Human DNA: Lasw and Policy
{19973 423,

8 de Wine, Himur Genome, Aody, Idzntity and Property: Philosaphizal Isswe {EC Projest PL
DI0EN27, 1991y

“UR Chadwick, ‘The Status of Homan Genetic Material - European Approsches” in B Knoppers (ed)
Humteeyy DNA: Law amd Polizy (19971 55, 57,

13
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13. Arguments in favour of a proprietary right In human tissue

Sections 2; 3 and 4 below set out the arguments for and against the
acknowledgement of a proprietary right In human tissue and then evaluate
those arguments.

13.1 Owning one's body is a basic human tight and this extends to removed
tissue

It is self-evident that people own their own bodies in the sense that no one can lawfully
remove anything from a person’s body without consent or some other lawiiul
justification. There is no logical reason why the ownership of the body should not
atend 1o lissue samples tnken from the body. The recognition of a property right in
human tissue is essential if individuals are to maintain sufficient control over thejr
bodies, and be accorded hwman dignity (see Moore'),

13.2 Proprietary rights protect autonomy

The ethical principle of autonomy is paramount in medical ethics and law today, This
has been acknowledged in many judgmenls in Australin and other common law
countries. Itis the basis of legislation such as the Medical Treatment Act 1988 (Vic).
-People are entitled 1o make their own decisions about medical procedures and to be
“provided with information to enable them to make an informed choice. This right to
contral and decide about their bodies extends to deciding what may be done with their
tissue. Genetic testing allows access to private medical information about an individun).
- People are concerned about this information being used by insurers and employers to
discriminale against individuals. Recognising o proprietary right in human tissue is the
best way to protect people’s autonomy, privacy and confidentiality.

13.3 Human biclogical materlal is already property

Stating categorically that human tissue cannot be subject to proprietary rights sugpests
that it could not be gified, bought, sold, stolen, converied, bailed or patented, in the
absence of specific empowering legisltion.'” That is contrary 1o cument practice.
Physicians, researchers, and pharmacentical companies alrendy exchange such material,
incrensingly for a fee, and apply for, and receive patents for such material'™ There are
therefore ample grounds for coneluding that human tissus, like other cormmercial goods,
can be the subject of proprictary rights,

13.4 Proprietary rights will encourage scientiflc research
Acknowledging property rights in biological material will advance, not hinder, the

hiateclnology industry, It will promote future investment and scientific research. The
reason is that proprietary rights provide an incentive for people to supply biological

"% This argument was advanced by Justice Mosk in his dissent in Afaore, above u 84,
" Magnusson, sbove n 86, 25.
1 Moare, thove n 54, 160,
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material. Without the inducement of a property right, they may be reluctant 1o allow
their tissue (or themselves) to be used for laboratory or clinical research purposes.

Having more samples increases a researcher’s chance of success because the hest
samples can be selected,

14. Arguments against proprietary rights in human tissue
14,1 Proprietary rights will restrict research

Recognising proprietary rights in human tissue will impede scientific research and
development.™® Every researcher who uses tissue samples in research could be held
liable in conversion unless the donor previously agreed to that use. Although doners can
be “revisited” for their specific consent, that can be difficult in practice.'™ Researchers
will naturally be reluctant to use tissue if there is a risk of liability. This will deter
investment and the development of new pharmaceutical products.

14.2 Proprietary rights will prejudice health eare

If genetic registers and the tissue associated with them are not freely available to all
blood relatives, some may be deprived of information they need for their heslth care. If
people have a property right in stored tissue, their consent will be required before access
to tissue or information can be granted. Providing adequate information and obtaining
consent in every case will be cumbersome and expensive.”” Also people could veta
access. For this reason, one major policy committee recommended that a person whose
tissue is taken and tested for familial cancer should not be entitled 10 prevent access
when that is necessary for the health of another relative. ¥

14.3 Proprietary rights will encourage trade in tissue

Recognising property rights in human fissue will make tissue nothing more than a
tradeable commodity. Trading in human flesh takes us back 1o the days of slavery. The
poor and disadvantaged will be further victimised by being forced to sell their organs.'®
Tissue supplies will then be contaminated by diseased and unhealthy samples. Also,
selling body parts to the highest bidder is unjust, All people have an egual right to
treatment, irrespective of their wealth.'™®

™ R Gold, Body Parts Property Rights and Ownership of Human Biological Muterials (1996) 26,
Citing the majorities reasoning in Moore.

1t} Skenpe, zhove n 102, 33,

27 Thid 28.

1 hid 27

¥ 5 Mortinger, 'Spieen for Sule: Moore v Regents of the University of Califoraio und the Right to Selt
Paris of Your Body' (1990) 51 Ohia State Law Journal 499, 508509,

O Hugnen, above o (08, 541,
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15. Evaluation of arguments concerning ownership of tissue
samples

Most policy committees have stopped short of recommending, ns 1 general proposition,
that a property interest should be recognised in human tissie. There is good sense in
this. Imagine the complex issues that may arise if tissue is legally reparded as always
being owned by the person from whom it was taken. If the person dies and the tissue is
still stored in the hespital laboratory, will it pass 1o the person's heir under a will or on
intestacy? And under what legal principle does the hospital acquire the tissue in the first
place? Is it a bailment? Can the person demand that the tissue be retwned after “use™?
Cen it be s0ld? IT it is stolen or destroyed in a laboratory fire, can the person claim
compensation on the hospital’s insurance policy? What financial value could be placed
on tissue (say a test tube filled with oesophageal tumour cells) in such circomstances?
These are lawyers' questions arising from the basic principles of property law but the
mere statement of thew indicates the oddity of a general rule that tissue is the property
of the donor.

Also, such a principle seems undesirable from a policy perspective, at least in relation 1o
tissue held in hospitals after diagnostic tests. The intention of the parties in this case is
surely that the tissue should be used for the patient’s diagnosis and treatment. This
obviously covers ils use in the initial dingnostic test and perhaps for Tepeat testing soon
afterwards. It may even be argued to extend to later tests by the hospilal; for example,
quality assurance measures fo check the accuracy of testing procedures, since that
testing may alse be for the patient’s benefit, albeit longer term, (If the test is shown to
be fanlty, the patient can be contacted and re-tested), However, use of the tissue in
research is more difficult to justify on the basis of the original intention or an implied
consent, since the benefit to the patient is less evident and immediate. But, even if the
person obtains ne benefit from the research, what harm is there if the fissue is used in a
codified or anonymised {orm? Could one not apply a ufilitarian approach and say that
on a risk-benefit apalysis, the limited invasion of the donor's privacy right is
omtweighed by the potential benefit of the research?

Civil libertarians cerlainly place a high value on the mere use of tissue without specific
consent, even in the absence of any demonstrable hetm o the person concerned, Does
the public at large take the same view? Could one not take & communitarian perspective
and argue hat, a5 members of a community, we have an obligation to contribute 1o the
general good where that invelves no harm to us personally?

The effect on tesearch if property rights are - o are not - récognised in tissue seems
moat, On the one hand, it may encourage donors to come forward, or to consent to the
use of stored samples. On the other, it imposes additional cests in gaining approval from
¢thics commiifiees, informing donors, obtaining and decumenting consent, reporting
back to instititional and ceniral ethics committees and the like. When the impact of the
latter requirements is considered in more detai (the various steps, the number of people
involved, the burcaucracy), it seems that research would be better encouraged by non-
recognition of a property right in the tissue.

G-4-35



Even if a general property right is not acknowledged, there remains the issue of tissue
(like blood products) that are alteady bought and sold, for example by the Australian
Red Cross. There are good thesapentic and humanitarian reasons for allowing this type
of sale. How is this different from a general principle that there can be no property in
tissue? Could one argue stmply that this is an exceptional case? Or that property rights
can be acquired when tissue is “processed™ in some way? Does it make a difference that
the donor has consented to the use — or that the use is directly therapeutic?

Throughout any policy analysis, one should remember the concerns that people have
about the use of tissue without consent. They are worried about being exploited — ar
about possible repercussions for them if personal information is wrongly used or
revealed in the public domain. There are other respunses 1o these concerns. First,
doctors and researchers have common law duties in trespass and nepligence to obtain
consent for medical procedures and to provide information sbout what is proposed
before the patient agrees. Secondly, the High Court of Australin has recopnised the
existence of fiduciary oblipations on the part of doctors which prevent them abtaining a
financial reward for themselves without informing the patient (Breen v Williams, supra
although there is little Australian law to date on that espect). Thirdly, ethical guidelines
of bodies like the National Health and Medical Research Council recommend that tissue
should not be used withewt consent unless that is coded or anonymiised; and the research
is approved and overseen by Human Research Ethics Committees, If necessary, other
methods could be developed lo protect patiendis’ interests and assoage doubts ahont
doctors or researchers gaining an unfair advantage from using patients’ tissue without
consent, {These might include fuller informaton requirements; or.an “opting out”
facility)

Finally, one should distinguish between the use of tissue for therapeutic and research
purposes. The former includes procedures such as establishing an index case for genetic
diagnosis; conducting genetic linkage within s family; preparing a family pedigree; and
running a genetic repister. In all of these cireumstances, there is a stronger argument for
denying a right of veto over the use of tissue whete that can directly benefit other hlood
relatives. The reason is that one has greater obligations to one's family than te the world
at large; and the benefit of knowing about the genetic risk is more immediate and direct
than the potential benefits of research,

For reasons such as these, commentators have generally focussed on the right of donoss
to antonomy — not to have things done to them withouwt being properly informed and
without their consent. This right to awfonomy has been emphasised, rather than a right to
privacy (not to have their tissue secretly used); or a right to property in the tissue (z right
to control ils use; or to buy and sell it). The right 10 autonomy could be supported by
fuller disclosure requirements before the tissue is taken, perhaps with a peneral
statement that slored tissue may be used in research without further reference to the
donor on an anonymised basis and subject to the supervision ef 2 Human Research
Ethics Committee. Although it is conceivable that living DNA might be preserved and
reproduced indefinitely in a theropeutic form such as a cell line that encodes personal
details of the particular donor, it would be of fittle significance since that person could
niot be identified.
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18. Recommendations by Professional Bodies

Many professional bodies have published guidelines recommiending procedures to be
followed in taking tissue for genetic testing and for the storage of tissue and genetic
information. These guidelines focus on the need to provide information to the person
concerned and to obtain consent to the 1aking, storage and use of tissue and information.
Although some approve the use without consent for research in limited circumstances,
that can only be dene if the information is de-identified (ie coded but the donor can be
traced if necessary); or anonymous (all identification severed). The guidelines that are
specifically directed to research are more stringent in restricting access than those
dealing with genstie registers, which are more concemed with sharing information
among family members for health reasons. The guidelines include the following,

16.1 The Ametican Coliege of Medical Genetics, Statement on the Siorage of
Genetics Maierfals (1995)"™ does not refer to the ownership of genetic material. It
recommends that certain matters should be clarified when samples are obtained for
clinical tests. These include:
s the anticipated nse of samples
¢ the scope of peimission to use samples or results in counselling and lesting relatives
and if 50, which relatives
= the permission to use samples in research if identifiers have been removed including
* the type of resenrch
‘s the duration of storage of genetic materinls.

18.2 The American Society of Human Gehetics, DNA Banking and DNA

Analysis: Points to Consider {1996)" states that:

banked DNA is the property of the depositor unless otherwise stipulated

= deposited DNA may be used for purposes unrelated to the original request of the
depositor only with his/her express consent

o DNA banks should only disclose the result of a DNA test to a third party with the
express consent of the individual.

16.3 The Human Genome Organisation (HUGO) Ethics Commitiee, Statement
on DNA Sampling: Conirol and Access'™ did not acknowledge an express right of
ownership. I said that:

» tissue taken and stored for medical care may be used for research if there is general
natification of such a policy, the patient has not objected, and the sample has been
coded or anonymised '

» tissue taken before notification of the policy may be used for research if the sample
is anonymised

" American College of Medical Genetics, *Statement on Storage and Use of Genetic Materials' (1995}
37, American Janrnal of Human Genetles 1499-1500.

P Americen Society of Fuman Genetics, *Statemenst on Informed Consest for Genetie Research’
(1996) 39 American Jowrnal of Human Genetics 471-474.

™ Rumnr Genome Organisation Ethics Committee, Statement pn, DNA Sampling Controf and Access
(Teb 1998). Available on the web at <hitpiwww. gene wclacuk/hug/sampling.him >
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e tissue taken for research (and its information) can be used if people consent, either
te identified use, de-identified use or anonymous use _

¢ research samples obtained with consent and stored may be vused for other research if
there is general notification of such a policy, the participant hias not yet objected, and
the sample is coded or anonymised.

16.4 The World Health Organisation, Proposed international Guidelines on

Ethlcal Issues In Medlcal Genetics and Genetic Services (Dec 1997)"™ stie

that the most efficient approach to consent for penetic registers is s blanicet informed

consent that allows the use of samples in future projects, The guidelines say that:

« control of DNA may be familial, not only individuat

¢ blood relatives should have access to stored DNA to learn their genetic status, but
not o learnt the donor’s genetic staiusg

» DNA should be stored s long as it can be of benefit to living or future relatives or
foetuses

* 1o one should have access without the donor’s consent, except for forensic purposes
or where the information is directly relevant to public safety

* insurance companies, employers, schools, povernment agencies and other
institational third parties (who may be able to coerce consent) should not be allowed
access, even with the individual’s consent,

16.5 The Australian Natlonal Health and Medical Research Council {(NHMRC},
Draft Guidelines for Genetic Registers and Associated Genetic Material (1999)
comprehensively cover the operation of genetic registers in Australia. They replace
earlier puidelines that were amended following eriticism by the Privacy Commissioner
in his report entitled The Privacy Implications of Genetic Testing (1991).* The
guidelines cover the establishment of registers, recriitment of registrants, consent and
confidentiality, security of registers, and amalgamation end winding up of registers.
There is no express right of ownership but the following information must be given
before consent to the 1aking und storage of tissue, or the inclusion of the person on the
Tegister:

» what information and genetic material is collected and stored'

s the intended duration of storage (ponsent should include consent 1o dispose of the
material at the end of that time;'”" and repister staff should check to see if the
registrant still agrees before disposing of the material)™®

» what should be done with identified information and stored genelic material afier
death'?

o the register's guidelines for ensuring confidentiality of information snd protection of
registrants’ privacy'*™

"™ Available on the interner at <hitpiwww. who.int/nedhgn/gnethic hims

8 Privacy Commissioner, The Priviocy Implications of Genatic Terting: Information Paper number
Five (19948},

FENHMRE, Draft Guidelings for Genotle Registars and Asseciated Generie Material (1999), 12,
"*" Ihid 3.2,1.4b)

1 Thid 5.2.1 (b}

% [hig 5.2.1 {c}

M0 Thid 5.1 (viii}.
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o who is denied access to identified information and genetic material ep. insurers,
employers, family members who do not have the registrant's permission for access.

i7. Récent Australian developments

17.1 Genetic Prlvacy and Non Discrimination BIl 1998 (Cth)

Senator Stott-Despoja (Dem) introduced this Bill into the Senate in 1998, As she said in
the Second Reading speech, “The provisions are a balance between the interests of
complete ownership and promoting the opportunity of researchers to derive a
commercial benefit from their endeavours™.  The Bill is similar to the US model
Genetic  Confidentiality and Nondiserimination Bill 1997 (and also to the
recommendations of the professional bodies described above) in requiring information
and consent before tissue is collected, stored or used."" But it goes further by envisaging
that people may be entitled to share in the proceeds if their tissue or information is used
to develop a commercial product. This is not exactly a property interest but it does have
financial value. Yet the Bill also provides for research on tissue withoul consent in
certain circumstances (see below), if the usé is anonymous. That would not be possible
if the donor owned it.

_ The Bill requires that tissue must not be taken, lesied or stored without prior written
_ authorisation from the donor™ and that the donor must alse be given a notice of rights
and assurances, There are specific regnirements for each of these,

The writren authorisation must state:

o all authorised uses of the DNA sample'

= whether it may be used inresearch

e whether it may be used commaercially, with a waiver of, or provision for, economic
benefit to the individual

v the aption of supplying the sample in a de-identified format.™*

The notice of rights and assurances must state:
the DNA sample will be used only as authorised"®
= the donor may order the sample to be destroyed'”

the sample will be destroyed afier the test unless the donor gives written consent for
further research'

» the donor may.appoint someone else to decide about disposing of the sample!®
o the donor has the right to examine records™

W Genatic Privacy and Non-diserimination Biil 1998, Part 3, clse 12
7 Ihid clause 16{1)(a)

M1 1bid clnuse 16(13(d)

4 Ihid clause 16{13()

M Thid clause 1615

% Ibid clause 14(a}

"7 [bid clavse 14(h)

' Thid clause 14(c)

" Ihid clause 14(d)

Y8 1hid clanse F4(e)
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= resedrchers may get access only as permitted by the written authorisation!™

*+  storage and analysis of the DNA sample and the genelic information characterised
from the sample are protected

# un individual whose rights are violated may seek redress. '

DNA samples may be used in research withoul consent in limited eircumstances; ic if:

¢ the sample is essential to the project

¢ the poiential benefit of the research to society outweighs the potential risk o
research subjects'

@ the research protocel provides adequate safeguards to protect privacy;'™ ar a
minimum this means satisfying any guidelines issued by the NHMRC, and approved
by the Privacy Commissioner'™

o itensures that research subjects are not identifiable in any report or publication™

= it has procedures to remove or destroy any individual identifiers at the earliest
opportunity.'”

17.2 Senate Report on the Genetic Privacy and Non Discrimination Bill 1998
{1299}

The Genetic Privacy and Non Discrimination Bill 1998 was referred to the Senate Legal
and Constitutional Legislation Committee, which reported in March 1999, This
Commitiee said that the Bill dealt with the relevant issues but sorhe required further
consideration and consultation, particularly ownership of genetic material; and
ownership of information derived from such material '®

The Committee said thet there are legilimate interests on all sides in medical research —
researchers, pharmaceutical companies, indigenous groups and individuals. Repulation
is needed to clearly enunciate the policy position that is to be adopted and fo ensire that
Justice is done to individuals and groups of people who may otherwise he commercially
exploited. Also, from the perspective of public policy, it is desirable that a lack of
regulation does not prompt people and proups of persons to refuse to participate in
research because their interests are not recognised by the law.'®

In general, the Committee said, medical research in Australia is well regulaied, There
are adequate safeguards 1o ensurs that research is condueted' appropriately, However,
there is some doubt ghout whether research funded in the private sector is covered by
the NHMRC puidelines.'®

™1 fhid chuse 14(H

%2 Ihid clanse 14(g)

"** thid clause 20¢13(a) and (b,

Y thid clause 20{c)(D.

'** |bid clause 20{23(#)

" Ihid clause 20{2)(b)

7 1hid clause 20(2)(c)

¥ Senate Légal and Constimtional Legislation Commitise, Report on the Genetie Privasy and Non
Discrimination Bill 1938 (1999}, para 4.4
*? Thig para 4.39

"2 Ihig para 4.40
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18. Policy Options
18.1 Legislate to recognise a propristary right In human tissue

I it is-decided that a proprietary right should be recognised in human tissue, one could
legislate to establish such a ripht with provisions similar to the Genetic Privacy Bill in
the United States (para 3.1.4 above). People would then be able {o capilalize on
commercial emerprises resulting from scientific research on cells they provide. Also, it
would provide additional protection from penetic discrimination resulting from
unauthorised use of their samples.

This would need to be balanced against added costs and praclical difficulties for
scientists undertaking research and the impuact for the community as o whole, The issues
raised above conceming the legal implications of recognising # property interest (pata
15} must also be considered. Aleo, are property interests approprinte when tissue is
collected for therapeutic purposes, such as genetic registers, rather than for research
from which the donor ~ or the donor’s family - will obtain no special benefit?

18.2 Legisiate to regulate the area, but do not recognise a propristary right In
fissue

A sccond oplion to protect the interests of Gssue donors is to legislaie to regulate the use

~of penetic samples, without expressly recognising a proprietary right in human tissue.
This is similar to the recommendations of the various professional bodies concerning
tissue used in research (paras 7.1-7.3 above), Tncussing on the need for full information
and consent. It could be achieved by enacting legislation like the Genetic Privacy and
Non-Discrimination Bill 1998 (Cth) (para 8.1 above), excluding the provision for
sharing in profits of use of tissue.

This option has the advantage of not commereialising organ or tissue donation, while at
the sume time proiecting people from potential exploitation. Laws restricting disclosure
of information and access to samples will proteet an individual’s privacy and
confidentiality. Legislation, of course, has the advantage of direct enforceability. It can
establish regulatory bodies to oversee complinnce and impore penalties, This would
meel the concern that the NHMRC guidelines may not apply to private agencies.

Dt is legislation really necessary when the present system of guidelines administered
by the NHMRC seems to be working-well? And, if legislation is desirable, woeuld it not
be better restricied to anti-discrimination or privacy legislation directed 1o the wrongful
nze of the information, rather than legislation that imposes burdensome bureaueratic
requirements every time tissue is taken for health purposes?

18.3 The status quo: regulation hy guidelines of NHMRC and professional
botlies

Currently most hospitals and neademic lnstitutions which bank human tissue samples
are regulated by Human Research Fthics Committees {HRECs), which are in turn bound
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by NHMRC guidelines. The Australian Health Ethics Committee (AHEC), one of the
principal commitiees of the NHMRC, oversees the guideﬁnes and the activities of
HRECs. AHEC is a diverse body with representatives from all sectors of the
community. HRECs are vlso widely based, with representatives from outside the
institution. In addition, there are professional guidelines that recommend procedures for
genetic testing and there are similar indirect legal inducements 1o comply with them.

Although these puidelines do not have legislative backing, they are likely to be
observed. Compliance is a condition of funding in NHMRC funded projecis. The
gtidelines are an indication of accepted practice in proceedings for negligence or breach
of contract. Breach might be unprofessional conduct in disciplinary proceedings. Even
if the puidelines are not directly incorporaled in a contract of employment, it is expected
that they will be observed and a breach might impede career advancement or publication
prospects, In short, non-stamtory guidelines do have teeth! This applies even if the
research is not funded by the NHMRC so that it is not covered by the guidelines. The
guidelines are still an indication of accepted practice and could be taken into aceount in
litigation or disciplinary proceedings. Guidelines also have the advantage of flexibility.

Given the accelerating pace of bictechnological innovation this is a substantial
advaniape.

On the other hand, guidelines cannot compensate someone whose tissue is used in a
profitable enterprise without the person’s consent. A further concern is the possibility of
future Litigation based on alleged property rights. The lepal uncertainty may deter
investors from investing in scientific research. However, if anonymily is preserved in
using tissue commercially, there seems little scope for (his.

18.4 Establishment of a Royalty-Based Clearinghoiuse system

A proposal that has arisen in the United States is a royalty based system similar to that
of the Performers Rights Association, which privately calcolates snd distributes
royalties to the muosic industry, With respect 10 biologicnl raw materials, a similar
system could be se! up wherein patient-donors sign up with a “clearinghouse” that
would distribute the cells, tissues, and other biological materials. The clearinghouse
could then charge the industry for access to these raw materdals. It has been arpued that
such a system would be a feasible alternative to the legislative or judicial recogaition of
proprietary rights in genetic material.” An advamtage of this system is that it wouid
provide a central point for sample collection, and would also compensate individuals for
commercial exploitation of their genetic materdal. However, it wouild not cover the
whole field of stored tissue, including genetic registers.

18.5 Repguiation by Contract

It lias been propased that the issue of whether a research institution owns 1 DNA sample
should be regulated by a contract between the donor and the instinstion. An individuai
contracting with an institution could, Tor example, transfer all rights conceming the
tissue subject to an underiaking by the storage facility that it will provide information,

L, above 0 186, 121,
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or make samples available for testing by blood relatives. Furthermore a contract could
bind an institution to conduct research according 1o established ethical practices,
supervised by an ethics committee.™ It has been noted that the contractual wansfer of
rights in relation to the tissue avoids the issue of whether it is praperty and all the legal
difficultics that arise from so characterising it.'® Critics argue that such a system
promoles standardised contracts that do not recognise an individual’s rights with respect
1o a tissue sample.

19, Conclusion

Recognising a general property right in tissue raises difficult legal issues. Some are
abstract or lechnical, such as the legal basis on which a hospital or laboratory acquires
tissue for testing; and the donor’s subsequent rights in relation 10 its use and disposition,
Others are more significant from a commercial perspective, such as the donor’s right o
share in the proceeds if a valuable product is developed from the donar's tissue, cells or
DNA.

Most government instruments, puidelines, policy recommendations and comuuentators,
both in Australin and other countries, have not recommended recognising a pgenernl
property right in tissue. Instead, they have focussed on the autenomy rights of the donor,
sometimes advocating fuller disclosore of information, or the provision of a slatement of
rights and responsibilities, before the initial removal of tissue,

If tisgue is later wsed in research withou! the donor’s consent, ethical guidelines in
Australia and other countries recommend that information derived from the tissue
should be coded or anonymised; and that approval should be sought from instinitional
cthies committees which must supervise on an ongeing basis. In Australia, these
comniittees are [uman Research Fthics Committees under the aegis of the Mational
Heakth and Medical Research Council (NHMRC). For research funded by the NHMRC,
there are direct and indirect inducements to comply with the guidelines. For research
funded from other sources, the puidelines provide a guide to accepted practice and
might have indirect legal effect, This fonm of non-statutory regulation is in line with that
for other types of medical and scientific research and there is no reason fo believe that it
is not working well.

ILis true that there are anomalies in the current law, such as the judicial recognition that
blood and blood products are goods under the Trade Practices Act and may be bought
and sold ~ obviously suggesting a property interest. However, those anomalies would
not seem to justify major amendment of the existing law to categorise tissue as property
mall circumstances. Concerns about potential misuse of tissue and genelic information
derived from it can largely be met by requiring that research undertaker without the
donor's consent must be coded or anonmyised; and that it is part of a doctor's fiduciary
obligations towards the donor to ensure that that aceurs.

12 Skene, above n 102, 39,
1 Ihid.
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Part C: Position of the Law Institute of Victorig

Biological patents

Australlan law should continue to permit patents of human Eenatic material
and applications of that material provided the basic requirements of uitlity and-
noveity are met. if any change Is made, It should be limited to a more
stringent test for utility, requiring a specific application for the gene sequence
beyond mere use as a research tool,

The reasons for this recommendation are as follows:

1. Patents encourage research and the development of new products.

Australia has much to gain from the emerging biotechnology industry that is alrendy

producing major financial returns in the United States and the United Kingdom.

Biological patents are allowed in those couniries, as they are in Ausiralia.

3. The Australian Patent Office has a clear policy for granting biological patents. Maeny
have already been granted and there are many more applications awaiting
consideration.

4. Australia has international treaty obligations that prevent the refusal of patent

protection in Australia.

A number of policy committees have considered whether biological patents should

be restricted and have recommended that they should be allowed,

6. Patents are not ownership. They apply only for a limited period.

7. A pament holder is not permitted to refuse to allow others 1o use the patented
invention. If that oceurs, the Patents Act 1900 (Cth) contains provisions allowing a
court application for o compulsory licence to be granied to someone who wants to
use the invention.

B. Patents do not encourage secrecy. Patent holders must reveal the details of the
invention, together with instructions for reproducing i, before the patent will be
granied.

9. Concerns have been expressed about the effect of patenting genetic tools {eg senes
and genetic sequences) because paying to use these tools increases research costs for
others. However, denying patents for genetic tools reduces the incentive to work on
finding new ones. A balance is needed between the interests of researchers working
on new genetic iools and researchers wanting to use those tools in their research,
This may be achieved by applying a more stringent test for utility, requiring a
specific application for the gene sequence bevond mere use as a research tool. By
focussing on the function and applicaiion of » genetic sequence, as well as limiting
broad patent grants, the patent system will encourage investment, but not hinder
rasearch.

?J
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Use of human tissue for research and patenting

The law should not recognise a general property Interest in human tissue {ie
that tissue Is always belng owned by the person from whom it was talken).
If there is legal Intervention, it should be similar to the National Health and
Medical Research Council's guidelines. That Is, tissue taken with consent
after full Information about the immediate purpose for which It will be used,
may be used In research without further reference to the doner on an
anonymised basis and sublect to the supervision of a Human Research Ethics
Committee.

The reasons for these recommendations are as follows:

1. Although the law currently recognises property rights in tissue in limited
circumstances, complex legal issues will arise if that is extended to a general right.

2. The current law is adequate to protect people from having their tissue taken, used in
research or exploited for commercial purposes: '
= Doctors and researchers have common law duties in trespass and negligence to

obtain consent for medical procedures and to provide information about what is
proposed before the patient agrees.

# The High Court of Australia has recopnised the existence of fiduciary

: obligations on the part of doctors which prevent them obtdining @ financial
reward for themselves without informing the patient (Breen v Wittiams, supra
- although there 15 little Australian law to date on that aspect).

3. Ethical guidelines of bodies like the National Health and Medical Research Courcil
alse recommend that tissue should not be used without consent unlass the research is
approved and overseen by Human Rescarch Ethics Commitiees; and the samples are
coded or ancnymised. Alithough these guidelines do not have legislative backing,
they are likely Lo be observed:

» Compliance is a condition of funding in NHMRC funded projects,

¢ The guidelines are an indication of nccepted practice in proceedings for
negligence or breach of contract.

2 Breach might be unprofessidnal conduct in disciplinary proceedings.

» Even if the guidelines are not directly incorporated in a contract of employment,
it is expecled that they will be observed and a breach might impede career
advancement or publication prospects.

# This applies even if the research is not funded by the NHMRC so that it is not
covered by the guidelines. The guidelines are an indication of aceepted practice
and could be taken into account in litigation or disciplnary praceedings.

4. Guidelines have the advantapge of flexibility. Given the’ accelerating pace of
biotechnological innovation this is a substantial advantage.

3. If legal intervention is considered, it should be similar 1o the guidelines. That is,
fissue taken with consenl after full information about its immediate ase conkd
lawfully be used in resenrch if anonymised and overseen by & Human Research
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Ethics Committee. This would provide additional legal protection for researchers.
_However, litigation is unlikely if tissve is used anonymously.
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u/n Dove

13 December 2001

Profl. Lim Pin

Chairman

Bioethics Advisory Commitiee
250 North Bridge Road
#15-01/02 Ralfles City Tower
Singapore 176101

Dear Pﬂ} Lo B3

REQUEST FOR FEERBACK REGARDING HUMAN S'I‘ILM CELL
RESEARCH IN SINGAPORE

Firstly, please accept my upologles for the delay in replying fo the request for
feedback.

Thad actually given the principal members of the Council Llime to consider and
respond t me individually, To my plessant sirprise we are wmanimous in opinjon.

The points made are;

1. Source
Concern is expressed over the extraction of stem cells from embryos or
feotuses. We wonld find this most unaceeptable. We are pro-life and believe
that life heping with fertilization.
We have less reservation overadull siem cells abtained ffom tissues such as
bone marrow, wmihilical cords and brain.

2 Avceptable uses of stem cells

We do not find any ethical issue behind using glem cells ns Celis and EG Cells
— basically to support Jife,

3. Unnceepiable uses
We arc all against the use of slem cells for repraductive cloning of humen

heings or cven therapeutic cloning, We ure against cloning of other similar
work.

Cont’d /2

Purk [Hoapice The Hospice Centre 10 §
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Prof. Lim Pin
Chairman
Risetlics Advisory Commitiee 13 December 2001

Working on the basic principles above we are concerned over the source for obtaining
the stem cetls. We would favour existing and new uses of stem cells for supporting
lifo. We ure definitely against any form of cloining.

I hope that our response is useful for the deliberations of the Committes.

Thank vou.

Yours sincerely,

bgmmh

Gerard Ee
Chairman

GE:sw
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2 College Raad Livel 2

: 1 Tel 323 1264 Fax 224 7027
 Alumai Medical Cesirre aru@y :

Email sma_orp@pacific.netsg

Singapare 169650 SING'PDRE Webstte: www.sma.azysy
MEDIGAL
Our Ref: SMA/LCH/cge/BAC/2001  ASSOEATION 27 November 2001

ProfLim Pin

Chairnian

Bioethics Advisory Committee
250 North Bridge Road
#15-01/02 Raffles City Tower
Singapore 179101

Dear Prof Lim

REQUEST FOR FEEDBACK REGARDING HUMAN STEM CELL RESEARCH IN
SINGAPORYE

Thank you for your letter of 8 November,

The SMA Council is grateful for the opporiunity lo review the consullation paper prepared by
ile Human Stem Cell Reswarch Subcommiltee.
w
We are pleased to submit our feedback in Appendix | fmmLmﬂmbcr.
We appreciate the opportunity to present our feedback.

“ours sincerely

Gmm/
LOW CHENG HOCK
President

Singapors Medical Association

Ene:
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SUBMISSION FROM SINGAPORE MEDICAL ASSOCIATION ON THY,
CONSULTATION PAPER BY THE BIOUTHICS ADVISORY COMMITYEE
REGARDING FEUMAN CELL RESEARCH IN SINGAPORE

Like most cutting edge research, human sten cell research raises a sumber of difficult and impuortant
ethical issues and cancerms, requiring the potential benefits fo be balanced ngainst the nced to protect
the rights and welfire of citizens, Based on gor limited knbwledge and experience, we would like to
offer the following comments for the BAC to consider.

L.

[

Ll

The view ol the Bioethics Advisory Commitiee (BAC) on embryonic germ (EG) cells echoes
those held by in UK and the USA, i.c. that there should be o clear separation bebween
decisions and actions relating to the termination of pregnancy e decisions aned aciions
relating 1o the use of the foeinl material made available, However, it is our humble opinion
that explicitly spelt out guidelines, Hike the Polkinghomne guidelines in U, shoutd be drawn
up to govern the use of foetuses nnd foetad materials in treatment and research. This showudd, in
particalar, include: '

#) the prohibition of directed donation of caddveric foelal lissue for BG cell derivation.
This is necessary to ensure that inupproprizic incentives and coercions are not
introduced into o woman’s decislos to have an abortion.

b} the -prohibition of sale of foctal fissue for research purposes. The peteniial for
coercive presgure {s granteat when. financial incentlves are present, and the respeci for
the moral stalus of the embryo may be significactly undermined by commercial
motive infroducad into donation or solicitation of foetal tissue for research purposes.

¢) referral of any research proposal invelving the use of foefal materials © a resgurch
ethiies commitiee or institutional review board.

Mueh of the delnite on the vesearch invalving embryonie stem (E3) cells revolves around the
maoral stetus of ke human embryo, and the level of respect and protection that shonld be
accorded. This Is an especially sensitive issug in pluralistic society like Singapore, where
different cultoral and refigious groups may have very contrasting views. The position iaken hy
the BAC parallels the Flusman Ferlifisation and Embryelogy Act 1990 of UK the embreyo is
recopnised as o polentiol rther Hwm a fulf iunan being, where the potential benchis of the
proposed research com be weighed ngainst the respect e fo the embryo. W believe tho the
key issue here is the public acceptability of sueh a positlon, ind we are confident that an
public peliey on stem cell research can be achieved based on widely shared values in our
society, duefully weighing the benefits of stem cell research sgainst the need 0 proteci
human life. We suppoit therefore the BACs view that:

a) the eventua] puidelines will need to take into account as wide as possible a specinmn
of views nnd opinion from the community, especially those with medical, religious,
scientific, ethical and legal interests.

by the need for carefud reoulution of the proposed research, laving down clearly guiding
principles and limils for the research.

In bir opinion, one contenfious issue that the consubiation paper did aot touch on, ay tar as
the derivation ol ES cells is coneerned, is the intent Involved in producing the embryos. It is
the infention to creale & chiid thal makes the creation of an emibiyo a merally justifiabls acl.
Delibarately crenting embryos that are Jisconneetad fom human refationships wkes them dut
of context and demands for stronger justification than the nequisition of potentially important
informyation. To creale embryos sofely and with the pre-meditated intention for research
seems to cheapan the zet of procreation and turn embryos into commodities. Seme observers
in US lave alse warned thad it can mit wamen at risk as sources for ova for projects thal
pravide thens with oo benelit. A clear distinetian can and should therefore be made between
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research using ES cells derived from spare embryos in fertility treatment and research using
ES cells created specifically for research, In our opinian, the former js permissible and
should be allowed, as long as mensures reflecting principles of research ethics are in place,
including:

) clear separation exists between the decision to create embryos for fertility treatmen
and that to donate the human embryes in excess of cliniesl nead for researelt purposes

b) physician for Reility treatment shoutd hive no financial or professional stake in the

+ propesed I8 celi research

c) assurance of volunlariness and absénce of inducement, monelpry or otherwise

d) hformed consent is ohtdined to the extent penmissible

e} individuals undergoing fertility treatment should be spproached lor consent for
donation of human embryes only at tie time of deciding the disposition of embryos in
exeess of the clinical need.

£y directed donstion of the embryos must be prohibited

The Janes Institnte for Repraductive Medicine in Virginia, USA, crented uproar in July 2001 when
thiey published o study in the journit Fertility and Sterifiny using ES cells derived fvom eggs and
sperms. created and donaled specifieatly for rescarch, Te compound the issue, the 12 egg donars were
paid USF1500 1o 2000 euch, and the sperm donors USH30 each. lronically, a5 no federal funds were
used, no lnws or regulafions were vielaled s the US guidelines are resiricted only to federally funded
research, theugh privately funded research is uwrged to voluntarily comply with the safeguards and
standards prapased by the US National Bioethics Advisory Committee, which opposes derivation or
sse of human ES cells from embryos made solely for research purpnses. In dur opinion, allowing the
making embryos for resesrch will lead 1o embryos being weated us products or as mere obijects, risk
commercializing: procreation, and trivialize the act of procrention. We wtally agree with George
Angaswhen he wrole in an arlicle in New Engloid Journal of Mediciee in 1996 that:

"Iy seciene's worad atiitude toward procreation and the taresty of thase wihase
genretey are invalved in making the embryas fiol providy the maral force bebind the
resirfetion ov prahibition of the manufactire of embroy for neti-provreative uses, A
morad framework thar reduces the matter 10 an exclusive foeus on the Ditrinsic
properties of embrvas, fgporing the nierests of thove whose gometes make the
embryos and the circunistances undar which pracreation cccurs, cannol persunde, or
even angagy, thosz fo whom the creation of embryos sofely for researclt is morally
suspect. Oblaining consent iy not snough A wew frumework — one that takes
refationships serivusi - is essential ™

We are pot sure 17 this concern of ows s adequately covered, or at all, by any of our existing
regutation or guidetines, I none of the existing local regulations or legistation deal specifically with
this, the SMA hapes that this feedback 1o the BAC would receive due consideration und that explieit
and clear directions can be set,

Retereiees

I. Chief Medical Oficer’s Expert Group, Depariment of Healih, UK. Siem call researcly:
medical progress swith responsibility. A raport fram the Chief Madicat Qfficer’s expert group
reviewing the polential of developments in stem cell resenrch and cali nuclear replacement to
benefit husan healis. Department of Health, 1K, June 2000,

I~a

A report by (e Natignal Bioethics Advisory Committee (USA) an ethical jssues in human
stem eel] research. Rockville, Md: Mational Bioethics Advisory Committee, 1994,
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3. Mational [nstitutes of Health guidelines for research using human pluripoient stem cells,
Bethesda, Mid: Mativnal Institutes of Health, 2000,

4. Annas 1G. The polifics of human-embryvo research — avolding ethicsi gridiock. M Engl 1 hied
1996;334:1392-1332.

1»_’»

Annas JCGi. Ulysses and the fate of frozen embryos — reproduction, research, or desiuction? N
Engl J Med 2000;343:373-376.

6. Kaji £H, Leiden JM. Gene and stems cell therapy. JAMA 2001;285:545.930,

26 November 2001
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SINGAPORE MEDICAL COUNCIL

L.eve! 4, Health Promollon Board, 3 Second Hospital Avenue, Stgapers 168837
Tol No : 236-1484/ 236-1405 {Gendral Enquiries)
236-1496 (GME Holllna)
Fax o : 2361490 ’
F-mail © MOH_SMC@MOH.GOV.5G

Our Ref

Your Ref;

SMC 14.2

27 Mov 2001

Prof Lim Pin

Chairman

Bloethics Advisory Commities
250 Marth Bridge Road
#15-01/02 Raffles Clly Tower
Singapore 179101

Dear Prof Lim Pin,

REQUEST FOR FEEDBACK REGARDING HUMAN STEM CELL RESEARCH
IN SINGAPORE

1. § refer to your letter of 8-November 2001,

2. The Singapore Medical Coungil (SMC} supports in principle the overall
approach of the Bioethics Advisory Committee (BAG) as stated in the
consuitation paper.

3. As Singapore is a multiraclal, multicultural and muiti-religious society, it Is
imporiant that social issues in human stem cell research are accorded
equal standing with ethical and legal issues,

4. Many religious bodies in Singapore believe that life begins at conception.
While we foresee no fundamental ethical objections to research using
adult stem cells {'AS cells'), the use of embryonic germ cells derived
from aborted foetuses ('EG celis') and especially ambryonic stem cells
derived from early embryos {‘ES cells), even If they are not more than 14
days old, will require further deliberation by the BAC aftar the inputs from
the various religlous bodiss in Singapore have been obtained.
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10.

The SMGC supports the UK legislation and controls on embryo research
which provides a degree of protection in law while allowing the bensfits
of any proposed research o be weighad against the respect due to the
human ambryo.

The SMC shares the views of the BAC that reproductive cloning of
human beings should not be permitted while human ‘therapeutic cloning’,
should be conducted under strict guidelines and supervision lo block any
potential of creating a human embryo for reproductive cloning.

Although the paper has not commented on experiments on animal

reproductive cloning, we feel that such experiments should be permitted

for scientific purposes. It is concsivable that in the future, gxpariments on
animal stem cells may throw light on human stem cell behaviour. The
BAC is encouraged to address this issua at the outset to avold any
ambiguity in the future.

There is a nesd for Singapore to establish a system fo ensure that the
guidelines for stem cell research are strictly adhered fo by the
researchers. This may involve the setting up of a body at a national level
as an overslght commitiee, backed by legislation that provides for stiff
penalties for braaching rules governing such research.

The public policy balance between the opportunities that hiomedical
science offers to improve human welfare and the limits set by important
ethical obligations will need to be regularly reviewed and redefined,
where necessary, fo take into account the impact of new sclentific
discaveries In the area of human stem cell research and changes In
socletal and religlous mores.

In conclusion, 1 would fike to thank you for inviting the SMC 1o share iis
views with the BAG on this very imporiant issue.

Yours sincerely,

Lat/pnan s
—

DR LEE SUAN YEW
PRESIDENT
SINGAPORE MEDICAL COUNCIL
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SINGAPORE NURSES ASSOCIATION

oM oW o+ B A

PATRON: The First Lady af the Republic of Sinpapose

27 Pecember 2001

Fraf Lim Bin

Chairman

Bivathics Advisory Committee
250 Morsh Bridge Road
#15-01732 Raffles City Tower
Singapore 179101

[ear Prof Lim

The Singapore Nurses Associntion is pleased 1o be inviled to give our feedback regurding
Human Stem Cel] Research in Singapore,

Biomedical research and development thus far has demonstrited immense poiential
alleviazte suffering and improve the quality of life for many with once incurable
conditions, awever, the threat of misuse of knowledge is real and i is wise to have in
place prevenlive measures in the {irst instance. The setting up of Bioethies Advisory
Comrnitiee (BAC) s indeed timely.

Murses whoe have cired for couples in the feriility proprammes or nursed severaly
premature babies in ihe Neonatu! intensive Core Units can parliculardy identify with the
fragile, yet surprisingly resilient, bepinnings of Tife. It was comforting 1o note that the
BAC had tken much pain to give the relevant informatien, which addresses very real
ethient and social concerns of humon research,

Having zome understanding ol the biological properties of the hisman stem cells through
the nursinz curriculum enables nurses to understand their miraculous ability to protiferate
and develop inlo specislised eell types. The discovery of using steri cells for new
therapies, pharmaceutical: development and human developmental biology holds preal
freatment possibilities. These new developménts are especially attraciive when seen in
the light of the vast elinical application, The rewarding joy of being able o nurse a
terminatly il patient back to healfh would always be a wonderful experience. It would
make alt the difference for the many families involved.

The eonsultalive approach adopted by BAC 1o seek the views of the represenldtive
groups in the preparation of linal recommendations o the Cabinet is commendabla. As
nurses are in divect involvement with patients and their significant others, il is very much
appreciuted that our views be sought in this issue. Many patients are able (o confide their
fears and apprehension, in the mirses caring Tor them. Often, we ghare our patients’, and
that of their loved ones’ eager anticipation of a breaklivough which could bring hope of
new cures [or their debilitating and fatal lnesses. While we are members of the medieal
feam, it is imporimnt we are able o maintain an objective perspective of conlentious
experimental treatinent modalities.

SRAHOUSE. 77 MAULE ROAB, SINGAPORE 208353, TEL: 3020770 FAX: 1927577
BEAL: snstPpacilicoetsy WERSITE: wwidsnndrg sy
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SINGAPORE NURSES ASSOCIATION

#om ¥ OB L+ W F

BATRON: The First Lady of the Ttepablie 61 Singnpoie

The Singapore Nurses Association is confident that the BAC would conlinually monitor
adherence o the stted recommendations and guidelines. We would appreciste i we
eould be kept In the loop wilh publications of independent review of studies, whire
apprapriate.

Fhank you.

“un Wee King
Hon Secretary
Singapore Nurses Associmtion

B
1

BNA HOUSE, FYMAURGE ROAL, SINGAPQRE 2083
EMAIL sun@pacitic.netsy WEDSF

3 TEL: 3035770 FAX: 1827477
W SINL B b
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SINGAPORE NURSING BOARD

29 Nov 2001

Prof Lim Pir A
Chairman °/  RECEVED
Bioethics Advisory Committes 50 NOV 2001

250 North Bridge Road
#15-01/02 Raffles City Tower
Singapors 179101

Dear Prof Lim

REQUEST FOR FEEDBACK REGARDING HUMAN STEM CELL
RESEARCH IN SINGAPORE

Thank you for inviting the Singapore MNursing Board {o provide
feedback regarding human stem cell research in Singapore.

The Board is of the vielw that research with AS cells and with EG cells if
the decision to abort is faken separately and independently fram the decision
and consent te extract EG celis, would be eihically acceptable. In Singapore's
society where abortions are performed on socio-economic grounds, the issue
of using early embryos not more than 14 days ald for serious research to
beneiil otfiers, doas not appsear to be so ethically. contentiovs.

We agree thal reproductive eloning can he exploited and hence should
be forbldden

We waould tike to make a few sugpestions to the paper:

(1)  Para 1, page 2 -~ °.... and aduli stem cells derive from tissues
suchas the bone marrow, umbilical cerd blocd and brain...”

Perhaps placenta could be included,

Lavel 4, Institute of Health, 3 Second Hospita! Avenus, Singapore 168937 Tek 2361996 Fux 2361998
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(2)  Under the heading "Ethical and Social Consiclerations”
It may be necessary to include a statement specifying that any
infarmation that could Izad to the identification of doners of

foetal tissue must be removed prior to the derivation or use of
ES or EG cells.

We would like to commend the BAC for this succinct and well-written
paper,

Yours sincerely

(fi,

ANG BENG CHOO
REGISTRAR
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SCIENTIST/RESEARCHER GROUPS

Biomedical Engineering Society (Singapore)

Science Teachers Association of Singapore

Singapore National Academy of Science

Singapore Society for Biochemical and Molecular Blology
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Biomedical Engineering Sociefy (Singapore)
cio Crifipasdio Diognostic Cenlrs, Natlona! Univarsity Hospilel
Lawer Ken! Ridge Rosd, Singopore 116074
Tel: 772 44234 Fax; 774 402
. Emell; sacratiy@ionom.sg hip/Avwv.bes.ong.sg

28 Movember 2001

Prof, Lim Pin

Chiafrman

Bigethics Advisory Committee
250 North Bridge Road
#15-01/02 Raffies City Tower
Singapore 179101

Dear Prof, Lim
FEEDBACK OMN HUMAN S5TEM-CELL RESEARCH IN SINGAPORE

Thaok you very much for your letter dated 8 November 2001 secking leedback from the Biomedical
Engineering Sceiely (BES) on your Commiliee's current views on human stem celi research in
Singapore.

The Execotive Commiltee of BES deliberated on the. consultation paper prepared by your Human
Stem Cell Research Subcommittee (HSR) recently. We are in full agreement with the views
expressed in the paper. We believe thar they represent the best compromise between ethical
conicerns and the advancement of scientific resenrch for the benefits of mankind.

Concerning. your view that there must be o well-established and effective fimmework for the contral
of research invelving embryos in' Singapore, we would like to sdd further that a Registration of
Researchers in this area be setup to regulnte the practice of research. This con be established along
the spme line s thet for medical doctors, professional engineers and architects, cig. '

If your Carnumniliee negds further help from BES, we would be most happy to oblige,

Yours Sincerely s

Prof. Chew Yong Tian
President
Biomedical Bngineering Society (Singapore)

Reply to BAC from Science Teachers Association of Singapore

3
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Catherine To:

%> WOONMOE/SINGOV s
. Subjact: Re: Request for Feedlack regarding human stem coll researchi in
12-12-01 GB:56 PM Sing apare -planse raply by 27 November 2004

weeme Fopwanted by Catherine WOONMOE/SINGOV on 12-12:01 07:02 PM

Catherine To! "Subramaniam sfo RAMANATHAN (8TEY
WOONIMQESINGOV wathrar@nie.edu Bgr@EMTP
. . e <chew@sal-ciredi ag@EMTR >
26-17-01 08:15 M Subject: Re: Reques! for Feedback regarding human stem cell research In
Sing apore «plense reply by 27 Novembear 2001

Dr Subra and Or Chew
1 am pleased to give my views on this:

| sirongly agrae that there must be sttt contral of research Involvitg embryes In Singapore and fhus
“harapaylic clohing” should only be permitted under strict condifions, onhly for tha purpose of
cantroliing diseases, Thera should be wateh-dog for monilering such research at afl thines. If sklot
cantrol i& not possible, then such research should nat be carrlad out

Human embiryos of lass than 14 days old (ES cells) created throvgh in-vilro ferilisation techniques but
not used in assisied reproduction treatments can be used for research under stringent yuldelines and
manitoring, ageln for the sole purpose of suring dlssaces.

| da not agrea with the 1880 Act (LK) which sllows the creatior and usa of hurnan embryos up o 4
days ald for resegreh purposes as this, 1o me, goes againel the natural law of procrastion. Any embryo
1o be used for ressarch should anly come Fom the eonsend of the individual danors.

Resaarch using AS cells should not present any ethical objections. For EG cells, | agree that no
rthical Issues arisa fram the use of such calls, so long as ihe decislon laken to abort is taken
separataly and independently from the declslon ax] soneent {o extract the BEQ calls from the fostus.

The ohjactives of uran stem cefl researsh muat be defined very clearly lo protect human e and
also to pravent abuse of embrygs befone suoh research Is aliowed. Researchers sholld also be
sublect to the law Finfingsrients to the stipulated guidalines drawn up are not {ullowed,

"Sybramaniam s/o BAMANATHAN (STE)" <subrar@nle.edusg>

“Subraminiam i To; "Garmes Lim (E-mail)” <psrmeeidsingapote.coms, Catherine
RAMANATHAN {BTE)" WOONMOE/SINGOV@ESINGOY, "Ghew Tuan Chiong (E-mail)®
=sybratiinie.edu.sg> ~chew@stol,editsgs, "Chla Woon Rim (E-mszl)"

201101 0238 P <woonkim@ehn.com.ag, George BORMOE/SINGOVESINGOV,

"Heng Chya Koy (E-mal)" <chyeidau@visom.contag>, "o Lip
Lin (E-maly* <liptin@pacliic.netsge, "LEE Pang Yea (MMEY
<pylea@nle.adusg>, AN Wee Hin Leo {Oirector - HNIE)"
<whitan@nle.adu.sg>, Ghye Tin LIMMOESINGOV@RINGOY, "Ny
Kol Lip (E-mael)® <ni@pacifionstsge, fap Kwang
TANRMOEISINGOV@SINGOV, "Thain Seong Chee (E-mall)
esetham@pacificnet.sgs
o

Subject: Requast for Feedbaek regarding human stam cell research In Bing

apore -please reply by 27 November 2004
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Dear HMembers,

Our Bssooiation has busen approached by Prof Lim Pin, Chalrman of the
Blosthies Advimory Committee, for comments an “Human stem cell research in
gingapore', ‘I postion paper on thiz iz eneclosed for informatlon.

o need Lo xeply by the end of this mohth, Thus, we would appreciate it if
you could serutinise the enoclosed papsr and lot us have ypur feedback by 27
Meovembar 200%., This would allow us some time to conmolidate your inpubs
befors reverting to the Bloethics Advisory Comnittes.

Responaes can be gent fo Dr Chew.
Thank you for your assistance.

Hast wishes.
Bubta

BACG.HSR, ConsultationPaper.Nov
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SINGAPORE NATIONAL ACADEMY OF SCIENCE
oo Singupore Science Centre

15 Brience Centre Ruud

Singopore 609081

‘Tel : (63) 425 2500

Faz : (63) 565 9533

PATRON

Dr Tob Chin Chye

CONSTITUENT
MEMBERS

Tostitute of Physicy
Singapore (IP5)}

Secienes Teachers
Asgaciafion of Singapore
{STAS)

Singapore Associntion
for the Advivicement of
Scionce (SAAS)

Sinpapore Iustitute of
Biology (51 Biol)

Singapore Mathematicat
Saciety {(S4&)

Singapore Nationa
Tnstitute of Chemistey
{8MICY

Singapare Inglituig of
Statistics (SIS)

Bingtipore Socicly for
Microbiology &
Biolechtology (SSMB)

Singapore Scolety for
Biochemistry & =
Molecular Binlogy
{SSBMB)

- Ghademan 0

3 Dee 2001

Professor Lim Pin

Biootiics Advisory Commilice
230 Notth Bridge Road

{#15-01/02 Raffles City Tower
Singapore 179101

Dear Pralessor Lim

REQUEST FOR FEEDBACK REGARDING HUMAN STEM
CELL RESEARCH IN SINGATPORE

Thank you for your letter of 12 Nov.

We have soliciled feedback or the contents of the consuitation paper
in relation (o fhe above from our members, and summarize herawith
the comments receiverd,

We {eel that the Bioethical Advisory Committee (BAC) hes taken a
moderate stand with regards 1o the control and supervision of resenrch
on stem cells. This #5 0 good move since any additional UANecessary
imposition of restrictione compared to the existing standards elsewhere
will dampen the research interest in this potential field in Singapore,
As exising standards already cover the ethical issues on both adult
stern-(AS) cells and embryonic germ (BG) and embryonic stem (ES)
cells, the committee has correctly decided not to_impose special
restrictions ner ethical objections Lo such research, provided the nse of
embryos is less than 14 days old as stipulated in the UE gojdelines.
We should also support the need for the additional mechanisms in
which the BAC can review existing guidslines and policies on stem

‘eell research on o regnlar basis.

Notwithstanding the foregoing, it is necessary that there be sirict
conuol. of research inyolving embryos in Singapore, and thus
"therapeutic eloning” should only be permitied under strict conditions,
only for the purpose of controlling diseases. There should be a
watchdog for monitoring such research at all times. If strict coutrol is
not passible, then such research should not be carried out as athical
issues will then need to be addressed,
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to abort is taken separately and independently from the decision and consent to exftract
the EG cells from the faefus.

The objectives of human stem cell reseasch must be defined very clearly to protect
human life and also fo prevent abuse of embryos before such research is aflowed.
Researchers should also be subject to the law if infringements to the stipulated puidelines
drawn up are not followed.

Thank you and best wishes.

Yours sincerdly

. &

ol
Professor Leo Tan Wee Hin

Pregident
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SINGAPORE SOQCIETY FOR BIOCHEMISTRY

AND MOLECULAR BIOLOGY
CO DEPARTMENT OF BIOCHEMISTRY, NATIONAL UNIVEREITY OF SINGAPOHRE
10 KENT RIDGE CRESCENT, SINGAPORE 8581 (124,
FAX: (65) 7791453

December 3, 2001

Professor Lim Pin

Chairman

Biocthics Advisory Committee
250 North Bridge Road
#15-01/02 RalTles City Tower
Singapore 179101,

Dear Professor Lim,

Thank you for your invitation to give our views on the BAC's consuliation paper on
human stemn cell resparch. [ am sorey that this reply is late,

The Council members of the Singapare Sociely for Blochemistey and Molecular Biology
considered the document carefully. We agree with all the views expressed and belicve
strongly that theie should be control of research involving embryos. We are concerned
that the mechanisms that are put in place should be rigorous and seen o be rigarous.
Because the scientific cormmunity in Singapore is very small, care most be taken such
that there shauld not be any conflict of interests arising from membership of the
appropriate governmental aversight commitices which will be tasked to monitor that such
esearch is adhering to ethicsl guidedines and standards.

Yours sincerely,

J@&;

Dr. Khoo Hoon Eng

President

Singapore Sociely Tor Biochemistry and Molecular Biology
C/o Depurtment of Bischemistry, Foculty of Medicine
National University of Singapore

10 Kent Ridge Crescent

Singapore 119260,
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E. OTHER
L. Personal View from a Member, Inter-Religious Organisation (IRO)
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INTER-RELIGIOUS ORGANISAT ION, SINGAPORE
H {Eistnblished 1949)
¥ Tepistened Address: 132 A Changl Rood, Singapere 419719
Mulling Addness: Raflles Ciey PO Dax 712, Singapore 9117231
HIhGY JENISH  ZORCASTHIAN  BUDDHIST TADIET CHRIETIAN MUSLIE ) HAHIN

Tel: 333 3752, Fax 363 3752 HP BOY7 6625

30 Nov 2001

Prof Lim Pin

Chairman

Bioethics Advisory Committee
250 North Bridge Road
#15-01/02 Raffles City Tower
Singapore 179101

Dear Sir
I'am to refer to your letter of 8 November 2001 addressed to

our President requesting feedback regarding human stem
cell research in Singapore.

Attached hereto is the personal view of ¥
an 1RO Council Member, Address: R IR
BRSNS e on the subject for your Committee’s
consideration.”

Yours sincerely

HARBANS SINGH Prs
Secretary

IRO200 1.BACReturn
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Te; P Harbans Singh
Council Feedback {BAC Reqguest)
This is my individual view not my faith’s view.

(1) The problem arises with one of the 10 commandments.
“Thou shali not Idll.” Ta Christians this means human
beings although an exception is made for war.

(2) A woman should not kill an unborn child since itis a
separate human individual.

{3) When does a separate individual arrive? At conception or
much later. | would say much later.

(4) Early embryos have no neural streak or presumably no
sensation. It is therefore allowable to use the stem cells for
research especially to alleviate human suffering.

(5) Such cells must be disposed of before 14 days old.

(sd) S 21/11/2001

05052001.13;\0(2)_

Please note that the identity of the writer has been removed in the interest of privacy.

(-6-3



