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My interests are in fostering
Innovation in Africa, and
ensuring that the benefits of
new technologies are
available to those who need
them. This includes the
need to ensure the
availability of appropriate
therapies and information
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WE ALL HAVE TO MAKE SACRIFICES FOR THE ENVIRONMENT..AND YOU'RE OURS!
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Who am I?

The EGE is an independent,
pluralist and multidisciplinary
body advising the European

2. President of the Commission, Parliament and
European Group on Council on ethics in science and
Ethics new technologies in connection

with Community legislation or
policies.

The EGE members serve in a
personal capacity and are asked to
offer independent advice to the

European Group an 1 1
% Ethics in Science and CommISSlOn
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EGE

The Group has always consisted of scientists, lawyers,
philosophers, ethicists and philosophers — a difficult
balancing task with only 15 members. The range of
expertise needed is vast, for we have to look at issues
that relate to scientific disciplines that may not be
reflected in our expertise, and therefore we have to
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time learning from those that have studied the
Ine and from those that have studied the
ying ethical, legal and social issues before we are

able to provide coherent advice.
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 There are global issues, like those of climate change and the
manner in which economic crises impact on individual rights or
even the changes in the demography (ageing population, a
change in the distribution of diseases and of the mechanisms of
diagnosis and treatment).

* We have a responsibility to consider those living in Europe and
those living elsewhere whose well-being may impact on ours.

* The impact of science and technology on our lives is constantly
evolving, and the need to ensure that the ethical analysis are
fully considered.

—
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We are in awe of those who drafted the Helsinki Declaration, for it
provided a standard, not to attempt to attain, but rather as an

absolute baseline of behaviour for those conducting medical
research.
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raw 9 December, 1946, United States v. Karl Brandt et al

The defendants in this case are charged with
murders, tortures, and other atrocities committed
In the name of medical science. The victims of
these crimes are numbered Iin the hundred of
thousands. A handful only are still alive; a few of
the survivors will appear in this courtroom. But
most of these miserable victims were slaughtered
outright or died in the course of the tortures to
which they were subjected.

—
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1. The voluntary consent of the human subject is absolutely
essential. . . . The person . . . should have legal capacity to give
consent . . . be able to exercise free power of choice, without the
Intervention of any element of force, fraud, deceit, duress, over-
reaching, or other ulterior form of constraint or coercion ... and . .
. have sufficient knowledge and comprehension of the elements of
the subject matter involved as to enable him to make an
understanding and enlightened decision. . ..

....The duty and responsibility for ascertaining the quality of the
consent rests upon each individual who initiates, directs or
engages Iin the experiment. It is a personal duty and responsibility
which may not be delegated to another with impunity.

European Group on
ege B Ethics in Science and

: Mew Technologies



“ETHICALLY IMPOSSIBLE”
STD Research in Guatemala
from 1946 to 1948

Presidential Commission

for the Study of Bioethical Issues

Washington, D.C.
September 2011
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? South Africa: No excuses: Basson destroyed human life, says expert

iP Law

Dr Wouter Basson used his medical knowledge to destroy life
while he was the head of the apartheid government's chemical
and biological weapons programme, according to US bioethics
expert Professor Steven Miles.

"The ethical core of medicine is to promote health. Dr Basson's
work caused death and imminent death and brain damage,”
Miles on Tuesday told the Health Professions Council of South
Africa (HPCSA) hearing into whether or not to revoke Basson's
medical licence.

Basson was head of the government's chemical and biological
warfare research programme, Project Coast, from 1981 to
early 1993. In 2002, he was acquitted in the Pretoria High
Court of a raft of criminal charges ranging from murder and
raean Groun on fraud to drug trafficking. He now runs a cardiology practice in
N Tenrblogie Cape Town.



Woensoap 28 November 2012 DIE BURGER

Aktueel T

EKSPERIMENTELE STAMSEL-OPERASIE

Etiese komitee ‘is nie betrek’

Dokumente bevat nie MBR-goedkeuring

Elsabé Brits

EAAPSTAD. - Enipe Klinisne
navorzing op mense en selfs die-
re in die land moet deur n etie-
28 komites van onafhanklike
kenners herzien word.

30 het prof Michael Pepper,
stamsslkenner en direkteur van
die Institunt vir Sellulére en
Molekulére Genssskunds asm
die Univerziteit van Pretoria,

it i= in reak=je op die tera-
peutiese Eloning (of somatiese
salkprn-oordrag) wat in Okhober
op Tommie Prins (32) in die ke
lomed-hoepitanl in Bellville ge-
doen i=.

Frins, oorspronklik van Vil-
lier=dorp, het aan Dic Burger ge
28 hy Woon tans op Fobertson

Die operazie i= gedoen deur dr.
Adriaan Liebenberg, T DEuro-
chirurg, die ztameelle iz ver-
waardig deur dr. Gert Jordaan
Hy iz nie N veearts nie, maar
het "n doksoregrasd in landbot,
het Die Burger vernesm.

“Al is die operazie suksesvol,
an 3l het die navarsers toestem-
ming van die minister van ge-
zondheid pelry, moet dasr
steeds portuar-evaluasie gedoen
word en dasr moet I etiese Ko
mites betrokke wees. Dit word
wetlik bepasl ~ het PEpper gesé.

“Mediese praktisyne is bewins
hiervan,” het by bygevoeg.

80 ' etie=s Komites betrel ge-
woonlik kundiges aan universi-
teite, regekenners en bio-eticl
wat in die veld werk

Hog Jordaan nog Lisbenberg

Eurcpean Group on
Ethics in Science and
Mew Technologies

of Melomed het sodanige dolm-
mente aan Die Burger verakaf

ocndanks herhaaldelike versoeke.

Jordaan het gister geweisr om

Burger te gee “omdat onz alles
(eerwgister popes hed ™.

Dié dokuments het peen goed-
Eeuring van die MBR bevat of
bewyze VAN I etiese Enmitee
nie, "Loz my uit EE Wil nooit
Weer met jou prast nie, want v
fokus op die negatiewe. Ek weet
nie waarmes §is j¥ besig nie,”
het hy gese.

“EE maak embrionale stamsel-

le. EE kboon dit fiziel ™ het by
wroesr aan Die Burger gesd Te
rapeutiese Kloning moet eers
deur kliniese toet2ing en por-
tuur-evaluasie gasan voordat dit

gedoen mag word.

Die handieiding van die Na-
sionale Fezondheidsnavorsings-
etiskraad Iui- "Die primeére rol
VAl T NAvVorsingset iekomibes
iz o te wask oor die waardig-
heid, regte, veiligheid en wel-
stand van mense wat asn die
toetze deelneem.

“Die Primere Verantwoorde-
ligheid wan elke lid is om onas
hanklik te bealuit zodat die wit-
vVoering van die voorgestelde
toets die deslnemers =al be-
skerm. Buitengewone aandag
moet geckenk word asn toetse
op Ewesbare deslnemers.”

Die standaards waaraan etiese
Eomitess en studies meet vol-
doen, beztasan uit ‘n praktiese
gids wan 86 bladove en Ean ge-
lee= word by www.nhrec orgza

‘Stamsel-dokter reageer nie op raad se versoeke

KAAPSTAD. — Die Raad vir Me-
diese an Tandhealkundige Be-
roepe het amptellke vrae gehad
oor dig “stamsa-inplantings™
wat drs. Gert Jordzan en
Adriaan Liebenberg beoog het.
Die razd het in 2009 In'n
brief gesk hy het probleme met
die toestemming wat oudmin-
ster Bartvara Hiogan aan Jor-
daan gegee het om met die
stamselteraple voort te gaan
“0ns vooropige goedkewring
(2006) vir jou Navorsing was op
beperkts inligting gegrond. Dazr
Is 'n paar kwessles wat die raad
eers wil ultklaar” kil die briet.
Jordaan Is gevra om die vok
gende aan die oorhootse lig-
gaam, die Raad vir Gesond-
heldsherpepe van Suld-Afrika
[RGESA), te verskaf:
N Ciie volle naam/name en me-
diesepraktisyn-nommers van

die dokter(s) wat die prosedurs
50U ultvoer;

W ™ Verklaring van die betrokke
doktar(s) met 'n

van die klinlese saak en i voor-
legging van die Intervensie,
asook die wetenskapllke bawy-
se om die prosedure te staaf;

an

W Bewese materiaal wat die na-
VOTSINgSUtkoms van dis studie
SLELnL.

Die RGESA het aan Die Burger
gesk Jordaan het nooit op dié
Erief gereagesr nile.

Die South Affican Medical
Journal beskyT dis verelstes vir
T nUwe INtervensia 50 in 5y

September-

toets of 'm nuwe Intervensie
werk en vellg Is, word studles
ears in vitne (proefbuls) gedoen.
Woor die klinlese fase hersien
kenners dit en dit word gepublk-

seer. Daama word aansoek ge-
doen vir kinlase toetse in kiein
getalle mense”

Woorts 5 die enigste betrow-
bare bronne dat 'n behandeling
werk onathankllke, goedgekeur-
e kiinlese toetsing, bawysa van
etiese komitess, publikasie In
akademiese vakiydskrifte en
herhaling met dieselide resulta-
te deur ander laboratorums.

Lisbeniberg het eergister gess
hulle werk nie met n universk-
teft saam nie, “want daar Is ja-
Ioasle op professionale viak en
dit Is ' lellke ding . . dit neam
te lank en daar Is burokrasie™.

[Dde rede hoekom hulle die
prosadure so lank stil gshou het
en nile die portuur-evaluasiepro-
585 gevolg het nie, s “omdat
ons nie dig dulsande mense
wat ons hulp wil he, sal kan
help nie.” - Elsabé Brits
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PROF. KAY DE VILLIERS GEE SY MENING

NOg vrae oor operasie

‘Geweldig baie navorsing moet nog gedoen word’

Elsabé Brits like standpunt wees. Enige in-

greep moet ‘n redelike verwag-

KAAPSTAD. - Dit i gebruiklik

ting op sukses inhou voordat dit

om ‘n “pioniersoperazie” vooraf Enige mediese INgreep aan ae pasient aangebied xan
in n internasionale akademiese moet n redellke word.
vaktydskrif 2008 Nature of “Wanneer toestemming vir
Science te publiseer sodat dit verwagting op sukses mlgeonemsievan‘np:ém
krities gevalueer kan word inhou voordat dit verkry word, moet die voordele
3¢ het prof J.C. (Kay) de Vil- en die redelike risiko’s verdui-
liers by navraag gecd aangaande aangebled kan word. delik word. Indien hy aan n
die “stamssl-operasie” wat on- eksperimentele prozedure bloot-
Iang= op die verlamde Tommie —PROF.J.C.(KAY)[EVILUERS gestel word, moet hy hiervan in
Prins uitgevoer is, maar wat nie kenniz gestel word.
Op dig manier aangekondig i= “Daar sal ook voldoen moet
nie. wazs toe hy oy eerste operasies word aan die vereictes van die
De Villiers was die eerste op mense uitgevoer het Hy het  etiece Komitee van die inrigting
houer van die Helen en Morriz nie blindelings geoperear nie. waar die operazie gedoen word.”
Mauerberger-leerstoel in neuro- “Wat my bekommer oor hier-  # Tot op hede het dr. Adrisan
chirurgie aan die Univerziteit die operazie met die stameelle, Lisbenberg, wat die operazie op
van Kaapstad en drie verwante  Prof LC (Kay) de Villlers vroeér tydens ‘n onderhoud met Die Burger. iz die afwezigheid van die be- Prinz gedoen het, Gert Jordaan,
akademiece hospitale. Hy het af  Foto: JACO MARIAS kKlemtoning — of zelfs die noem wat die stameoelle geproduseer
getres, maar geniet internasio- van - probleme wat verwag kan  het, en die Melomed-hoepitaal in
nale erkenning in die neurochi-  bieem wat met kennis, geduld Bamard-oomblik™ Verwys. word indien daar werklik her- Bellville, waar die operasie uit
rurgie. en deernic aangepak moet “EK het Chriz celf goed geken  groel van senucelle in die rug- gevoer iz, nog nie op verzoeke
“Daar ic geweldig baie navor-  word,” het hy gesé. en het as neurochirurg met hom mMUrg 0U Wees. van Die Burger gereageer vir in-
sing wat nog gedoen moet word Hy vind dit ook vreemd dat saampewerk. Chriz het jare lank “Om enige optrede te regver-  ligting dat 30 1 etiece Komites
voordat 20 ‘n operazie aangepak  die dokters wat die operazie ge-  dierenavorsing gedoen, zodat dig bloot weens die omvang van  betrokke was en kliniese navor-
kan word. Dit i= n groot pro- doen het daarna as ‘n “Chris daar redelike hoop op sukses die ongesteldheid 20U N gevaar- 2ing gedoen is nie.

Eurcpean Group on
ege N Ethics in Science and
MNew Technologies
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Brussels, 17.7.2012
COM(2012) 369 final

2012/0192 (COD)

Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on clinical trials on medicinal products for human use, and repealing Directive
200120/EC

(Text with EEA relevance)

{SWD(2012) 200 final}

Europt {SW(EG]E) 201 ﬁ_ual}
)



? The purpose of the proposal aims “at achieving-an--

i internal market as regards clinical trials and
medicinal products for human use” while at the
same time setting “high standards of quality and
safety for medicinal products”.

The EGE has concerns regarding the draft regulation:

j

the marginalisation of research ethics committees

the nomination process for the reporting member state

3. the narrow grounds upon which another member state can
disagree with the reporting member state

4. the timelines for review and authorisation which in our view are

simply unrealistic.

European Group an
Ethics in Science and
Mew Technologies
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irLaw 1Ne EGE has concerns regarding the draft regulaticjn:

The draft provides for an investigator to consider a refusal to
participate or a withdrawal by an individual.

The EGE believes that any “explicit” wish in relation to either

participation or withdrawal by an incapacitated adult or a minor
must be respected

European Group an
Ethics in Science and
Mew Technologies
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rLaw 1 Ne EGE has concerns regarding the draft regulation:

The proposed Regulation does not refer to ethics committees but
rather leaves it to the Member State concerned to determine the
appropriate body or bodies to be involved in the assessment of a
clinical trial, indicating that it would be a matter of internal
organisation within each Member State.

The EGE is deeply concerned that any reference to the notion of
‘ethics committee’ will disappear out of the European legal
framework for clinical trials and question the validity of omitting a
globally accepted mechanism for safeguarding the rights of
research participants and investigators alike ....

European Group an
Ethics in Science and
Mew Technologies
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rLaw 1 Ne EGE has concerns regarding the draft regulation:

Multi-disciplinary evaluation of clinical research was established In
the second version of the Helsinki Declaration in 1975 and has
subsequently been incorporated into legally binding documents
such as the Council of Europe Convention on Biomedicine and its
Additional Protocol on Biomedical Research.

Changing the structure of ethical evaluation of Clinical Trials is
likely to hamper the marketing authorisation process of new

medicines, and, instead of increasing competitiveness of Europe,
It may adversely affect it.

European Group an
Ethics in Science and
Mew Technologies
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irLaw 1Ne EGE has concerns regarding the draft regulation:

The EGE has emphasised the importance of ethical research in its
Opinions:

25 Ethics of Synthetic Biology,

22 human Embryonic Stem Cells in FP7 Research Projects,
21 Nanomedicine

19 Umbilical Cord Blood Banking,

17 Clinical Research in Developing Countries,

15 Human Stem Cell Research and Use,

13 Healthcare in the Information Society

11 Human Tissue Banking,

10 Ethical Aspects of FP5

4 Gene Therapy.

European Group an
Ethics in Science and
Mew Technologies
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The EGE recommends that EU Institutions

Explicitly provide for research ethics committee evaluation of
proposals in the interests of protecting the rights of research
participants

Give consideration to how best to avoid any type of ethics
shopping, which may weaken the legitimacy of the evaluation
e.g. by rotating the reporting member state function

Consider expanding the grounds upon which a Member State
can disagree with the Reporting Member State in the interests
of building consensus and respecting ethical subsidiarity

Set realistic timelines which should serve to expedite the
process while allowing a robust consideration of the issues.

European Group an
Ethics in Science and
Mew Technologies



