Country Key Organizations Legislation Regulations Guidelines
EUROPE
European-wide
General 1. Council of Europe, Bioethics CoE:
Division (CoE): 1. Convention on Human Rights and
http://www.coe.int/bioethics Biomedicine (Convention of Oviedo),
2. European Commission Ethics Articles 1518, ETS No. 164 (1997):
Review(ECER) http://conventions.coe.int/Treaty/Commun/Que
http://ec.europa.eu/research/science VoulezVous.asp?NT=164&CM=7&DF=9/15/
society/index.cfm?fuseaction=public.topjc 008&CL=ENG
&id=1289 2. Additional Protocol to the Convention
3. European Commission Group on on Human Rights and Biomedicine
Ethics in Science and New concerning Biomedical Rearch, CETS
Technologies (EGE): No. 195 (2005):
http://ec.europa.eu/european_group_ethics http://conventions.coe.int/Treaty/Commun/Qlie
/index_en.htm VoulezVous.asp?NT=195&CM=1&DF=10/24/
2007&CL=ENG
ECER
Various:
http://cordis.europa.eu/fp7/ethics_en.html
EGE:
Ethical Aspects of Clinical Research in
Developing Countries (2003):
http://ec.europa.eu/bepa/europeanup
ethics/docs/avis17_en.pdf
Drugs and Devices | Drugs
1. European CommissioSANCO EC: EC: EC:
Pharmaceuticals Un{EC): 1. Directive 2001/20/EC: EudraLex Volume 10: Clinical | EudraLex Volume 10: Clinical Trials:
http://ec.europa.eu/health/index_en/hhttp://eur Trials: http://ec.europa.eu/hébldocuments/eudralex

m
2. Europ@n Medicines Agency
(EMA):
http://www.ema.europa.eu/

lex.europa.eu/LextiBerv/LexUriSe
rv.do?uri=0J:L:2001:121:0034:004
4:.en:PDF

2. Directive 2005/28/EC:
http://eur
lex.europa.eu/LexUriServ/site/en/a
2005/1 091/1 0912005040960130
019.pdf

3. Directive 3003/94/EC
http://eur
lex.europa.eu/LexUriServ/LexUriS
rv.do?uri=0J:L:2003:262:0022:004%
6:EN:PDF

4, Directive 2001/83/EC

!

-

i

W

http://eur

http://ec.europa.eu/health/documen
eudralex/vol10/index_en.htm

1syol-10/

EMA:
Note for Guidance on Good Clinical
Practice (CPMP/ICH/135/95) (1997)
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lex.europa.eu/LexUriServ/LexUriS
rv.do?uri=CONSLEG:2001L0083:7
0121116:EN:PDF

Devices

European CommissioSANCO
Cosmetics and Medical Devices
http:/ec.europa.eu/health/medical

devices/index_en.htm

1. Directive 93/42/EEC
Concerning Medical Devices:

http://eur
lex.europa.eu/LexUriServ/LexUriS
rv.do?uri=CONSLEG:1993L0042:2
0071011:en:PDF

2. Directive 98/79/EC on in
vitro Diagnostic Medical
Devices (IVDD) http://eur
lex.europa.eu/LexUriServ/LexUriS
rv.do?uri=0J:1.:1998:331:0001:004
7:EN:PDF

3. Directive 2007/47/EC of the
European Parliament and of th
Council of 5 September 2007
Amending Council Directive
90/385/EEC on the
Approximation of the Laws of
the Member States Relating to
Active Implantable Medical
Devices
http://ec.europa.eu/consumers/seq
s/medical

devices/files/revision docs/2007
47-en_en.pdf

112

112

1%

tor

Various
http://ec.europa.eu/consumesextors/medical
devices/documents/guidelines/index_en.htm

Research Injury

1. Council of Europe, Bioethics
Division (CoE):
http://www.coe.int/bioethics

2. European Medicines Agency
(EMA):
http://www.emea.europa.eu/

Clinical Trials Directive
2001/20/EC, Articles 3.2.f,
6.3.h, and 6.3.ittp://eur
lex.europa.eu/LextiServ/LexUriSe
rv.do?uri=0J:L.:2001:121:0034:004
4:.en:PDF

!

CoE:

1. Convention on Human Rights and
Biomedicine (Convention of Oviedo),
Article 24, ETS No. 164 (1997):
http://conventions.coe.int/Treaty/ Commun/Que
VoulezVous.asp?NT=164&CM=7&DF=9/15/2
008&CL=ENG

2. Additional Protocol to the Convention
on Human Rights and Biomedicine
concerning Biomedical Research, Articlg
13, CETS No. 195 (2005):
http://conventions.coe.int/Treaty/ Commun/Que
VoulezVous.asp?NT=195&CM=1&DF=10/24
2007&CL=ENG

o

=

Privacy/Data
Protection

1. European CommissiafEC):

http://europa.eu.int/
2. Council of EuropdCoE), Data

EC:
Data Protection Directive

95/46/EC of the European

CoE
1. Convention for the Protection of
Individuals with Regard to Automatic
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Protection and Cybercrime Division
http://www.coe.int/t/dghl/standardsetting
datgprotection/default_EN.asp

3. Council ofEurope (CoE)
Bioethics Divison:
http://www.coe.int/bioethics

Parliament and of the Council
/ (1995):
http://ec.europa.eu/justice/policies
rivacy/docs/9546-ce/dir1995
46_partl_en.pdf

o

Procesing of Personal Data (1981):
http://conventions.coe.int/Treaty/Commun/Q
VoulezVous.asp?NT=108&CL=ENG

2. Recommendation No. R (97) 5 on the
Protection of Medical Dat(1997)
https://wecd.coe.int/ViewDoc.jsp?id=571075&
ite=CM&BackColorInternet=C3C3C3&Back(
olorintranet=EDB021&BackColorhgged=F5
D383

Human Biological
Samples

1. European CommissiafEC):
http://europa.eu.int/

2. Council of Europe, Bioethics
Division (CoE):
http://www.coe.int/bioethics

3. European Group on Ethics in
Science and New Technologies
(EGE):
http://ec.europa.eu/bepa/europegaup
ethics/welcome/index_en.htm

4. European Medicines Agency
(EMEA):
http://www.ema.europa.eu/

EC:

Directive 2004/23/EC on Settin
Standards of Quality and Safet
for the Donation, Procurement,
Testing, Processing,
Preservation, Storage, and
Distribution of Human Tissues
and Cellshttp://eur
lex.europa.eu/LexUriServ/LexUriS
rv.do?uri=CELEX:32004L0023:EN
HTML

<

W

CoE:

1. Convention on Human Rights and
Biomedicine (Convention of Oviedo),
Articles 2122, ETS No. 164 (1997):
http://conventions.coe.int/Treaty/Commun/Q
VoulezVous.asp?NT=164&CM=7&DF=9/15/
008&CL=ENG

2.Recommendation Rec (2004 of the
Committee of Ministers to Member State
on Research on Biological Materials of
Human Origin (2006):
http:/Avcd.coe.int/ViewDoc.jsp?id=977859&S
te=CM&BackColorinternet=9999CC&BackC
lorintranet=FFBB55&BackColorLogged=FFA
C75

EMA:
Concept Paper on the Development of g
Guideline on Biobanks Issues Relevant
Pharmacogenetics (2005)

EGE:
Ethical Aspects of Humanissue Banking
(1998)

e

[72)

o

[0

Genetic Research

Council of Europe, Bioethics
Division: http://www.coe.int/bioethics

1. Convention on Human Rights and
Biomedicine (Convention of Oviedo),
Articles 1214, ETS No. 1641997):
http://conventions.coe.int/Treaty/Commun/Q
VoulezVous.asp?NT=164&CM=7&DF=9/15/
008&CL=ENG

2. Additional Protocol Concerning
Biomedical Resarch, CETS No. 195
(2005):
http://conventions.coe.int/Treaty/Commun/Q
VoulezVous.asp?NT=195&CM=1&DF=10/24
2007&CL=ENG

"%

~

3. Recommendation No. R (P&n
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Genetic Testing and Screening for Healt
Care Purposes (1992):

http://wcd.coe.int/ViewDoc.jsp?id=612007&Si

te=CM&BackColorIinternet=9999CC&BackC
lorIntranet=FFBB55&BackColorLogged=FFA
C75

4. Recommendation R€R006)4 of the
Committee of Ministers to Members
States on Research on Biomedical
Materials of Human Origin (2008)

http://wcd.coe.int/ViewDoc.jsp?id=977859&Si

te=CM&BackColorinternet=9999CC&BackC
lorIntranet=FFBB55&BackColorLogged=FFA
C75

D

Embryos, Stem
Cells, and Cloning

1. Council of Europe, Bioethics
Division (CoE):
http://www.coe.int/bioethics

2. European Group on Ethics in
Science and New Technologies
(EGE):
http://ec.europa.eu/bepa/europegoup
ethics/welcome/index_en.htm

EC:
Decision No. 1982/2006/EC:

http://eur
lex.europa.eu/LexUriServisien/oj/

2006/1_412/1_41220061230en0001
041.pdf

CoE:

1. Convention on Human Rights and
Biomedicine (Convention of Oviedo),
Articles 18, ETS No. 164 (1997):
http://conventions.coe.int/Treaty/Commun/Q
VoulezVous.asp?NT=164&CM=7&DF=9/15/
008&CL=ENG

2. Additional Protocol on Prohibition of
Human Cloning, ETS No. 168 (1998):
http://conventions.coe.int/Treaty/Commun/Q
VoulezVous.asp?NT=168&CM=7&DF=9/15/
008&CL=ENG

EGE:

1. Opinion No.15 - Ethical Aspects of
Human Stem Cell Research and Use
(2000):
http://ec.europa.eu/bepa/europegoup
ethics/docs/avis15_en.pdf

2. Opinion No. 22 The Ethics Review of
hESC FP7 Researchdfects(2007):
http://ec.europa.eu/bepa/europegoup
ethics/docs/publications/opinion_22_final fo
ow_up_en.pdf

e

e

Armenia

Note: For an overview of human subject protections in Armenia, see OEthical Review of Biomedical Resea@ISiiCtuntries,O Chapter 3, Section 1:
http://www.unesco.org/new/fileadmin/MULTIMEDIA/FIELD/Moscow/pdf/ethical_review_cis_book kulvaylish.pdf

Drugs and Devices

1. Drug and Medical Technology
Agency(Armenian):
http://www.pharm.am/

2. National Ethics Committee

1. Law of the Republic of
Armenia of May 4, 1996: About
Medical Aid, The Maintenance
of the Population, Article 21

2. Resolution of the Governme
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Country Key Organizations Legislation Regulations Guidelines
of Armenia of January 24, 2004
Procedure for Clinical Trials of
New Medications in Armenia
Austria
General 1. Ministry of Health (German): 1. University Act (2011): Regulation oriLeading Ethics Forum ofAustrian EthicsCommittees

http://www.bng.gv.at

2. Forum ofAustrian Ethics
CommitteegGerman):
http://www.ethikkommissionen.at
3. Bioethics Commission:
http://www.bundeskanelamt.at/site/3575
[default.aspx

http://www.ris.bka.gv.at/Dokument|
/Erv/[ERV_2002 1 120/ERV_2002

1 120.pdf
2. Hospitals Ac{2011)
(Germai:
http://www.ris.bka.gv.at/GeltendeH

ssung.wxe?Abfrage=Bundesnorme

&Gesetzesnummer=10010285&SH
wPrintPreview=True

e Committeeg2004)(German):
http://www.ris.bka.gv.at/GeltendeFal
sung.wxe?Abfrage=Bundesnormen
Gesetzesnummer=208852&ShowP
rintPreview=True

a

BN

(o]

(German)
s Various
% http://www.ethikkommissionen.at

Drugs and Devices

Drugs

1. Ministry of Health (German):
http://www.bmg.gv.at

2. Austrian Agency for Health and
Food Safety
http://www.ages.at/ages/en/agmsstrian
agencyfor-healthandfood-safety/

3. Austrian Feleral Office for Safety
in Health Care:
http://www.basg.at/en/austridaderat
office-for-safetyin-healthcare/

Austrian Drug Law (209)
(Germai:

http://www.ris.bka.gv.at/GeltendeH
ssung.wxe?Abfrage=Bundesnormg
&Gesetzesnummer=10010441&SH
wPrintPreview=True

[

en

Various(German)
http://www.basg.at/arzneimittel/vater
zulassung/klinisch@ruefungen/

Devices

Same as Drugs.

Medical Devices Acf2009)
(German):
http://www.ris.bka.gv.at/GeltendeH

ssung.wxe?Abfrage=Bundesnorme

&Gesetzesnummer=10011003

[

en

Various(German)

http://www.basg.at/medizinprodukte/formulan

/klinischepruefung/

Research Injury

1. Austrian Agency for Health and
Food Safety
http://www.ages.at/ages/en/aemsstian

Austrian Drug Law Article 32
(2009)(German:
http://www.ris.bka.gv.at/GeltendeH

agencyfor-healthandfood-safety/

2. Austrian Federal Office for Safety
in Health Care:
http://www.basg.at/en/austridgaderat
office-for-safetyin-healthcare/

ssung.wxe?Abfrage=Bundesnormg
&Gesetzesnummef0010441&Sho
wPrintPreview=True

Austrian Medical Devices Law,
Article 47 (German):

http://www.ris.bka.gv.at/GeltendeH
ssung.we?Abfrage=Bundesnorme
&Gesetzesnummer=10011003&SH
wPrintPreview=True

<)

en

-
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Country Key Organizations Legislation Regulations Guidelines
Privacy/Data Austrian Data Protection 1. Federal Act Concerning the
Protection Commission: Protection of Persah Data

Note: TheAustrian

http://www.dsk.qgv.at/DesktopDefault.as
x?alias=dsken

b (2014):
http://www.ris.bka.gv.at/Dokument

[

statesalsohave [Erv/ERV_1999 1 165/ERV_1999

privacy/data _1_165.pdf

protection laws

(German):

http://www.dsk.gv.asi

te/6202/default.aspx

Human Biological 1. Ministry of Health (German): 1. Law on Safety of Blood Regulation on Tissue Banks Bioethics Commission:

Materials http://www.bmg.gv.at (2009) (German): (2008)(German): 1. Opinion of the Bioethics Commission

2. Bioethics Commission:
http://www.bundeskanzleramt.at/site/35

http://www.ris.bka.gv.at/GeltendeH

ahttp://www.ris.bka.gv.at/GeltendeFa

Fssung.wxe?Abfrage=Bundesnormd

prsung.wxe?Abfrage=Bundesnormen

[default.aspx

&Gesetzesnummer=10011145&SH

oGesetzesnumme?0005848&ShowP

wPrintPreview=True

2. Law on Quality and Safety o
Human Tissue and Csl{2009)
(German):
http://www.ris.bka.gv.at/GeltendeH
ssung.wxe?Abfrage=Bundesnormg
&Gesetzesnummer=20005698& Sk
wPrintPreview=Tue

rintPreview=True

[

en

sthe Federal ChancellerBiobanks for

% Medical Researct2007):
http://www.bundeskanzlamt.at/DocView.axd
?Cobld=25510

2. Ruling of the Bioethics Commission:
Cord Blood Banking (2008):
http://www.bundeskanzleramt.at/DocView.axd
?Cobld=31001

3. Biobanks for Medical Resedre
Amendments to the Bioethics Commissi
Report of May 2007 (2011):
http://www.bka.gv.at/DocView.axd?Cobld=42
719

Genetic Research

1. Ministry of Health (German):
http://www.bmg.gv.at

2. Bioethics Commission:
http://www.bundeskanzleramt.at/site/35

Gene Technology Ac2006)

(German):

http://www.ris.bka.gv.at/GeltendeH
Fssung.wxe?Abfrage=Bundesnormd

[default.aspx

&Gesetzesnummer=10010826&SH
wPrintPreview=True

<)

en

Embryos, Stem
Cells, and Cloning

1. Ministry of Health (German):
http://www.bmg.gv.at

2. Bioethics Commission:
http://www.bundeskanzleramt.at/site/35

Reproductive Medicine Act

(2010) (German):

http://www.ris.bka.gv.at/GeltendeH
F'ssung.wxe?Abfrage=Bundesnormé

[default.aspx

&Gesetzesnummer=10003046&SH

en

wPrintPreview=True

Bioethics Commission:
Research on Human Embryonic Stem
Cells (2009) (German):
http://www.bundeskanzleramt.at/DocView.axd
?Cobld=34240

Belarus

For an overview of human subject protens in Belarus, see OEthical Review of Biomedical Research in the CIS Countries,O Chapter 3, Section 3:

http://www.unesco.org/new/filmin/MULTIMEDIA/FIELD/Moscow/pdf/ethical review cis book kubar_english.pdf

General

1. Ministry of Health(MOH):
http://minzdrav.by/en/
2. National Bioethics Committee

1. Constitution of the Republic
of Belarus, Aticle 25 (2004)
(Russian)
http://www.pravo.by/WEBNPA/text

MOH:

1. Decree NolNo. 55 on Ethics
Committeeg2008)(Russian):
http://www.levonevski.net/pravo/nor

MOH:

1. Code of Medical Ethics (1999)
(Russian)
http://www.levonevski.net/pravo/norm2009/nu

.asp?RN=v19402875

m2009/num05/d05639.html

m37/d37726.html
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2. Law on Health Care System
Articles 40, 46 (2010jRussian)
http://pravo.by/webnpa/text.asp?R
=v19302435

2. Odinance No. 274 on
Establishing the National
NBioethics Committee (2006)

2. Guidelinedor Ethics Committeesn
Standard QerationalProceedings (No.
55-0004, 2000)Russian)
http://www.levonevski.net/pravo/norm2009/n
m35/d35896/index.html

3. Methodological Guidelines of Health
Ministry (2000)

Drugs and Devices

Drugs

1. Ministry of Health(MOH):
http://minzdrav.by/en/

2. State Pharmacological Committeg
3. Centre for Expertise and Testing
Health Gire(Russian)

http://rceth.by/

1. Law on Health Care System
Article 40 (2010)Russian)
2 http://pravo.by/webnpa/text.asp?R
rev19302435
2. Lawon Drugs Articles 15,5
(2009)(Russian)
http://pravo.by/webnpa/text.asp?R
=h10600161

MOH:

1. Decree No. 55 on Ethics
NCommittees (2008)Russian):
http://www.levonevski.net/pravo/nor
m2009/num05/d05639.html

2. Ordinance No. 254 on Clinical
NDrug Trials and Good Clinical
Practice (1999jRussian)
http://www.levoneski.net/pravo/nor
m2009/num36/d36922/index.html
3. Decree No. 50 ocertain
aspects of Clinical Drug Trials
(2009)(Russian)

rikazmz/N50_2009. Imtl

4. Ordinance Nol61on
Accreditation of Health Care
Institutions and Attestation of
Specialists Involved in
Conducting Clinical Trials of
Drugs and Mdical devices
(1999)(Russian)
http://www.levonevski.net/pravo/nor
m2009/num37/d37336.html

http://86.57.250.247/data/pravol/ipb ||

MOH:

Instructionon Accreditation of Health
Care Institutions and Attestation of
Specialistsvolved in Conducting
Clinical Trials of Drugs and Medical
Devices (No. 59504, 2004)Russian)

http://www.levonevski.net/pravo/norm2009/n|
m24/d24926.html

Devices

1. Ministry of Health(MOH):
http://minzdrav.by/en/
2. Centre forExpertise and Testing in
Health Gare(Russian)
http://rceth.by/

Law on Health Care System,
Article 40 (2010)Russian)
http://pravo.by/webnpa/text.asp?R
=v1930235

MOH:
1. Decree No. 216 orertain
Naspects of Clinical Trials of
Medical Devices (2008)
(Russian)
http://86.57.250.247/data/pravol/ipb |
rikazmz/N216 2008.htm
2. Ordinance Nol61 on
Accreditation of Health Care
Institutions and Attestation of
Specialists Involved in

MOH:
Instructionon Accreditation of Health
Care Institutions and Attestation of
Specialistsmvolved in Conducting
Clinical Trials of Drugs and Medical
ipDevices (No. 58504, 2004)Russian):
http://www.levonevski.net/pravo/norm2009/n
m24/d24926.html

Conducting Clinical Trials of
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http://pravo.by/webnpa/text.asp?RN=v19302435
http://pravo.by/webnpa/text.asp?RN=v19302435
http://pravo.by/webnpa/text.asp?RN=h10600161
http://pravo.by/webnpa/text.asp?RN=h10600161
http://www.levonevski.net/pravo/norm2009/num05/d05639.html
http://www.levonevski.net/pravo/norm2009/num05/d05639.html
http://www.levonevski.net/pravo/norm2009/num36/d36922/index.html
http://www.levonevski.net/pravo/norm2009/num36/d36922/index.html
http://86.57.250.247/data/pravo/ipb_prikazmz/N50_2009.html
http://86.57.250.247/data/pravo/ipb_prikazmz/N50_2009.html
http://www.levonevski.net/pravo/norm2009/num37/d37336.html
http://www.levonevski.net/pravo/norm2009/num37/d37336.html
http://www.levonevski.net/pravo/norm2009/num24/d24926.html
http://www.levonevski.net/pravo/norm2009/num24/d24926.html
http://minzdrav.by/en/
http://rceth.by/
http://pravo.by/webnpa/text.asp?RN=v19302435
http://pravo.by/webnpa/text.asp?RN=v19302435
http://86.57.250.247/data/pravo/ipb_prikazmz/N216_2008.htm
http://86.57.250.247/data/pravo/ipb_prikazmz/N216_2008.htm
http://www.levonevski.net/pravo/norm2009/num24/d24926.html
http://www.levonevski.net/pravo/norm2009/num24/d24926.html

Country Key Organizations Legislation Regulations Guidelines
Drugs and Mdical devices
(1999)(Russian)
http://www.levorevski.net/pravo/nor
m2009/num37/d37336.html

Privacy/Data 1. Ministry of Health 1. Constitution of the Republic

Protection http://minzdrav.by/en/ of Belarus, Article28 (2004)

2. National Bioethics Comrttee

(Russian)
http://www.pravo.by/WEBNPA/text
.asp?RN=v19402875

2.Law on Health Care System,
Article 46(2010)(Russian)
http://pravo.by/webnpa/text.asp?R
=v19302435

N

Human Biological

1. Ministry of Health(MOH):

Law on Health Care System,

MOH:

Materials http://minzdrav.by/en/ Articles 40 and 462010) OrdinanceNo. 111 on Further
2. National Bioethics Committee (Russian) Development oNational
3. National Pathology Service http:/pravo.by/webnpa/text.asp?RNPathology Service (1993)
4. State Service of Forensic Medicine=v19302435 (Russian)
(SSFM) http://86.57.250.247/data/pravolipb |p
rikaznew/N111 1993(1994).doc
SSFM
Ordinance No. 3& on Rules for
Conducting Morphological
Examinations (1999)
Belgium
General Belgium Advisory Committee on Law Relating to BACB (French):

Bioethics(BACB):

http://www.helth.belgium.be/eportal/He
Ithcare/Consultativebodies/Commitees/H
oethics/?fodnlang=en

Experimentation on Humans

1 (2004):

Bihttp://www.erasme.ulb.ac.be/page
sp?id=113658angue=EN

http://www.health.belgium.be/eportal/Healthg

re/Consultativebodies/Commitees/Bioethics/

inions/index.htm

1. Opinion No. 13: Regarding
Experimentation on Man (2001)

2. Opinion No. 31: Regarding
Experimentation Involving Pregnant and

Breastfeeding Women (2004)
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http://www.levonevski.net/pravo/norm2009/num37/d37336.html
http://www.levonevski.net/pravo/norm2009/num37/d37336.html
http://minzdrav.by/en/
http://www.pravo.by/WEBNPA/text.asp?RN=v19402875
http://www.pravo.by/WEBNPA/text.asp?RN=v19402875
http://pravo.by/webnpa/text.asp?RN=v19302435
http://pravo.by/webnpa/text.asp?RN=v19302435
http://minzdrav.by/en/
http://pravo.by/webnpa/text.asp?RN=v19302435
http://pravo.by/webnpa/text.asp?RN=v19302435
http://86.57.250.247/data/pravo/ipb_prikaznew/N111_1993(1994).doc
http://86.57.250.247/data/pravo/ipb_prikaznew/N111_1993(1994).doc
http://www.health.belgium.be/eportal/Healthcare/Consultativebodies/Commitees/Bioethics/?fodnlang=en
http://www.health.belgium.be/eportal/Healthcare/Consultativebodies/Commitees/Bioethics/?fodnlang=en
http://www.health.belgium.be/eportal/Healthcare/Consultativebodies/Commitees/Bioethics/?fodnlang=en
http://www.erasme.ulb.ac.be/page.asp?id=11365&langue=EN
http://www.erasme.ulb.ac.be/page.asp?id=11365&langue=EN
http://www.health.belgium.be/eportal/Healthcare/Consultativebodies/Commitees/Bioethics/Opinions/index.htm
http://www.health.belgium.be/eportal/Healthcare/Consultativebodies/Commitees/Bioethics/Opinions/index.htm
http://www.health.belgium.be/eportal/Healthcare/Consultativebodies/Commitees/Bioethics/Opinions/index.htm

Country

Key Organizations
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Regulations
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Drugs and Devices

Medicines Directorat&eneral
(French:

https://portal.health.fgov.be/portal/page?

pageid=56,512460& dad=portal& sche

a=PORTAL

m

1. Royal Decree of September 2
1994,

2. Royal Decree of June 30, 2004
Determining the Implementatio
Measures of the Law

3. Royal Decree of June 30, 2004
Modifying the Royal Decree of
June 6, 1960

4. Royal Decree of July 15, 2004
Determining Payments for Ethica
Opinions or Authorization for the
Conduct of a Clinical Trial or
Experiment.

5. Applicationof the Law of May
7, 2004 Relating to Experiments
on Human Volunteers who
Participate in Phase | Trials
(2004)

6. Explanations Concerning the
Submission of a Request for an
Ethical Opinion or Authorization
for the Conduct of a Clinical Tria
(2004)

Reseech Injury

Law Relating to
Experimentation on Humans,
Chapter XVII (Responsibility
andInsurance) Article 29
(2004)

Privacy/Data
Protection

Commission for the Protection of
Privacy (French and Flemish):
http://www.privacy.fgov.be/

Law of December 8, 1992 on
Privacy Protection in Relation t
the Processing of Personal Dat
as Modified by the Law of
December 11, 1998
Implementiry Directive
95/46/EC
http://www.law.kuleuven.ac.beficri
tl/12privacylaw.php

0 Implementing the Law of
aDecember 8, 1999

Decree of February 13, 2001

Human Biological
Materials

1. Conseil SupZrieur de la SantZ/Ho
Gezondheidsraad (CSS) (French an

Dutch):
http://www.health.fgov.be/CSS_HGR
2. Federal Public Service:
www.health.fgov.be

1. Royal Decree (1987)
dRegarding the Expression of
Consent for the Removal of
Organs and Tissues on Living

Donors
2. Royal Decree (1997)
Regarding the Removal and

Css:

Common Quality Standards for All
Tissues and Cells of Human Origin
Intended for Human Application (2007)
(French):
https://portal.health.fgov.be/pls/portal/docs/P|
GE/INTERNET_R5/HOMEPAGE_MENU/A
BOUTUS1 MENU/INSTITUTIONSAPPARE
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https://portal.health.fgov.be/portal/page?_pageid=56,512460&_dad=portal&_schema=PORTAL
https://portal.health.fgov.be/portal/page?_pageid=56,512460&_dad=portal&_schema=PORTAL
https://portal.health.fgov.be/portal/page?_pageid=56,512460&_dad=portal&_schema=PORTAL
http://www.privacy.fgov.be/
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.law.kuleuven.ac.be/icri/itl/12privacylaw.php
http://www.health.fgov.be/CSS_HGR
http://www.health.fgov.be/
https://portal.health.fgov.be/pls/portal/docs/PAGE/INTERNET_PG/HOMEPAGE_MENU/ABOUTUS1_MENU/INSTITUTIONSAPPARENTEES1_MENU/HOGEGEZONDHEIDSRAAD1_MENU/ADVIEZENENAANBEVELINGEN1_MENU/ADVIEZENENAANBEVELINGEN1_DOCS/7691_SQ_COMMUNS_2007_FR.PDF
https://portal.health.fgov.be/pls/portal/docs/PAGE/INTERNET_PG/HOMEPAGE_MENU/ABOUTUS1_MENU/INSTITUTIONSAPPARENTEES1_MENU/HOGEGEZONDHEIDSRAAD1_MENU/ADVIEZENENAANBEVELINGEN1_MENU/ADVIEZENENAANBEVELINGEN1_DOCS/7691_SQ_COMMUNS_2007_FR.PDF
https://portal.health.fgov.be/pls/portal/docs/PAGE/INTERNET_PG/HOMEPAGE_MENU/ABOUTUS1_MENU/INSTITUTIONSAPPARENTEES1_MENU/HOGEGEZONDHEIDSRAAD1_MENU/ADVIEZENENAANBEVELINGEN1_MENU/ADVIEZENENAANBEVELINGEN1_DOCS/7691_SQ_COMMUNS_2007_FR.PDF

Country

Key Organizations

Legislation

Regulations

Guidelines

Allocation of Organs of Human
Origin

3. Act on the Removal and
Transplantation of Organs
(2006)(French):
http://www.staatsbladclip.be/lois/2
06/08/28/1012006022815.html

4. 2007 Amendment (French):
http://www.staatsbladclip.be/lois/2
07/04/13/102007022504.html

NTEES1_MENU/HOGEGEZONDHEIDSRA
AD1_MENU/ADVIEZENENAANBEVELIN

GEN1_MENU/ADVIEZENENAANBEVELIN
GEN1_DOCS/7691_SQ COMMUNS 2007 |
R.PDF

Embryos, Stem
Cells, and Cloning

1. Federal Public Service:
www.health.fgov.be

2. Federal Commission for Medical
and Scientific Research on Embryos
in Vitro:

1. Royal Decree Fixing the
Criteria for the Program
Applicable to the Care Progran
OReproductive Medicine®
(15/02/1999)

httD://heaIth.belqium.be/eportal/HeaIthc&rz. Act on Research on Embryo

e/Consultativebodies/Commissions/Em
yoinvitro/19076630?ie2Term=researché&
e2section=83

fin Vitro (2003):

' http://www.eshre.com/ESHRE/End
ish/LegatMattersand
Guidelines/Legal
documenttion/Belgium/page.aspx/
164
3. Law on Medically Assisted
Reproduction and the
Destination of Supernumerary
Embryos and Gametes (2007)
(French):
http://www.staatsbladclip.bleis/20
07/07/17/10i2007023090.html

Uy

Bosnia and Herzegovina

General

1. Convention on Human Right
and Biomedicine (Convention @
Oviedo), Articles 1518, ETS
No. 164 g007):

2. Additional Protocol
Concerning Biomedical
Research, CETS No. 198007

—h

Drugs and Devices

Federation of Bosnia and
Herzegovina:

1. Ministry of Health:
http://www.fmoh.gov.ba/

2. Medicines and Medical Devices
Agency of Bosnia and Herzegovina
http://www.almbih.gov.ba/

1. Law on Drugs No. 51/01
http://www.almbih.gov.ba/_doc/reg
ulative/fbih/Zakon_o_lijekovima
sluzbene novine BiH_broj 51
01.pdf

2. Law onChanges and
Amendments ofhe Law on

DrugsNo. 29/05

1. Regulation about Clinical
testing of IMP and Medical
Devices (201Q)
http://www.almbih.gov.ba/_doc/regu
ative/pravilnik_klnicka bos.pdf

2. Regulation about ktical
Devices(2010):
http://www.almbih.gov.ba/_doc/regu
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http://www.staatsbladclip.be/lois/2006/08/28/loi-2006022815.html
http://www.staatsbladclip.be/lois/2006/08/28/loi-2006022815.html
http://www.staatsbladclip.be/lois/2007/04/13/loi-2007022504.html
http://www.staatsbladclip.be/lois/2007/04/13/loi-2007022504.html
http://www.health.fgov.be/
http://health.belgium.be/eportal/Healthcare/Consultativebodies/Commissions/Embryoinvitro/19076630?ie2Term=research&ie2section=83
http://health.belgium.be/eportal/Healthcare/Consultativebodies/Commissions/Embryoinvitro/19076630?ie2Term=research&ie2section=83
http://health.belgium.be/eportal/Healthcare/Consultativebodies/Commissions/Embryoinvitro/19076630?ie2Term=research&ie2section=83
http://health.belgium.be/eportal/Healthcare/Consultativebodies/Commissions/Embryoinvitro/19076630?ie2Term=research&ie2section=83
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Belgium/page.aspx/164
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Belgium/page.aspx/164
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Belgium/page.aspx/164
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Belgium/page.aspx/164
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Belgium/page.aspx/164
http://www.staatsbladclip.be/lois/2007/07/17/loi-2007023090.html
http://www.staatsbladclip.be/lois/2007/07/17/loi-2007023090.html
http://www.fmoh.gov.ba/
http://www.almbih.gov.ba/
http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_51-01.pdf
http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_51-01.pdf
http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_51-01.pdf
http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_51-01.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_klinicka_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_klinicka_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_ms_bos.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

http://www.almbih.gov.ba/_doc/reg

ative/pravilnik_ms_bos.pdf

ulative/fbih/Zakon_o ilekovima
sluzbene novine FBiH broj 29

05.pdf

3. Standards of GCP in
Conducting CTsZ012:
http://www.almbih.gov.ba/_doc/regu
ative/Smijernice_dobre_Kklinicke pral
sebo.pdf

Republic of Srpska:

1. Ministry of Health and Social
Welfare(Bosnian):
http://www.vladars.net/sBP>
Cyrl/VIada/Ministarstva/MZSZ/OMin/Pa

ges/Splash.aspx

2. Medicines and Medical Devices
Agency of Bosnia and Herzegovina
http://www.almbih.gov.ba/

1. Law on DrugsNo. 19/01
http://www.almbih.gov.ba/_doc/red
ulative/rs/Zakon_o_lekovima.pdf
2.Law on Changes and
Amendments oEaw on Drugs
No. 34/08
http://www.almbih.gov.ba/_doc/red
ulative/rs/ID_Zakona_o_lijekovima
34 08.pdf

1. Regulation about Clinical
testing of IMP and Medical
Devices (2010):
http://www.almbih.gov.ba/_doc/regu
ative/pravilnik_Kklinicka bos.pdf

2. Regulation about Medical
Devices (2010):
http://www.almbih.gov.ba/ doc/regu
ative/pravilnik_ms_bos.pdf

3. Standards of GCP in
Conducting CTs (2012):
http://www.almbih.gov.b/ doc/requl
ative/Smijernice_dobre Kklinicke pral
sebo.pdf

Research Injury

Federation of Bosnia and
Herzegovina:

Medicines and Medical Devices
Agency of Bosnia and Herzegovina:
http://www.al.rs.ba

Medicinal Productsrad
Medicinal Devices Act, Article
116:
http://www.almbih.gov.ba/_doc/red

Regulation about Clinical Testing
of IMP and Medical Bvices,
4/10:

http://www.almbih.gov.ba/ doc/regu

ulative/zakon_o_lijekovima_bih_bd

ative/pravilnik_Kklinicka bos.pdf

s.pdf

Republic of Srpska:

Ministry of Health and Social
Welfare(Bosnian):
http://www.vladars.net/sE P
Cyrl/VIada/Ministarstva/MZSZ/OMin/Pa
ges/

Law on Health Isurance of the
Republic of Srpska, Official

Gazette Republic of Srpska No|

51/01, 70/01, 51/03, 103, 1/09

Privacy/Data
Protection

Personal Data Protection Agenafy
Bosnia and Herzegovina
http://www.azlp.gov.ba/Default.aspx?lar

Tag=en
US&template id=147&paelndex=1

1.Law on the Protection of
Personal Data in Bosnia and
gHerzegovina (2001):
http://www.azlp.gov.ba/images/Prd
pisiBOS/Zakon o %20zastiti_licn
h_podataka u_ BiH BOS.pdf
2. Law about Anendments o
Law on the Protection of
Personal @ta inBosnia and
Herzegovina, Official Gzette of
Bosnia and Herzegovindo.
76/11:
http://www.ap.gov.ba/index.php?t

ype=1&a=pages&id=2
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http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_29-05.pdf
http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_29-05.pdf
http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_29-05.pdf
http://www.almbih.gov.ba/_doc/regulative/fbih/Zakon_o_lijekovima-sluzbene_novine_FBiH_broj_29-05.pdf
http://www.almbih.gov.ba/_doc/regulative/Smjernice_dobre_klinicke_prakse-bo.pdf
http://www.almbih.gov.ba/_doc/regulative/Smjernice_dobre_klinicke_prakse-bo.pdf
http://www.almbih.gov.ba/_doc/regulative/Smjernice_dobre_klinicke_prakse-bo.pdf
http://www.vladars.net/sr-SP-Cyrl/Vlada/Ministarstva/MZSZ/OMin/Pages/Splash.aspx
http://www.vladars.net/sr-SP-Cyrl/Vlada/Ministarstva/MZSZ/OMin/Pages/Splash.aspx
http://www.vladars.net/sr-SP-Cyrl/Vlada/Ministarstva/MZSZ/OMin/Pages/Splash.aspx
http://www.almbih.gov.ba/
http://www.almbih.gov.ba/_doc/regulative/rs/Zakon_o_lekovima.pdf
http://www.almbih.gov.ba/_doc/regulative/rs/Zakon_o_lekovima.pdf
http://www.almbih.gov.ba/_doc/regulative/rs/ID_Zakona_o_lijekovima_34_08.pdf
http://www.almbih.gov.ba/_doc/regulative/rs/ID_Zakona_o_lijekovima_34_08.pdf
http://www.almbih.gov.ba/_doc/regulative/rs/ID_Zakona_o_lijekovima_34_08.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_klinicka_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_klinicka_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_ms_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_ms_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/Smjernice_dobre_klinicke_prakse-bo.pdf
http://www.almbih.gov.ba/_doc/regulative/Smjernice_dobre_klinicke_prakse-bo.pdf
http://www.almbih.gov.ba/_doc/regulative/Smjernice_dobre_klinicke_prakse-bo.pdf
http://www.al.rs.ba/
http://www.almbih.gov.ba/_doc/regulative/zakon_o_lijekovima_bih_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/zakon_o_lijekovima_bih_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/zakon_o_lijekovima_bih_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_klinicka_bos.pdf
http://www.almbih.gov.ba/_doc/regulative/pravilnik_klinicka_bos.pdf
http://www.vladars.net/sr-SP-Cyrl/Vlada/Ministarstva/MZSZ/OMin/Pages/
http://www.vladars.net/sr-SP-Cyrl/Vlada/Ministarstva/MZSZ/OMin/Pages/
http://www.vladars.net/sr-SP-Cyrl/Vlada/Ministarstva/MZSZ/OMin/Pages/
http://www.azlp.gov.ba/Default.aspx?langTag=en-US&template_id=147&pageIndex=1
http://www.azlp.gov.ba/Default.aspx?langTag=en-US&template_id=147&pageIndex=1
http://www.azlp.gov.ba/Default.aspx?langTag=en-US&template_id=147&pageIndex=1
http://www.azlp.gov.ba/images/PropisiBOS/Zakon_o_%20zastiti_licnih_podataka_u_BiH_BOS.pdf
http://www.azlp.gov.ba/images/PropisiBOS/Zakon_o_%20zastiti_licnih_podataka_u_BiH_BOS.pdf
http://www.azlp.gov.ba/images/PropisiBOS/Zakon_o_%20zastiti_licnih_podataka_u_BiH_BOS.pdf
http://www.azlp.gov.ba/index.php?type=1&a=pages&id=2
http://www.azlp.gov.ba/index.php?type=1&a=pages&id=2

Country

Key Organizations

Legislation

Regulations

Guidelines

Embryos, Stemélls
and doning

1. Law on Blood and Blood
Products Official Gazette of
Bosnia and Herzegovindo.
09/10Q
http://www.fbihvlada.gov.ba/bosan
ki/zakoni/2010/zakoni/8bos.htm
2.Law on Transplantation of
Organs and Tissug®fficial
Gazette of Bosnia and
HerzegovinaNo. 75/09
http://www.fmoh.gov.ba/index.php
zakonti-strategije/zakoni/zakeo-
transplantacijorganai-tkiva-u-
svrhulijecenja

I

Bulgaria

General

Ministry of Healthcare (Bulgarian):

http://www.mh.government.bg/

1. Constitution of the Republic
of Bulgaria, Article 292007

2. Oviedo Convention on
Human Rights and Biomedicing
(2001

3. Law Ratifying the Additional
Protocol on Biomedical
Research (208)

4. Healthcare Act, Articles 19
and 206 (2012)

5. Law on Medicinal Products if
Human Medicine (203)

Drugs and Devices

Drugs
1. Ministry of Healthcare (MOH) Law for Medicinal Products in | MOH:
(Bulgarian): Human MedicineChapter 4 Regulation No. 31 on the Rules

http://www.mh.government.bg/

2. Bulgarian Drug Agency (BDA)
(Bulgarian} http://www.bda.bg/

(2013)

for GCP (202

Devices

Bulgarian Drug Agency (BDA)
(Bulgarian):http://www.bda.bg/

Various:
http://www.bda.bg/index.php?option=com ¢
tent&view=category&layout=blog&id=60&Ite

mid=117&lang=en

Research Injury

Bulgarian Drug Agency (BDA)
(Bulgarian):http://www.bda.bg/

Law on Medicinal Products in
Human Medicine,

Chapterd, Articles91 and 92
(2013):
http://www.bda.bg/images/stories/

Regulation 31 from 12 August
2007 for Determining the
Principles of Good Clinical
Practice, Section 5&012)
http://www.bda.bg/images/stories/d(
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http://www.fbihvlada.gov.ba/bosanski/zakoni/2010/zakoni/8bos.htm
http://www.fbihvlada.gov.ba/bosanski/zakoni/2010/zakoni/8bos.htm
http://www.fmoh.gov.ba/index.php/zakoni-i-strategije/zakoni/zakon-o-transplantaciji-organa-i-tkiva-u-svrhu-lijecenja
http://www.fmoh.gov.ba/index.php/zakoni-i-strategije/zakoni/zakon-o-transplantaciji-organa-i-tkiva-u-svrhu-lijecenja
http://www.fmoh.gov.ba/index.php/zakoni-i-strategije/zakoni/zakon-o-transplantaciji-organa-i-tkiva-u-svrhu-lijecenja
http://www.fmoh.gov.ba/index.php/zakoni-i-strategije/zakoni/zakon-o-transplantaciji-organa-i-tkiva-u-svrhu-lijecenja
http://www.mh.government.bg/
http://www.mh.government.bg/
http://www.bda.bg/
http://www.bda.bg/
http://www.bda.bg/index.php?option=com_content&view=category&layout=blog&id=60&Itemid=117&lang=en
http://www.bda.bg/index.php?option=com_content&view=category&layout=blog&id=60&Itemid=117&lang=en
http://www.bda.bg/index.php?option=com_content&view=category&layout=blog&id=60&Itemid=117&lang=en
http://www.bda.bg/
http://www.bda.bg/images/stories/documents/regulations/zakoni/ZLPHM.pdf
http://www.bda.bg/images/stories/documents/regulations/naredbi/naredba31.pdf

Country Key Organizations Legislation Regulations Guidelines
ocuments/regulations/zakoni/ZLPH uments/regulations/naredbi/naredbg
M.pdf 1.pdf

Privacy/Data 1. Bulgarian Commission for Personal Data Protection Act

Protection Personal Dataretecton: (2006):

http://www.ceecprivacy.org/main.php?s3

= http:/Avww.ceecprivacy.org/pdf/law

2&k=bulgaria
2. Ombudsmanyww.ombudsman.bg

Human Biological
Materials:

bulgaria.pdf

1. Execuive Agency for
Transplantation (Bulgarian):
http://bgtransplant.bg/

2. Council of MinistersEthics
Committee for Transplantation

Law on Transplantation of
Organs, Tissugand Cells
(2012):
https://www.cpdp.bg/?p=element&
id=373

RegulationNo. 13 of 04 April
2007 for the Terms and
Conditions of Informing

aBulgarian Citizens on the
Activities regarding the
Transplantation of Organs,
Tissues and €@lls

Embryos, Stem
Cells, and Cloning

Ministry of Healthcare (Bulgarian):
http://www.mh.government.bg/

Law Ratifying the Convention
for HumanRights (2007)
2.SG No. 13/8,

Article 134 (2008)

Croatia

Note: All websites and standards are in Croatian.

General

1. Patient Protection Act,rficle
20: http://narodne
novine.nn.hfclanci/sluzbeni/313593
-html

2. Oviedo Convention on
Human Rights and Biomedicing
(2003)

Convention on Human Rights and
Biomedicine (Convention of Oviedo),
Articles 1518, ETS No. 164 (1997):

http://conventions.coe.int/Treaty/Commun/Q

VoulezVous.asp?NT=164&CM=7&DF=9/15/

008&CL=ENG

"%

Drugs and Devices

Drugs

1. Ministry of Health and Social
Welfare (MZSS):
http:/Mmww.mspm.hr/

2. Agency for Medicinal Products an
Medical Devices:
http://www.almp.hr/#

Medicinal Product Act (2013)

http://narodne
novine.nn.hr/clanci/sluzbeni/2013 |

B_76_1522.html

MZSS:

1. Ordinance on Clinical Trials
O0and Good Clinical Ractice

(2007} http://narodne

novine.nn.hr/clanci/sluzbeni/20101

14 347.html
2. Rule Book on Amendments tg
Ordinance on CTs and GCP:

http://narodne
novine.nn.hr/clanci/sluzbeni/2010 1

127 _3314.html

Devices

1. Ministry of Healthand Social
Welfare (MZSS)http://www.mzss.hr/

Medical Devices Act (203):
http://narodne

2. Agency for Medicinal Products an
Medical Devices:

dnovine.nn.hr/clanci/sluzbeni/2013 |
6 76 1521.html

http://www.almp.hr/#

o
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http://www.ceecprivacy.org/main.php?s=2&k=bulgaria
http://www.ceecprivacy.org/main.php?s=2&k=bulgaria
http://www.ombudsman.bg/
http://www.ceecprivacy.org/pdf/law_bulgaria.pdf
http://www.ceecprivacy.org/pdf/law_bulgaria.pdf
http://bgtransplant.bg/
https://www.cpdp.bg/?p=element&aid=373
https://www.cpdp.bg/?p=element&aid=373
http://www.mh.government.bg/
http://narodne-novine.nn.hr/clanci/sluzbeni/313593.html
http://narodne-novine.nn.hr/clanci/sluzbeni/313593.html
http://narodne-novine.nn.hr/clanci/sluzbeni/313593.html
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=164&CM=7&DF=9/15/2008&CL=ENG
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=164&CM=7&DF=9/15/2008&CL=ENG
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=164&CM=7&DF=9/15/2008&CL=ENG
http://www.mspm.hr/
http://www.almp.hr/
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1522.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1522.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1522.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_01_14_347.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_01_14_347.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_01_14_347.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_11_127_3314.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_11_127_3314.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_11_127_3314.html
http://www.mzss.hr/
http://www.almp.hr/
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1521.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1521.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1521.html

Country

Key Organizations

Legislation

Regulations

Guidelines

Research Injury

1. Agency for Medicinal Products an

Medical Devices of Croatia
http://www.almp.hr/

2. Ministry of Health:
http://www.zdravlje.hr/

1. Law on Madatory Health
Insurance (2013)

http://www.hzze
net.hr/dload/zakoni/2013 06 8@ 1
66.pdf

2. Medicinal Product Act
(2013): http://narodne
novine.nn.hr/clanci/sluzbeni/2013 |
6_76_1522.html

o

Rulesabout Clinical Trials and
Good Clinical FPactice Articles
12 and 132013)

http://narodne
novine.nn.hr/clanci/sluzbeni/2010 0

14_347.html

Privacy/Data
Protection

Croatian Personal &a Protection
Agency http://www.azop.hr/

1. Personal Data Protection Acf
(2012):
http://www.legal500.com/c/croatia/
developments/4908

http://narodne
novine.nn.hr/clanci/sluzbeni/2012 |

9 106 _2300.html

2. Law about the Right to Access
Personal Information (2013):
http://narodne
novine.nn.hriélanci/sluzbeni/2013_(
2 25 403.html

o

Embryos, Stem
Cells, and Cloning

Ministry of Health:
http://www.zdravlje.hr/

1. Additional Protocolo the
Convention for the Protection o
Human Rights and Dignity of
the Human Being with regard t
the Application of Biology and
Medicine, on the Prohibition of
Cloning Human Being&003)

2. Law abouBlood and Blood
Products from 2006:

http://narodne
novine.nn.hr/clanci/sluzbeni/2006 |

7_79 1916.html

3. Additional Protocol
Concerning Transplantation of
Organs and Tissues of Human
Origin (2007)

4. Medical Fertilization Act:
(2012):http:/iwww.hzze
net.hr/dload/zakoni/20_01.pdf

5. Rule Book on Amendments
Law about Blood and Blood
Products (2011 http://narodne
novine.nn.hr/clanci/sluzbeni/2011 |
1 124 2476.html

=)

4

o

[

6. Law on the Implementation ¢

=+
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http://www.almp.hr/
http://www.zdravlje.hr/
http://www.hzzo-net.hr/dload/zakoni/2013_06_80_1666.pdf
http://www.hzzo-net.hr/dload/zakoni/2013_06_80_1666.pdf
http://www.hzzo-net.hr/dload/zakoni/2013_06_80_1666.pdf
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1522.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1522.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_06_76_1522.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_01_14_347.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_01_14_347.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2010_01_14_347.html
http://www.azop.hr/
http://www.legal500.com/c/croatia/developments/4908
http://www.legal500.com/c/croatia/developments/4908
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_09_106_2300.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_09_106_2300.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_09_106_2300.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_02_25_403.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_02_25_403.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2013_02_25_403.html
http://www.zdravlje.hr/
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://narodne-novine.nn.hr/clanci/sluzbeni/2006_07_79_1916.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2006_07_79_1916.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2006_07_79_1916.html
http://www.hzzo-net.hr/dload/zakoni/20_01.pdf
http://www.hzzo-net.hr/dload/zakoni/20_01.pdf
http://narodne-novine.nn.hr/clanci/sluzbeni/2011_11_124_2476.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2011_11_124_2476.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2011_11_124_2476.html

Country Key Organizations Legislation Regulations Guidelines
Human Tissues and Cells
(2012):http://www.hzze
net.hr/dload/zakoni/21.pdf

Cyprus

General 1. The Safeguardingnd

Protection of PatientsO Rights
Law (2004):
http://www.bioethics.gov.cy/Law/c
bc/cnbe.nsf/All/6960B7A5AA76C4
A3C22571C9002B99F0?0OpenDoq
ment

2.Law No. 31 (111)/2001
Oviedo Conventiomn Human
Rights and Biomedicine

Drugs and Devices

1. Ministry of Health, Pharmaceutica
Services
http://www.moh.gov.cy/moh/moh.nsf/ph

rm_en/pharm_en?0OpenDocument

2. Ministry of Health, National
Bioethics Committee:
http://www.moh.gov.cy

Law for Good Clinical Practice
(2004)

Research Injury

Ministry of Health, Pharmaceutical
Services:
http://www.moh.gov.cy/moh/moh.ns
/[pharm_en/pharm_en?OpenDocum

Legislation Concerning
Medicinal Products of Human
f Use (Good Clinical Practice)
eMNo. 452/2004 Regulation No.
11 (8)

Privacy/Data
Protection

Commissioner's Office for the
Protection of Personal Data

http://www.dataprtection.gov.cy/datapro
ection/dataprotection.nsf/index_en/inde

en?opendocument

1. Processing of Personal Data
(Protection of Individuals) Law
t of 2001:

_http://www.dataprotection.gov.cy/d
ataprotection/dataprotection.nsf/69
€70c0046f7759c2256e8c004a0a4

/$FILE/138(1)}>2001 en.pdf
2. Amended in 2003:

http://www.dataprotection.gov.cy/d
ataprotection/dataprotection.nsf/69
€70c0046f7759cBbe8c004a0a49/
8e24ef90a27f34fc2256eb4002854
[$FILE/37(1}2003_en.pdf

7
D/f

8e24ef90a27f34fc2256eb4002854e7

Embryos, Stem
Cells, and Cloning

Additional Protocol to the
Convention for the Protection o
Human Rightsand Dignity of

the Human Being with regard t
the Application of Biology and
Medicine, on the Prohibition of

=)

O
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http://www.hzzo-net.hr/dload/zakoni/21.pdf
http://www.hzzo-net.hr/dload/zakoni/21.pdf
http://www.bioethics.gov.cy/Law/cnbc/cnbc.nsf/All/6960B7A5AA76C4A3C22571C9002B99F0?OpenDocument
http://www.bioethics.gov.cy/Law/cnbc/cnbc.nsf/All/6960B7A5AA76C4A3C22571C9002B99F0?OpenDocument
http://www.bioethics.gov.cy/Law/cnbc/cnbc.nsf/All/6960B7A5AA76C4A3C22571C9002B99F0?OpenDocument
http://www.bioethics.gov.cy/Law/cnbc/cnbc.nsf/All/6960B7A5AA76C4A3C22571C9002B99F0?OpenDocument
http://www.moh.gov.cy/moh/moh.nsf/pharm_en/pharm_en?OpenDocument
http://www.moh.gov.cy/moh/moh.nsf/pharm_en/pharm_en?OpenDocument
http://www.moh.gov.cy/
http://www.moh.gov.cy/moh/moh.nsf/pharm_en/pharm_en?OpenDocument
http://www.moh.gov.cy/moh/moh.nsf/pharm_en/pharm_en?OpenDocument
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/index_en/index_en?opendocument
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/index_en/index_en?opendocument
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/index_en/index_en?opendocument
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/138(I)-2001_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/138(I)-2001_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/138(I)-2001_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/138(I)-2001_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/138(I)-2001_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/37(I)-2003_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/37(I)-2003_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/37(I)-2003_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/37(I)-2003_en.pdf
http://www.dataprotection.gov.cy/dataprotection/dataprotection.nsf/697e70c0046f7759c2256e8c004a0a49/f8e24ef90a27f34fc2256eb4002854e7/$FILE/37(I)-2003_en.pdf
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm

Country

Key Organizations

Legislation

Regulations

Guidelines

| Cloning Human Being&002) |

Czech Republic

General

Ministry of Health, Central Ethics
Committee (Czech):
http://www.mzcr.cz

1. Oviedo Convention on
Human Rights and Biomedicing
(2001)

2. Act No. 130/2002 Cokction
on Research anBevelopment
Supportas Amended

3. Act No. 372/2011 on
Healthcare Services

4, Act. No. 373/2011 on
Specific Healthcare Services

Drugs and Devices

Drugs

1. Ministry of Health (MOH)
(Czech):http://www.mzcr.cz

2. State Institute for Drug Control
(SUKL):
http://www.sukl.cz/index.php?Icha1&Ir
ed=1

Act No. 378/2007 Collection or
Pharmaceuticals

MOH:

Decree No. 226/2008 on Good
Clinical Practices and on Detaile
Conditions for Evaluation of
Pharmaceutical Products

SUKL:
Various:http://www.sukl.cz/medicinal
dproductsclinical-trials-guidelinesl

Devices
State Institute for Drug Control 1. Act No 123/2000 Collon Various: Various:http://www.sukl.cz/medicatlevices
(SUKL): Medical Devices and on http://www.sukl.cz/medical quidelines

http://www.sukl.cz/index.php?Ichan=1&I
ed=1

Amendments to Some Related
Acts, as Amended

2. Act No 22/1997 Coll. on
Technical Requirements for
Products and Amendments to
Some Related Acts

devices?highlightWords=501%2F20
0

o

Research Injury

Convention on Human Rights
and Biomedicine (Convention g
Oviedo), Article 24, ETS No.
164 @00)

Privacy/Data
Protection

Office for Personal Data Protection:
http://www.uoou.cz/uoou.aspx

Act on the Protection of
Personal Data and on
Amendment to Some Related
Acts (No. 101 of April 4, 2000):
http://www.uoou.cz/uoou.aspx?me
u=4&submenu=5

>

Position No. 3/2004Personal
Data Processing in the Context
Clinical Testing of Dugs and
Other Medical 8bstances

pf

Embryos, Stem
Cells, and Cloning

1. Ministry of Education, Youth, and
Sport:
http://www.msmt.cz/index.php?Ichan=1
Ired=1

2. Research and Development
Council,Bioethical Commission:

1. Act of 26 April 2006 on
Research on Human Embryoni
% Stem Cells No. 227/2006 Sb.
(Coll.):
http://www.eshre.com/ESHRE/Eng

ish/LegalMattersand

30



http://www.mzcr.cz/
http://www.mzcr.cz/
http://www.sukl.cz/index.php?lchan=1&lred=1
http://www.sukl.cz/index.php?lchan=1&lred=1
http://www.sukl.cz/medicinal-products-clinical-trials-guidelines-1
http://www.sukl.cz/medicinal-products-clinical-trials-guidelines-1
http://www.sukl.cz/index.php?lchan=1&lred=1
http://www.sukl.cz/index.php?lchan=1&lred=1
http://www.sukl.cz/medical-devices?highlightWords=501%2F2000
http://www.sukl.cz/medical-devices?highlightWords=501%2F2000
http://www.sukl.cz/medical-devices?highlightWords=501%2F2000
http://www.sukl.cz/medical-devices-guidelines
http://www.sukl.cz/medical-devices-guidelines
http://www.uoou.cz/uoou.aspx
http://www.uoou.cz/uoou.aspx?menu=4&submenu=5
http://www.uoou.cz/uoou.aspx?menu=4&submenu=5
http://www.msmt.cz/index.php?lchan=1&lred=1
http://www.msmt.cz/index.php?lchan=1&lred=1
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Czech-Rep/page.aspx/165
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Czech-Rep/page.aspx/165

Country Key Organizations Legislation Regulations Guidelines

http://www.vyzkum.cz/FrontClanek.aspX Guidelines/Legal
idsekce=15908 documentation/Czeeh
Rep/page.aspx/165
Denmark
For an overview of human sulsjeprotections in Denmark, se#p://www.cvk.sum.dk/cvk/site.aspx?p=119
General Danish National Committee on 1. Oviedo Convention on Ministerial Order No. 806 of 12 | 1. Guidelines about Notification etc. of a
Biomedical Research Ethics (CVK):| Human Rights and Biomedicine July 2004 on Information and Biomedical Research Project to the
http://www.cvk.sum.dk/CVK/Home/Engl{ (1999) Consent at Inclusion of Trial Committee System on Biomedical
sh.aspx 2. Act on Research Ethics Subjects in Biomedical Research Research Ethic&011):
Review of Health Research Projects (2004): http://www.cvk.sum.dk/English/guidelinesabd
Projects (2011): http://www.cvk.sum.dk/English/minis tnotification.aspx
http://www.cvk.sum.dk/English/act| terialorder806.aspx 2. Appendices (201)
onabiomedicalresearch.aspx
Drugs and Devices | Danish Medicines Agency: Medicinal Product Act Nad506 | 1. Executive Order No. 935 on | Guideline on Informed Consent from
http://www.dkma.dk (2013) Informed Consent from Patients| Patients in Biomedical Trials (2Q)
in Biomedical Trials (201)
2. Executive Order on Clinical
Trials on Medicinal Products,
Human Use (2004)
3. Danish Guideline on
Notification of Clinical Trials of
Medicinal Products in Humans
(2011
Research Injury Dar?ish Patient Insurance Associatig 1. Liability for Damagesct
httD.//www.Dat|entfor5|kr|nqen.dk/en.aspx(2007)_
http://www.patientforsikringen.dk/e
n/Love-og-Regler/Lovom-klage
og-
erstatningsadgang/Behandlingsskad
er.aspx
2. Danish Act on the Right to
Complain and Receive
Compensation within the Health
ServiceNo. 904(2013):
http://www.patientforsikringen.dk/e
n/Love-og-Regler/Lovom-klage
og-
erstatningsadgang/L¥sgemiddelskad
er.aspx
Privacy/Data 1. Danish Council of Ethics (DCE): | 1. Act on Processing ofdPsonal DCE:
Protection http://www.etiskraad.dk/da Data (Act No. 429]2007) Protection of Sensitive Personal
DK.aspx?sc_lang=en http://www.datatilsynet.dk/english/ Information
2. Danish D&a Protection Agency he-acton-processinepf-personal
(DPA): data/ Other:
http://www.datatilsynet.dk/english/ 2. Health Law Chapter 9 (2010
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http://www.vyzkum.cz/FrontClanek.aspx?idsekce=15908
http://www.vyzkum.cz/FrontClanek.aspx?idsekce=15908
http://www.cvk.sum.dk/cvk/site.aspx?p=119
http://www.cvk.sum.dk/CVK/Home/English.aspx
http://www.cvk.sum.dk/CVK/Home/English.aspx
http://www.cvk.sum.dk/English/actonabiomedicalresearch.aspx
http://www.cvk.sum.dk/English/actonabiomedicalresearch.aspx
http://www.cvk.sum.dk/English/ministerialorder806.aspx
http://www.cvk.sum.dk/English/ministerialorder806.aspx
http://www.cvk.sum.dk/English/guidelinesaboutnotification.aspx
http://www.cvk.sum.dk/English/guidelinesaboutnotification.aspx
http://www.dkma.dk/
http://www.patientforsikringen.dk/en.aspx
http://www.patientforsikringen.dk/en/Love-og-Regler/Lov-om-klage-og-erstatningsadgang/Behandlingsskader.aspx
http://www.patientforsikringen.dk/en/Love-og-Regler/Lov-om-klage-og-erstatningsadgang/Behandlingsskader.aspx
http://www.patientforsikringen.dk/en/Love-og-Regler/Lov-om-klage-og-erstatningsadgang/Behandlingsskader.aspx
http://www.patientforsikringen.dk/en/Love-og-Regler/Lov-om-klage-og-erstatningsadgang/Behandlingsskader.aspx
http://www.patientforsikringen.dk/en/Love-og-Regler/Lov-om-klage-og-erstatningsadgang/Behandlingsskader.aspx
http://www.etiskraad.dk/da-DK.aspx?sc_lang=en
http://www.etiskraad.dk/da-DK.aspx?sc_lang=en
http://www.datatilsynet.dk/english/
http://www.datatilsynet.dk/include/show.article.asp?art_id=443&sub_url=/eng/indhold.asp&nodate=1
http://www.datatilsynet.dk/include/show.article.asp?art_id=443&sub_url=/eng/indhold.asp&nodate=1
http://www.datatilsynet.dk/english/the-act-on-processing-of-personal-data/
http://www.datatilsynet.dk/english/the-act-on-processing-of-personal-data/
http://www.datatilsynet.dk/english/the-act-on-processing-of-personal-data/
http://www.etiskraad.dk/sw314.asp
http://www.etiskraad.dk/sw314.asp

Country

Key Organizations

Legislation

Regulations

Guidelines

http://www.privireal.group.shef.ac.uk/content
p/denmark.php

Human Biological
Materials

Danish National Committee on
Biomedical Research Ethics (CVK):
http://www.cvk.sum.dk/CVK/Home/Engl
sh.aspx

Health Law, Chapter 7 (2005)

Genetic Research

Act on the DNA Profile
Register Act No. 434 of 31 May|
2000

Embryos, Stem
Cells, and Cloning

Danish Council of Ethics (DCE):
http://www.etiskraad.dk/da
DK.aspx?sc_lang=en

1. Act on Medically Assisted
ProcreatiorNo. 602 (2012)

2. Convention on Human Right
and Biomedicine (Convention @
Oviedo), Additional Protocol on
Prohibition of Human Cloning
(2002)

3. HealthLaw No0.913, Chapter
7 (2010)

=

DCE:

1. Cloning (2001)

2. Research in Human Gametes, Fertiliz
Ova, Embryos and Fetusg04)

ed

Estonia

General

Estonian Council on Bioethics

1. Constitution of the Republic
of Estonia, Paragraph 18 (1992
2. Oviedo Convention on
Human Rights and Biomedicing
(20@)

~

Code of Ethics of Estonian Scientists:
http://www.akadeemia.ee/ repository/File/Al
USDOKUD/Codeethics.pdf

Drugs and Devices

1. State Agency of Medicines:
http://www.sam.ee/index.aw?set_lang_i
=2

2. Minister of Social Affairs (MSA):
http://www.sm.ee/eng.html

Medicinal Products Act, Chaptg
d5 (2005):
http://www.sam.ee/en/clinicdtials-
medicinatproductsestonia

MSA:

1. RTL 2001, 90, 1258:
Requirements for Membership o
Medical Ethics Committees for
Clinical Trials, Rules of
Proceduresdr Committee, Rate
of Fee for Evaluation of Clinical
Trials, and List of Information to
be Submitted in Order to Obtain
Approval (2001)

2. Conditions and Procedure for
Conducting Clinical Trials of
Medicinal Products. Regulation
No. 23 (2005):
http://www.sam.ee/627

Research Injury

1. Minister of Social Affairs (MSA):
http://www.sm.ee/eng.html

2. Estonian Health Insurance Fund:
http://www.haigekassa.ee/eng/

Medicinal Products Act, Sectio
90:
http://www.legaltext.ee/et/andmeb

as/tekst.asp?loc=text&#=X90009

Conditions and Procedure for
Conducting Clinial Trials of

a2 Medicinal ProductsRegulation

No. 23 of the Nhister of Social
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http://www.privireal.group.shef.ac.uk/content/dp/denmark.php
http://www.privireal.group.shef.ac.uk/content/dp/denmark.php
http://www.cvk.sum.dk/CVK/Home/English.aspx
http://www.cvk.sum.dk/CVK/Home/English.aspx
http://www.etiskraad.dk/da-DK.aspx?sc_lang=en
http://www.etiskraad.dk/da-DK.aspx?sc_lang=en
http://www.etiskraad.dk/sw303.asp
http://www.etiskraad.dk/sw303.asp
http://www.akadeemia.ee/_repository/File/ALUSDOKUD/Code-ethics.pdf
http://www.akadeemia.ee/_repository/File/ALUSDOKUD/Code-ethics.pdf
http://www.sam.ee/index.aw?set_lang_id=2
http://www.sam.ee/index.aw?set_lang_id=2
http://www.sm.ee/eng.html
http://www.sam.ee/en/clinical-trials-medicinal-products-estonia
http://www.sam.ee/en/clinical-trials-medicinal-products-estonia
http://www.sam.ee/627
http://www.sm.ee/eng.html
http://www.haigekassa.ee/eng/
http://www.legaltext.ee/et/andmebaas/tekst.asp?loc=text&dok=X90009k2&keel=en&pg=1&ptyyp=RT&tyyp=X&query=ravimiseadus
http://www.legaltext.ee/et/andmebaas/tekst.asp?loc=text&dok=X90009k2&keel=en&pg=1&ptyyp=RT&tyyp=X&query=ravimiseadus

Country Key Organizations Legislation Regulations Guidelines
k2&keel=en&pg=1&ptyyp=RT&ty | Affairs of (2009:
yp=X&guery=ravimiseadus http://www.sam.ee/en/clinicdtials-
medicinatproductsestonia
Privacy/Data Estonian Data Protection Personal Data Protection Act
Protection Inspectoratehttp://www.aki.ee/eng/ (2008):

http://www.aki.ee/eng/?part=htm|&
d=105

Genetic Research

Human Genes Research ABT(
| 2000, 104, 68p(2000):
http://www.geeniveamu.ee/index.p
hp?id=98

Embryos, Stem
Cells, and Cloning

1. Additional Protocol to the
Convention for the Protection g
Human Rights and Dignity of
the Human Being with regaito
the Application of Biology and
Medicine, on the Prohibition of
Cloning Human Being&002)

2. Artificial Insemination and
Embryo Protection Act (2003)

Finland

General

1. Ministry of Social Affairs and
Health (MSAH):
http://www.stm.fi/en/frontpage

2. National Committee on Medical
Research Ethics (TUKIJA):
http://www.tukija.fi/en

3. National Advisory Board on
Research Ethics (TENK):
http://www.tenk.fi/en/index.html

Medical Research Act No.
488/1999 (amended 295/2004

and 794/2010):
http://www.finlex.fi/en/laki/kaannok
set/1999/en19990488

MSAH:

1. Decree on the National
Committee on Medical Research
Ethics No. 820/2010

2. Decree on the National
Research Ethics Council of
Finland No. 1347/2002

3. Decree on Medical Research
and Subsidiary Regulations
Issued in Pursuance Hereof, No
313/2004

4. Decree on Clinical Trials on
Medicinal Products No. 841/201
5. Decree on Fees, N8502013

TUKIJA:

1. Checklist for Researchers and Memb
of Ethics Committees (2009Fifnish):
http://www.tukija.fi/fi/julkaisut/ohjeet _ja_suos
tukset

2. OperatingProcedires of National
Committee on Medical Research Ethics
(2010):

http://www.tukija.fi/en/publications

ers

Drugs and Devices

Drugs

1. Finnish Medicines Agency
(FIMEA): http://www.fimea.fi/

2. Ministry of Social Affairs and
Health (MSAH):http://www.stm.fi

Medicines Act No. 395/1987
(Finnish):
http://www.finlex.fi/fi/laki/smur/19

FIMEA:
1. Several Decrees:
http://www.finlex.fi/fi/laki/smur/1987

87/19870395

/19870395#nojalla
2. Administrative Regulation on

Clinical Trials on Medicinal
Productsm Human Subjects No.
2/2012 (Finnish):

http://www.fimea.fi/download/22302
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http://www.sam.ee/en/clinical-trials-medicinal-products-estonia
http://www.sam.ee/en/clinical-trials-medicinal-products-estonia
http://www.aki.ee/eng/
http://www.aki.ee/eng/?part=html&id=105
http://www.aki.ee/eng/?part=html&id=105
http://www.geenivaramu.ee/index.php?id=98
http://www.geenivaramu.ee/index.php?id=98
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://www.stm.fi/en/frontpage
http://www.tukija.fi/en
http://www.tenk.fi/en/index.html
http://www.finlex.fi/en/laki/kaannokset/1999/en19990488
http://www.finlex.fi/en/laki/kaannokset/1999/en19990488
http://www.tukija.fi/en/publications
http://www.fimea.fi/
http://www.stm.fi/
http://www.finlex.fi/fi/laki/smur/1987/19870395
http://www.finlex.fi/fi/laki/smur/1987/19870395
http://www.finlex.fi/fi/laki/smur/1987/19870395#nojalla
http://www.finlex.fi/fi/laki/smur/1987/19870395#nojalla
http://www.fimea.fi/download/22302_Maarays_2-2012_kliiniset_laaketutkimukset.pdf

Country Key Organizations Legislation Regulations Guidelines
Maarays_2
2012 Kliiniset_laaketutkimukset.pdf
Devices
National Supervisory Authrdy for Medical Devices AcNo. VALVIRA
Welfare and HealttVALVIRA): 629/201Q(Finnish} Various:

http://www.valvira.fi/en/licensing/medical

| http://www.finlex.fi/fi/laki/kokoelm

http://www.valvira.fi/en/licensing/me

devices

a/2010/20100085.pdf

dical devices/leqislation

Research Injury

1. Finnish Patient Insurance Centre
(Finnish):
http://www.potilasvakuutuskeskus.fi/ww

Patient Injuries Act
No. 585/198@Finnish}
http://www.finlex.fi/fi/laki/ajantasa/

w/page/pvk www 2181
2. Pharmaceutical Injuries Insurance
http://www.laakevahinko.fi/irenglish/

1986/19860585

Pharmaceutical Injuries Insurance:
General Terms and Conditions
(2013)
http://www.laakevahinko.fi/irenglish/terms
and-conditions/

Privacy/Data
Protection

Office of the Data Protection
Ombudsman:
http://www.tietosuoja.fi/1560.htm

Personal Data Act No. 523/199
(Finnishy
http://www.finlex.fi/fi/laki/ajantasa/
1999/19990523

Human Biological
Materials

National Supervisory Authority for
Welfare and HealtkFinnish):
http://www.valvira.fi/luvat/kudosluvat

Act on the Medical Use of
Human Organs ,Tissues and
Cells No. 101/2001Finnish:
http://www.finlex.fi/fi/laki/ajantasa/
2001/20010101

2. Law on Biobanks, No
688/2012 (Finnish and
Swedish):
http://www.finlex.fi/fi/laki/ajantasa/
2012/20120688

3. Act of Medical Use of Humat
Organs and Tissues No
101/2001 (Finnish and
Swedish):
http://www.finlex.fi/fi/laki/ajantasa/
2001/20010101

1. Decree orConsent for Biobank
No. 643/2013

2. Decree on information on
Biobank No 649/2013

National Supervisory Authority for
Welfare and Healt(Finnish):
http://www.valvira.fi/luvat/kudosluvat/lupa_el
mien_kudoksien_ja_solujen_laaketieteellises
kayttoon

Genetic Research

1. National Committee on Medical
Research Ethics (TUKIJA):
http://www.tukija.fi/en

2.Board for Gene Technology
http://www.geenitekniikanlautakunta.fi/e

1. Medical Research Act No.
488/1999 (amended 295/2004
and 794/2010):
http://www.finlex.fi/en/laki/kaannok
nset/1999/en19990488

2. Gene Technology Act No.
377/1995

Embryos, Stem
Cells, and Cloning

1. National Supervisory Authority for
Welfare and Health
http://www.valvira.fi/luvat/

2. National Advisory Boardn
Research Ethics (TENK):

1. Convention on Human Right
and Biomedicine (Convention @
Oviedo), Additional Protocol on
Prohibition of Human Cloning
(2002)

http://www.tenk.fi/en/index.html

2. Medical Research Act No.

—h

Report on Stem Cells, Cloning, and
Research (2005)
http://www.tukija.fi/en/publications/publicatio
S
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http://www.valvira.fi/en/licensing/medical_devices
http://www.valvira.fi/en/licensing/medical_devices
http://www.finlex.fi/fi/laki/kokoelma/2010/20100085.pdf
http://www.finlex.fi/fi/laki/kokoelma/2010/20100085.pdf
http://www.valvira.fi/en/licensing/medical_devices/legislation
http://www.valvira.fi/en/licensing/medical_devices/legislation
http://www.potilasvakuutuskeskus.fi/www/page/pvk_www_2181
http://www.potilasvakuutuskeskus.fi/www/page/pvk_www_2181
http://www.laakevahinko.fi/in-english/
http://www.finlex.fi/fi/laki/ajantasa/1986/19860585
http://www.finlex.fi/fi/laki/ajantasa/1986/19860585
http://www.laakevahinko.fi/in-english/terms-and-conditions/
http://www.laakevahinko.fi/in-english/terms-and-conditions/
http://www.tietosuoja.fi/1560.htm
http://www.finlex.fi/fi/laki/ajantasa/1999/19990523
http://www.finlex.fi/fi/laki/ajantasa/1999/19990523
http://www.valvira.fi/luvat/kudosluvat
http://www.finlex.fi/fi/laki/ajantasa/2001/20010101
http://www.finlex.fi/fi/laki/ajantasa/2001/20010101
http://www.finlex.fi/fi/laki/ajantasa/2012/20120688
http://www.finlex.fi/fi/laki/ajantasa/2012/20120688
http://www.finlex.fi/fi/laki/ajantasa/2001/20010101
http://www.finlex.fi/fi/laki/ajantasa/2001/20010101
http://www.valvira.fi/luvat/kudosluvat/lupa_elimien_kudoksien_ja_solujen_laaketieteelliseen_kayttoon
http://www.valvira.fi/luvat/kudosluvat/lupa_elimien_kudoksien_ja_solujen_laaketieteelliseen_kayttoon
http://www.valvira.fi/luvat/kudosluvat/lupa_elimien_kudoksien_ja_solujen_laaketieteelliseen_kayttoon
http://www.tukija.fi/en
http://www.geenitekniikanlautakunta.fi/en
http://www.finlex.fi/en/laki/kaannokset/1999/en19990488
http://www.finlex.fi/en/laki/kaannokset/1999/en19990488
http://www.tukija.fi/en/publications/publications
http://www.tukija.fi/en/publications/publications

Country Key Organizations Legislation Regulations Guidelines
3. National Committee on Medical | 488/1999 (amended 295/2004
Research Ethics (TUKIJA) and749/2010):
http://www.tukija.fi/en http://www.finlex.fi/en/laki/kaannok
4. Nationd Advisory Board on set/1999/en19990488

Social Wefare and Health Care
Ethics (ETENE):
http://www.etene.fi/en

3. Act on Assisted Fertility
Treatments No. 1237/2006
http://www.finlex.fi/fi/laki/ajantasa/
2006/20061237

France

General

1. Ministry of Social affairs and
Health(French):
http://www.sante.gouv.fr/

2. National Consultative Bioethics
Committee for Health and Life
Sciences (CCNEttp://www.ccne

1. Decree No. 9b55
Concerning the National
Consultative Ethics Committee
for Health and.ife Sciences
(2997):

http://www.ccne

ethique.fr/en
3. National Commission for

Informatics and Freedoms (CNIL):

http://www.cnil.fr/english/thecnil/

ethique.fr/decree_n_97555.php
2. Law No. 2004806 of 9
August 2004 on Biomedical
Research:
http://www.legifrance.gouv.fr/affich
Texte.do?cidTexte=JORFTEXT0O0
000441469&dateTexte=&cateqorié
Lien=id

PublicHealth Code Articles
L1241-1:
http://www.legifrance.gouv.fr/initReg

CCNE

Various http://www.ccne
ethigue.fr/opinions.php

hCodeArticle.do

Drugs and Devices

1. National Consultative Bioethics
Committee for Healtland Life
Sciences (CCNEttp://www.ccne
ethique.fr

2. NationalHealth Products Safety
Agency ANSM):

Medications for Human Use,
Articles L512%11,151241,
and L51261) (2004):
http://www.legifrance.gouv.fr/

CCNE:

1. Phase | Trials in Cancer (2002)

2. Transposition into French Law of the
European Directive Relating to Clinical
Trials on Medicinal Product®\ New
Ethical Framework for Human Research

http://ansm.sante.fr/ (2003)
Privacy/Data 1. National Commission of Law 2004801 of August 6, CNIL: CCNE:
Protection Information and LibertfCNIL): 2004 Modifying Law 7817 of Decree No. 2008309 of 20 1. Ethical Questiongrising from the

http://www.cnil.fr/index.php?id=4

2. National Consultative Bioethics
Committee for Health and Life
Sciences (CCNEttp://www.ccne
ethique.fr

January 6, 1978 Relating to the
Protection of Data Subjects as
Regards the Processing of
Personal Data

October 2005 Enacted for

the Application of Act No. 747
of 6 January 1978 on

Data Processi Files and
Individual Liberties

(Amended by Decree 200151 of
25 March 2007):
http://www.cnil.fr/fileadmin/documen
ts/en/Decree%20200B309.pdf

Transmission of Scientific Information
Concerning Research in Biology and
Medicine (1995)

2. Biometrics, Identifying Data and
Human Rightg2007)

Human Bological
Materials

National Consultative Bioethics
Committee for Health and Life
Sciences (CCNEttp://www.ccne

1. Donation and Use of the
Components and Products of tf

ne

Human Body, Articls L121%11

CCNE:
1. Umbilical Cord Blood Banks for
Autologous Use for Research (2002)
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http://www.tukija.fi/en
http://www.etene.fi/en
http://www.finlex.fi/en/laki/kaannokset/1999/en19990488
http://www.finlex.fi/en/laki/kaannokset/1999/en19990488
http://www.finlex.fi/fi/laki/ajantasa/2006/20061237
http://www.finlex.fi/fi/laki/ajantasa/2006/20061237
http://www.sante.gouv.fr/
http://www.ccne-ethique.fr/en
http://www.ccne-ethique.fr/en
http://www.cnil.fr/english/the-cnil/
http://www.ccne-ethique.fr/decree_n_97555.php
http://www.ccne-ethique.fr/decree_n_97555.php
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000000441469&dateTexte=&categorieLien=id
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000000441469&dateTexte=&categorieLien=id
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000000441469&dateTexte=&categorieLien=id
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000000441469&dateTexte=&categorieLien=id
http://www.legifrance.gouv.fr/initRechCodeArticle.do
http://www.legifrance.gouv.fr/initRechCodeArticle.do
http://www.ccne-ethique.fr/opinions.php
http://www.ccne-ethique.fr/opinions.php
http://www.ccne-ethique.fr/
http://www.ccne-ethique.fr/
http://ansm.sante.fr/
http://www.legifrance.gouv.fr/
http://www.cnil.fr/index.php?id=4
http://www.ccne-ethique.fr/
http://www.ccne-ethique.fr/
http://www.legifrance.gouv.fr/WAspad/UnTexteDeJorf?numjo=JUSX0100026L%20
http://www.legifrance.gouv.fr/WAspad/UnTexteDeJorf?numjo=JUSX0100026L%20
http://www.legifrance.gouv.fr/WAspad/UnTexteDeJorf?numjo=JUSX0100026L%20
http://www.legifrance.gouv.fr/WAspad/UnTexteDeJorf?numjo=JUSX0100026L%20
http://www.legifrance.gouv.fr/WAspad/UnTexteDeJorf?numjo=JUSX0100026L%20
http://www.legifrance.gouv.fr/WAspad/UnTexteDeJorf?numjo=JUSX0100026L%20
http://www.cnil.fr/fileadmin/documents/en/Decree%202005-1309.pdf
http://www.cnil.fr/fileadmin/documents/en/Decree%202005-1309.pdf
http://www.ccne-ethique.fr/english/avis/a_098.htm#deb
http://www.ccne-ethique.fr/english/avis/a_098.htm#deb
http://www.ccne-ethique.fr/

Country

Key Organizations

Legislation

Regulations

Guidelines

ethique.fr

to L12743 (2004) (French):
http://www.legifrance.gouv.fr/

2. Public Health Code Atrticles
L1241-1 and ®llowing:

2. Ethical Issues Raised by Collections g
Biological Material and Associated
Information Data: OBiobanks,O
OBiolibrariesO (2003)

(2010)
Genetic Research National Consultative Bioethics Civil Code Articles 1610 to 16 CCNE:
Committee for Health and Life 13: 1. Opinion on Gene Therapy (1990)

Sciences (CCNEttp://www.ccne

http://www.legifrance.gouv.fr/affich

ethique.fr

Code.do;jsessionid=D2DE0231944
83D3384DE19DE8959BDDA.tpdjd
17v_3?idSectionTA=LEGISCTAOQ
0006136513&cidTexte=LEGITEXT
000006070721 &dateTexte=20131
06

2. Opinionregarding theApplication of
Genetic Testing to Individual Studies,
Family Studies and Populationugies.
(Problems Rlated to DNA OBanks,0 Ce
OBanks,&nd @mputerization) (1991)

3. Opinion that the Human Genome
should not be Bed for Commercial
Purposes. Report. Thoughts Relating to
Ethical Problems of Human Genome
Researclt{1991)

4. Opinion on the Use of dnatic

Gene Therapy Procedures. Ref{@893)

Embryos, Stem
Cells, and Cloning

National Consultative Bioethics
Committee for Health and Life
Sciences (CCNEttp://www.ccne
ethique.fr

Law No.2013715 of 6th
August 2013:

http://www.legifrance.gouv.fr/affich
Texte.do?cidTexte=JORFTEXTO0O
027811435&dateTexte=&cateqorié
Lien=id

CCNE:

1. Commerciakation of Human Stem
Cells and Other Cell Lin€2006)

2. Opinionon the Ethical Reflection
Concerning Research on Human
Embryonic Cells and on Human Embryo
in Vitro (2010)

Georgia
For an overview of h
http://www.unesco.o

uman subjecbpections in Georgia, see OEthical Review of Biomedical
ra/ne/fileadmin/MULTIMEDIA/FIELD/Moscow/pdf/ethical _review cis book kubar_english.pdf

Research in the CIS Countries,O Chapter 3, Section 4:

General

1. Oviedo Convention on
Human Rights and Biomedicing
ETS No.164 (2001)

2. Additional Protocol to the
ConventionOs on Human Right
and Biomedicine, concerning
Biomedical Research, ETS No.
195 (2010)

3. Law on Health CareChapter
XIX (1997)

D

n
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http://www.legifrance.gouv.fr/
http://www.ccne-ethique.fr/
http://www.ccne-ethique.fr/
http://www.legifrance.gouv.fr/affichCode.do;jsessionid=D2DE023194483D3384DE19DE8959BDDA.tpdjo17v_3?idSectionTA=LEGISCTA000006136513&cidTexte=LEGITEXT000006070721&dateTexte=20131006
http://www.legifrance.gouv.fr/affichCode.do;jsessionid=D2DE023194483D3384DE19DE8959BDDA.tpdjo17v_3?idSectionTA=LEGISCTA000006136513&cidTexte=LEGITEXT000006070721&dateTexte=20131006
http://www.legifrance.gouv.fr/affichCode.do;jsessionid=D2DE023194483D3384DE19DE8959BDDA.tpdjo17v_3?idSectionTA=LEGISCTA000006136513&cidTexte=LEGITEXT000006070721&dateTexte=20131006
http://www.legifrance.gouv.fr/affichCode.do;jsessionid=D2DE023194483D3384DE19DE8959BDDA.tpdjo17v_3?idSectionTA=LEGISCTA000006136513&cidTexte=LEGITEXT000006070721&dateTexte=20131006
http://www.legifrance.gouv.fr/affichCode.do;jsessionid=D2DE023194483D3384DE19DE8959BDDA.tpdjo17v_3?idSectionTA=LEGISCTA000006136513&cidTexte=LEGITEXT000006070721&dateTexte=20131006
http://www.legifrance.gouv.fr/affichCode.do;jsessionid=D2DE023194483D3384DE19DE8959BDDA.tpdjo17v_3?idSectionTA=LEGISCTA000006136513&cidTexte=LEGITEXT000006070721&dateTexte=20131006
http://www.legifrance.gouv.fr/affichCode.do;jsessionid=D2DE023194483D3384DE19DE8959BDDA.tpdjo17v_3?idSectionTA=LEGISCTA000006136513&cidTexte=LEGITEXT000006070721&dateTexte=20131006
http://www.ccne-ethique.fr/english/avis/a_027.htm#deb
http://www.ccne-ethique.fr/english/avis/a_027.htm#deb
http://www.ccne-ethique.fr/english/avis/a_027.htm#deb
http://www.ccne-ethique.fr/english/avis/a_027.htm#deb
http://www.ccne-ethique.fr/english/avis/a_027.htm#deb
http://www.ccne-ethique.fr/
http://www.ccne-ethique.fr/
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000027811435&dateTexte=&categorieLien=id
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000027811435&dateTexte=&categorieLien=id
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000027811435&dateTexte=&categorieLien=id
http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000027811435&dateTexte=&categorieLien=id
http://www.ccne-ethique.fr/english/avis/a_093.htm#deb
http://www.ccne-ethique.fr/english/avis/a_093.htm#deb
http://www.unesco.org/new/fileadmin/MULTIMEDIA/FIELD/Moscow/pdf/ethical_review_cis_book_kubar_english.pdf

Country Key Organizations Legislation Regulations Guidelines

Drugs and Devices | Drug Agency of the Ministry of 1. Drug and Pharmacy Law No| Regulation about the Rules and | Orderof Health Minister about
Labor, Health, and Social Affairs: 659 (1997) Conditions of $suing of the Implementation of OICH: E6 Good
http://www.healthministry.gefeg/index.p | 2. Licenses and Approvals Law Approval ofClinical Trials Clinical Practice: Consolidated Guidance

hp

(2005)
3. Law of Drug and
Pharmaceutical Activity (2008)

Approved #17§2005

(1996) including WMA: Declaration of
Helsinki (2010)

Research Injury

Convention on Human Rights
and Biomedicine (Convention @
Oviedo), Article 24, ETS No.

164 @00)
Embryos, Stem 1. Law on Health Cardirticle
Cells, and Cloning 142(1997)

2. Convention on Human Right
and Biomedicine (Convention @
Oviedo), Additional Protocol on
Prohibition of Human Cloning

ETS No. 168 (2001)

12}

—h

Germany

For anoverview of human subject protections in Germany,lgge//www.eurecnet.org/information/germany.htmi

General

1. German Medical Association
(B€K):

http://www.bundesaerztekammer.de/page.

asp?his=4.3569

2. Central Ethics Commission of the
B€K (German):
www.zentraleethikkommission.de/

3. Working Group of the Medical
EthicsCommittees in Germany
(German):
http://www.akmed-ethikkomm.de/

4. German Ethics CouncNER):
http://www.ethikrat.org/?set_language=¢
5. Fedeal Ministry of Health (BMG):
http://www.bmg.bund.de/ministerium/en
lish-version.html

N

B€K:

(Model) Professional Code of Conduct,

Section 15 (2006) (German):

http://www.bundesaerztekammer.de/page.asp?

his=1.100.1143

Drugs and Devices

Drugs

1. Federal Institute for Drugs and
Medical Devices (BfArM):
http://www.bfarm.de/EN/Home/home_n

Medicinal ProductsAct,
Sections 4212 (2AL3):
http://www.bmg.bund.de/fileadmin

de.html
2. Federal Ministry of Education ang
Research (BMBF):

http://www.bmbf.de/en/index.php
3. Paul Ehrlich Institute (PEI)

redaktion/pdf gesetze/aramngl.pdf

(German):

BfArM :
1. Promulgation on the Principles
of the Conduct of Clinical Trials
of Drugs According to the Rules
(1987)

2. Second Promulgation on the
Clinical Trial of Drugs in Human
(1997)

BfArM:

5 Third Announcement on Clinical Trials o

Medicinal Products in Humar{2006):

http://www.bfarm.de/EN/drugs/1_bef#h/clin

Trials/clintrialsnode_en.html

f
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http://www.bmg.bund.de/ministerium/english-version.html
http://www.bundesaerztekammer.de/page.asp?his=1.100.1143
http://www.bundesaerztekammer.de/page.asp?his=1.100.1143
http://www.bfarm.de/EN/Home/home_node.html
http://www.bfarm.de/EN/Home/home_node.html
http://www.bmbf.de/en/index.php
http://www.bmg.bund.de/fileadmin/redaktion/pdf_gesetze/amg-engl.pdf
http://www.bmg.bund.de/fileadmin/redaktion/pdf_gesetze/amg-engl.pdf
http://www.bfarm.de/cln_012/nn_1199780/SharedDocs/Bekanntmachungen/EN/drugs/clinTrials/bm-KlinPr-20060810-klinPr-pdf-en,templateId=raw,property=publicationFile.pdf/bm-KlinPr-20060810-klinPr-pdf-en.pdf
http://www.bfarm.de/cln_012/nn_1199780/SharedDocs/Bekanntmachungen/EN/drugs/clinTrials/bm-KlinPr-20060810-klinPr-pdf-en,templateId=raw,property=publicationFile.pdf/bm-KlinPr-20060810-klinPr-pdf-en.pdf
http://www.bfarm.de/EN/drugs/1_befAuth/clinTrials/clintrials-node_en.html
http://www.bfarm.de/EN/drugs/1_befAuth/clinTrials/clintrials-node_en.html

Country

Key Organizations

Legislation

Regulations

Guidelines

http://www.pei.de/cin_048/DE/home/de
node.html? __nnn=true

4. Federal Ministry of Health (BMG)
http://www.bmg.bund.de/ministerium/eng
lish-version.html

3. Regulation for the Application
of Good Clinical Practice of
Clinical Medicatiors for Human
Use (2006)

BMBF:

Principles and Responsibilities
Related to Clinical Studies
(2003):
http://www.bmbf.de/en/1173.php
http://www.bmbf.de/en/4861.php

Devices

1. Federal Institute for Drugs and
Medical Devices (BfArM):
http://www.bfarm.de/EN/Home/home_n

Act on Medical Device$2013)
(German):
http://bundesrecht.juris.de/mpg/ind

de.html
2. Paul Ehrlich Institute (PEI)
http://www.pei.de/EN/home/node.htmi

x.html

Also seg(German)
http://www.dimdi.de/static/de/mpg/
echt/index.htm

Various:
http://www.dimdi.de/static/de/mpg/re
echt/index.htm

Research Injury

Medicinal ProductsAct,
SectionsSection 40, Sulsection
3 (2013):
http://www.bmg.bund.de/fileadmin
redaktion/pdf gesetze/arangl.pdf

Privacy/Data
Protection

Note: Thel6
German states also
have data protection
laws (German):
http://www.datenschut
Z_
bayern.de/infoquel/ds
inst/deutschland.html

Federal Commissioner for Data
Protection and feedom of
Information:
http://www.bfdi.bund.de/EN/Home/homse
page_node.html

Federal Data Protection Act, ag
Amended (2009):
http://www.bfdi.bund.de/EN/DataP
otectionActs/DataProtectionActs
de.html

Human Biological
Materials

1. German Society of Surgery
(DGCH) (German):
http://www.dgch.de/

2. German Ethics Caocil (NER):
http://www.ethikrat.org/welcome?set_lan
guage=en

3. Central Ethics Commission of the
German Medical Association
(ZEKO) (German):
http://www.zentraleethikkommission.de/

1. Transplantation Law (2@)
(German)http://www.gesetzém-

internet.de/tpg/
2. Transfusion Law (2(3)

(German)http://www.gesetzém-

internet.de/bundesrecht/tfg/gesami.

df
3. Actof Quality and Security o
Human Tissue and Cells (2007

DGCH Rulefor the Production of
Human TissuefGerman)

NER:

Opinion on Biobanks for &earch (2004)
http://www.ethikrat.org/ _english/publications
Opinion_Biobankdor-research.pdf

ZEKO:
Opinion of the @ntral Ethics Commission
(2003)(German)

http://www.zentrale
ethikkommission.de/downloads/Koerpermat.pdf
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http://www.pei.de/cln_048/DE/home/de-node.html?__nnn=true
http://www.pei.de/cln_048/DE/home/de-node.html?__nnn=true
http://www.bmg.bund.de/ministerium/english-version.html
http://www.bmg.bund.de/ministerium/english-version.html
http://www.bmbf.de/en/1173.php
http://www.bmbf.de/en/4861.php
http://www.bfarm.de/EN/Home/home_node.html
http://www.bfarm.de/EN/Home/home_node.html
http://www.pei.de/EN/home/node.html
http://bundesrecht.juris.de/mpg/index.html
http://bundesrecht.juris.de/mpg/index.html
http://www.dimdi.de/static/de/mpg/recht/index.htm
http://www.dimdi.de/static/de/mpg/recht/index.htm
http://www.dimdi.de/static/de/mpg/recht/index.htm
http://www.dimdi.de/static/de/mpg/recht/index.htm
http://www.bmg.bund.de/fileadmin/redaktion/pdf_gesetze/amg-engl.pdf
http://www.bmg.bund.de/fileadmin/redaktion/pdf_gesetze/amg-engl.pdf
http://www.datenschutz-bayern.de/infoquel/ds-inst/deutschland.html
http://www.datenschutz-bayern.de/infoquel/ds-inst/deutschland.html
http://www.datenschutz-bayern.de/infoquel/ds-inst/deutschland.html
http://www.datenschutz-bayern.de/infoquel/ds-inst/deutschland.html
http://www.bfdi.bund.de/EN/Home/homepage_node.html
http://www.bfdi.bund.de/EN/Home/homepage_node.html
http://www.bfdi.bund.de/EN/DataProtectionActs/DataProtectionActs_node.html
http://www.bfdi.bund.de/EN/DataProtectionActs/DataProtectionActs_node.html
http://www.bfdi.bund.de/EN/DataProtectionActs/DataProtectionActs_node.html
http://www.dgch.de/
http://www.ethikrat.org/welcome?set_language=en
http://www.ethikrat.org/welcome?set_language=en
http://www.zentrale-ethikkommission.de/
http://www.gesetze-im-internet.de/tpg/
http://www.gesetze-im-internet.de/tpg/
http://www.gesetze-im-internet.de/bundesrecht/tfg/gesamt.pdf
http://www.gesetze-im-internet.de/bundesrecht/tfg/gesamt.pdf
http://www.gesetze-im-internet.de/bundesrecht/tfg/gesamt.pdf
http://www.ethikrat.org/_english/publications/Opinion_Biobanks-for-research.pdf
http://www.ethikrat.org/_english/publications/Opinion_Biobanks-for-research.pdf
http://www.zentrale-ethikkommission.de/downloads/Koerpermat.pdf
http://www.zentrale-ethikkommission.de/downloads/Koerpermat.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

4. German Institute for Cell and
Tissue Replacement (DIZG)

(German)http://www.dizg.de

(German):

http://www.gesetzém-
internet.de/gewebeg/BIJNR157400
07.html

DIZG:

1. Ethical Code (2000)

2. Common Standards: Tissues and Cel
Banking (2004)

Genetic Research

1. German Medical Association
(B€K):

http://www.bundesaerztekammer.de/pageMatters Related to Gene

asp?his=4.3569

2. German Society of Human
Genetics (GFHEV):
http://www.gfhev.de/en/gfh/

3. PaulEhrlich-Institut (PEI)
(English):
http://www.pei.de/EN/home/node.html

Law of 20 June
1990/16.12.1993 to Regulate

Tedhnology (2006)

B€K:

Guideline on Gene Transfer (1995)
(German)
http://www.bundesaerztekammer.de/downlo
/Gentransferpdf.pdf

GFHEV:

1. Position Paper of the German Society
Human Genetics (1996)

2. DNA Banking and Personal Data in
Biomedical Research: Technical, Social
and Ethical Questions (2004)

PEIBVarious:
http:/www.pei.de/DE/service/linklisten/links
gentherapie/linkshemagentherapignode.html

Embryos, Stem
Cells, and Cloning

1. Federal Ministry of Education and
Research (BMBF):
http://www.bmbf.de/en/index.php

2. German Ethics Council (NER):

http://www.ethikrat.org/welcome?set_lan tectionAct.pdf

guage=en

3. Central Ethics Commission of the
German Medical Association
(ZEKO) (German):
http://www.zentraleethikkommission.de/
4, German Research Foundation
(DFG):

http://www.dfg.de/en/

5. Central Ethics Committee for
StemCell Research (ZES):
http://www.rki.de/EN/Content/Institute/D|
epartmentsUnits/StemCell/StemCell_no|
.html

1. Embryo Protection Act
(2019): http://www.auswaertiges
amt.de/cae/servlet/contentblob/48

Implementation Rgulation for
the Stem Cell Act (German):
Gittp://bundesrecht.juris.de/zesv/inde

04/publicationFile/5162/EmbryoPr

2. Stem Cell Act (203): English
translation of 2002 version:
http://www.bmj.bund.de/files/
/1146/Stammzellgesetz%20englis
-pdf

BMBF:

Law Allowing the Import of
Embryonic Stem Cell002):
http://www.bmbf.de/en/1056.php

de

html

NER:

1. On tke Import of Human Embryonic
xStem Cells (2001):

http://www.ethikrat.org/dateien/pdf/Stn_Stam

mzellgesetz.pdf
2. Cloning for Reproductive Purposes al

Cloning for the Purposes of Biwedical
Research (2004):
http://www.ethikrat.org/dateien/pdf/Stn_Stam

mzellgesetz.pdf
3. Should the Stem Cell Law be

Amended? (2007):
http://www.ethikrat.org/dateien/pdf/Stn_Stam
mzellgesetz.pdf

ZEKO:

1. Stem Cell Research (20q&erman):
http://www.zentrale
ethikkommission.delownloads/Stammzell.pdf
2. Cloning (2006)German):
http://www.zentrale

ethikkommission.de/downloads/TherapKloneén.

pdf

DFG:

ads

of

>

Opinion on Stem Cell Research (2006)
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http://www.dizg.de/
http://www.gesetze-im-internet.de/gewebeg/BJNR157400007.html
http://www.gesetze-im-internet.de/gewebeg/BJNR157400007.html
http://www.gesetze-im-internet.de/gewebeg/BJNR157400007.html
http://www.bundesaerztekammer.de/page.asp?his=4.3569
http://www.bundesaerztekammer.de/page.asp?his=4.3569
http://www.gfhev.de/en/gfh/
http://www.pei.de/EN/home/node.html
http://www.bundesaerztekammer.de/downloads/Gentransferpdf.pdf
http://www.bundesaerztekammer.de/downloads/Gentransferpdf.pdf
http://www.pei.de/DE/service/linklisten/links-gentherapie/links-thema-gentherapie-node.html
http://www.pei.de/DE/service/linklisten/links-gentherapie/links-thema-gentherapie-node.html
http://www.bmbf.de/en/index.php
http://www.ethikrat.org/welcome?set_language=en
http://www.ethikrat.org/welcome?set_language=en
http://www.zentrale-ethikkommission.de/
http://www.dfg.de/en/
http://www.rki.de/EN/Content/Institute/DepartmentsUnits/StemCell/StemCell_node.html
http://www.rki.de/EN/Content/Institute/DepartmentsUnits/StemCell/StemCell_node.html
http://www.rki.de/EN/Content/Institute/DepartmentsUnits/StemCell/StemCell_node.html
http://www.auswaertiges-amt.de/cae/servlet/contentblob/480804/publicationFile/5162/EmbryoProtectionAct.pdf
http://www.auswaertiges-amt.de/cae/servlet/contentblob/480804/publicationFile/5162/EmbryoProtectionAct.pdf
http://www.auswaertiges-amt.de/cae/servlet/contentblob/480804/publicationFile/5162/EmbryoProtectionAct.pdf
http://www.auswaertiges-amt.de/cae/servlet/contentblob/480804/publicationFile/5162/EmbryoProtectionAct.pdf
http://www.bmj.bund.de/files/-/1146/Stammzellgesetz%20englisch.pdf
http://www.bmj.bund.de/files/-/1146/Stammzellgesetz%20englisch.pdf
http://www.bmj.bund.de/files/-/1146/Stammzellgesetz%20englisch.pdf
http://www.bmbf.de/pub/stammzellgesetz.pdf
http://www.bmbf.de/pub/stammzellgesetz.pdf
http://www.bmbf.de/en/1056.php
http://bundesrecht.juris.de/zesv/index.html
http://bundesrecht.juris.de/zesv/index.html
http://www.ethikrat.org/dateien/pdf/Stn_Stammzellgesetz.pdf
http://www.ethikrat.org/dateien/pdf/Stn_Stammzellgesetz.pdf
http://www.ethikrat.org/dateien/pdf/Stn_Stammzellgesetz.pdf
http://www.ethikrat.org/dateien/pdf/Stn_Stammzellgesetz.pdf
http://www.ethikrat.org/dateien/pdf/Stn_Stammzellgesetz.pdf
http://www.ethikrat.org/dateien/pdf/Stn_Stammzellgesetz.pdf
http://www.zentrale-ethikkommission.de/downloads/Stammzell.pdf
http://www.zentrale-ethikkommission.de/downloads/Stammzell.pdf
http://www.zentrale-ethikkommission.de/downloads/TherapKlonen.pdf
http://www.zentrale-ethikkommission.de/downloads/TherapKlonen.pdf
http://www.zentrale-ethikkommission.de/downloads/TherapKlonen.pdf

N —

Country Key Organizations Legislation Regulations Guidelines
(German):
http://www.dfg.de/download/pdf/dfg_magazir
forschungspolitik/stammzellforschung/stamn
ellforschung_deutschland_lar@510.pdf

Greece

General National Bioethics Commission 1. Template Code of Research Ethics fo

(NBC):
http://www.bioethics.gr/index.php?categ
ry_id=3

]

Biological Sciences (2008):
http://www.bioethics.gr/media/pdf/frecommen
ations/research_ethics_code.pdf

2. A Guide for Research Ethics
Committees for Biological Research
(2008):
http://www.bioethics.gr/media/pdf/recommen
ations/guide.pdf

Drugs and Devices

1. National Organization for
Medicines (NOM):
http://www.eof.gr/web/gugt/home then
click onOENGN upper left hand
section for English

2. National Bioethics Commission
(NBC):
http://www.bioethics.gr/index.php?categ
ry_id=3

o]

1. Act 2619/98: Ratificatioof
the Convention for the
Protection of Human Rights ang
Dignity of theHuman Being
with Regard to thé\pplication
of Biology and Medicine (1998

2. Act 3418/200%Code on
Medical Ethic§Greek)

http://www.bioethics.gr/media/pdf/y -/79602/2007Harmonization of

iolaw/human/code_of practice ne!
gr.pdf

1. Ministerial Decision +3
89292/2003Harmonization of

| the Greel_egislation with EU
Legislation, According to the
Directive 2001/20/EC
http://www.bioethics.gr/media/pdf/bi
olaw/human/clinical_trials_directive |

gr.pdf
2. Ministerial Decision( +3

wthe Greel_egislationwith EU
Legislation accorihg to the
Directive 2005/28/EC:
http://www.bioethics.gr/media/pdf/bi
olaw/human/DYG3&9602.pdf

NBC:

1. A Guide for Research Ethics
Committees for Bialgical Research
(2009):
http://www.bioethics.gr/document.php?categ
y_id=55&document_id=808

| 2. Recommendation on Clinical Trials:
http://www.bioethics.gr/media/pdf/frecommen
ations/recom_clinical_trials_en.pdf

o

Research Injury

National Bioethics Commission
(NBC):

http://www.bioehics.gr/index.php?categq
ry_id=3

1. Act 2619/98: Ratification of
the Convention for the
Protection of Human Rights ang
Dignity of the Human Being
with Regard to theApplication
of Biology and Medicine (1998

2. Act 3418/200%Code on
Medical Ethic§Greek)

http://www.bioethics.gr/media/pdf/y -/79602/200Harmonization of

iolaw/human/code_of practice ne!
gr.pdf

1. Ministerial Decisionl +3
89292/2003Harmonization of

| the Greel_egislationwith EU
Legislation According to the
Directive 2001/20/EC
http://www.bioethics.gr/media/pdf/bi
olaw/hurman/clinical_trials_directive |

gr.pdf
2. Ministerial Decision( +3

wthe Greel_egislationwith EU
Legislation According to the
Directive 2005/28/EC
http://www.bioethics.gr/media/pdf/bi
olaw/human/DYG3&/9602.pdf

NBC:

1. A Guide for Research Ethics
Committees for Biological Research
(2009):
http://www.bioethics.gdocument.php?catego|
y id=55&document _id=808

2. Recommendation on Clinical Trials:
http://www.bioethics.gr/media/pdf/recommen
ations/recom_clinical_trials_en.pdf

Various:
http://www.eof.gr/web/guest/clinicalmedical
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http://www.dfg.de/download/pdf/dfg_magazin/forschungspolitik/stammzellforschung/stammzellforschung_deutschland_lang_0610.pdf
http://www.dfg.de/download/pdf/dfg_magazin/forschungspolitik/stammzellforschung/stammzellforschung_deutschland_lang_0610.pdf
http://www.dfg.de/download/pdf/dfg_magazin/forschungspolitik/stammzellforschung/stammzellforschung_deutschland_lang_0610.pdf
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/media/pdf/recommendations/research_ethics_code.pdf
http://www.bioethics.gr/media/pdf/recommendations/research_ethics_code.pdf
http://www.bioethics.gr/media/pdf/recommendations/guide.pdf
http://www.bioethics.gr/media/pdf/recommendations/guide.pdf
http://www.eof.gr/web/guest/home
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/clinical_trials_directive_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/clinical_trials_directive_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/clinical_trials_directive_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/DYG3a-79602.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/DYG3a-79602.pdf
http://www.bioethics.gr/document.php?category_id=55&document_id=808
http://www.bioethics.gr/document.php?category_id=55&document_id=808
http://www.bioethics.gr/media/pdf/recommendations/recom_clinical_trials_en.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_clinical_trials_en.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_clinical_trials_en.pdf
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/clinical_trials_directive_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/clinical_trials_directive_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/clinical_trials_directive_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/DYG3a-79602.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/DYG3a-79602.pdf
http://www.bioethics.gr/document.php?category_id=55&document_id=808
http://www.bioethics.gr/document.php?category_id=55&document_id=808
http://www.bioethics.gr/media/pdf/recommendations/recom_clinical_trials_en.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_clinical_trials_en.pdf
http://www.eof.gr/web/guest/clinicalmedical

Country Key Organizations Legislation Regulations Guidelines
Privacy/Data Hellenic Data Protection Audhity 1. Greek Constitution
Protection (Greek):http://www.dpa.qgr/ 1975/1986/2001 Article 9.1

2. Act 2619/98 (Biomedicine
Convention of the Council of
Europe) (1998)

3. Act 2472/1997 on the
Protection of Individuals with
Regad to the Processing of
Personal Data (As Amended by
Laws 2819/2000 and
2915/2000) (Greek):
http://www.dpa.gr/Documents/Eng

2472engl_all.doc
4. Act 3418/2005Code on

Medical Ethic§Greek)

http://www.bioethics.gr/media/pdf/ty

iolaw/human/code_of practice ne!
gr.pdf

W

Genetic Research

1. Hellenic Data Protection Authority
(HDPA) (Greek):http://www.dpa.qgr/
2. National Bioethics Commission
(NBC):
http://www.bioethics.gr/index.php?categ
ry_id=3

1. Greek Constitution
1975/1986/2001, Article 5.5
2. Act 2619/98: Ratification of
the Convention for the
oProtectionof Human Rights ang
Dignity of the Human Being
with Regard to theApplication
of Biology and Medicine (1998
3. Act 2472/1997 on the
Protection of Individuals with
Regard to the Processing of
Peronal Data (As Amended by
Laws 2819/2000 and
2915/2000) (Greek):
http://www.dpa.gr/Documents/Eng

2472engl_all.doc
4. Act 3418/2005Code on

Medical Ethic§Greek)

http://www.bioethics.gr/media/pdf/ty

iolaw/human/code_of practice ne!
gr.pdf

W

HDPA:
Opinion No. 15/2001

NBC:

1. Recommendation on Banks of
Biological Material of Human Origin
(Biobanks) in Bomedical RsearctO
http://www.bioethics.gr/media/pdf/recommen

ations/biobanks_recom_eng.pdf

2.Recommendation on the Collection and

Use of Genetic Bta:
http://www.bioethics.gr/media/pdf/recommen

ations/recom_genetic_data_eng.pdf

3. Opinion on Prenatal and Pre
implantation Diagnosis and Embryo
Treatment
http://www.bioethics.gr/media/pdf/recommen
ations/1_pd_pgd_opin_eng2.pdf

d

d

Embryos, Stem
Cells, and Cloning

1. National Bioethics Commission
(NBC):
http://www.bioethics.gr/index.php?categ
ry_id=3
2. National Authority for Medically

1. Act 2619/98: Ratification of
the Convention for the
oProtection of Human Rights ang
Dignity of the Human Being
with Regard to theApplication

Assisted Reproduction (Greek):

of Biology and Medicine (1998

NBC:

1. Recommendation on the Use of Stem
Cells in Biomedicine and Clinical
Medicine
http://www.bioethics.gr/media/pdf/recommen

o

ations/recom_stem_cells_eng.pdf
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http://www.dpa.gr/
http://www.dpa.gr/Documents/Eng/2472engl_all.doc
http://www.dpa.gr/Documents/Eng/2472engl_all.doc
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.dpa.gr/
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/index.php?category_id=3
http://www.dpa.gr/Documents/Eng/2472engl_all.doc
http://www.dpa.gr/Documents/Eng/2472engl_all.doc
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/code_of_practice_new_gr.pdf
http://www.bioethics.gr/media/pdf/recommendations/biobanks_recom_eng.pdf
http://www.bioethics.gr/media/pdf/recommendations/biobanks_recom_eng.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_genetic_data_eng.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_genetic_data_eng.pdf
http://www.bioethics.gr/media/pdf/recommendations/1_pd_pgd_opin_eng2.pdf
http://www.bioethics.gr/media/pdf/recommendations/1_pd_pgd_opin_eng2.pdf
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/index.php?category_id=3
http://www.bioethics.gr/media/pdf/recommendations/recom_stem_cells_eng.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_stem_cells_eng.pdf

Country Key Organizations Legislation Regulations Guidelines
http://www.iya.gr 2. Civil Code (Act 3089/2002, 2. Remmmendatio on Human
Medically Assisted Reproductive ®ning:
Reproductioix http://www.bioethics.gr/media/pdf/recommen
http://www.bioethics.gr/media/pdf/ty ations/recom_cloning_eng.pdf
iolaw/human/assisted_reproduction 3. Opinion on Prenatal and&
gr.pdf implantationDiagnosisand Embryo

3. Act 3305/200%Application Treatment:
of Medically Assisted http://www.bioethics.gr/media/pdf/recommen
Reproduction: ations/1_pd_pgd_opin_eng2.pdf
http://www.bioethics.gr/media/pdf/ty
iolaw/human/fertility_clinics_requls
tion.pdf

Hungary

For anoverview of human subjegrrotections in Hungary, s&@National Regulations on Ethics and Research in Hunduty:@ec.europa.eu/research/science

society/pdf/hu_eng_|

Ir.pdf

General

1. Ministry of Human Resources
(EMMI):
http://www.kormany.hu/hu/emberi
eroforrasokminiszteriuma

2. Medical Research Council,
Scientific and Research Ethics
Committee

1. Fundamental Lavef
Hungary Articles|I-llI

2. Act CLIV of 1997 on Health
Care, Chapter VIl

3. Act IV of 1978 on the
Criminal Code Title llof
Chapter XlI. Crimes Against the
Order of Medical Interventions
and Medical Research and
Against SelfDetermination
Related to Health Issues

4. Act VI. of 2002 on the
promulgation of thé®viedo
Convention on Human Rights
and Biomedicine

5. Act LXXXI of 2006 on the
Promulgation of the Additional
Protocol to the Convention on
Human Rights and Biomedicing
concerning Biomedical
Research

154

1. Decree No. 235/200&.20.)
from the Hungarian Government
on the Regulations of Giving
Permission for Human Medical
Experiments, for Clinical Studies
of Experimental Medicinal
Productsand for the Clinical
Studies of the Medical Devices
(Hungarian):
http://net.jogtar.hu/jr/gen/hjegy_doc
gi?docid=A0900235.KOR&celpara=

#xcelparam
2. Decree 23/2002 (V. 9.) of the

Minister of Health on Biomedica
Research on Human Beings
(Hungarian):
http://net.jogtar.hu/jr/gen/hjegy_doc
gi?docid=A0200023.EUM&celpara=
#ixcelparam

9]

9]

Drugs and Devices

Drugs

1. National Institute for Quality and
OrganizationaDevelopment in
Healthcare and Medicines:
http://www.ogyi.hu/main_page/

2. Medical Research Council, Ethics
Committee for Clinical
Pharmacology:

http://www.ett.hu/kfeb/kfeb.htm

Clinical Trials:

Act XCV of 2005 s Medicinal
Products for Human &
Section 3
http://net.jogtar.hu/jr/gen/getdoc.cgi
?2docid=a0500095.tv&dbnum=62

Clinical Trials:

Decree 35/2005 (VIII. 26) of the
Minister of Health on the Clinical
Trial and Application of Correct
Clinical Practices of
InvestigationaMedicinal
Products Intended for Use in

Rules Governing Medicinal Products in
the European Union, Volume 10:
http://ec.europa.eu/health/documents/eudral

vol-10/

X/
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http://www.iya.gr/
http://www.bioethics.gr/media/pdf/biolaw/human/assisted_reproduction_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/assisted_reproduction_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/assisted_reproduction_gr.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/fertility_clinics_regulation.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/fertility_clinics_regulation.pdf
http://www.bioethics.gr/media/pdf/biolaw/human/fertility_clinics_regulation.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_cloning_eng.pdf
http://www.bioethics.gr/media/pdf/recommendations/recom_cloning_eng.pdf
http://www.bioethics.gr/media/pdf/recommendations/1_pd_pgd_opin_eng2.pdf
http://www.bioethics.gr/media/pdf/recommendations/1_pd_pgd_opin_eng2.pdf
http://ec.europa.eu/research/science-society/pdf/hu_eng_lr.pdf
http://ec.europa.eu/research/science-society/pdf/hu_eng_lr.pdf
http://www.kormany.hu/hu/emberi-eroforrasok-miniszteriuma
http://www.kormany.hu/hu/emberi-eroforrasok-miniszteriuma
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900235.KOR&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900235.KOR&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900235.KOR&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://www.ogyi.hu/main_page/
http://www.ett.hu/kfeb/kfeb.htm
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=a0500095.tv&dbnum=62
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=a0500095.tv&dbnum=62
http://ec.europa.eu/health/documents/eudralex/vol-10/
http://ec.europa.eu/health/documents/eudralex/vol-10/

Country

Key Organizations

Legislation

Regulations

Guidelines

3. European Unian
http://ec.europa.eu/health/index_en
m

NonInterventional Trials:

hAct CLIV of 1997 on Health
Care, Chapter VIII:
http://net.jogtar.hu/jr/gen/hjegy do
.cgi?docid=99700154.TV

Humans:
http://net.jogtar.hu/jr/gen/hjegy_doc
gi?docid=A0500035.EUM&celpara=
- #xcelparam

9]

NonInterventional Tials:
Decree 23/2002. (V.)of the
Minister of Health on Biomedicadl
Research on Human Beings
http://net.jogtar.hu/jr/gen/hjegy_doc
gi?docid=A0200023.EUM&celpara
#xcelparam

9]

Devices

1. Authority for Medical Devices:
http://www.eekh.hu/en/index.php?optior
com_content&task=blogcategory&id=14
&ltemid=28

2. Medical Research Council, Ethicg
Committee for Clinical
Pharmacology
http://www.ett.hu/kfeb/kfeb.htm

Act CLIV of 1997 on Health

=Care, Chapter VIII:
http://net.jogar.hu/jr/gen/hjegy dog
.cgi?docid=99700154.TV

Clinical Trials:

Decree 4/2009. (lll. 17.) of the
Minister of Health on Medical
Devices:
http://net.jogtar.hu/jden/hjegy doc.c
gi?docid=A0900004.EUM&celpara=|
#xcelparam

NontInterventional Trials:
1. Government Decree 235/2009.
(X.20.) on the Regulations of
Giving Permission for Human
Medical Experiments, for Clinical
Studies of Experimental
Medicinal Products anfibr the
Clinical Studies of the Medical
Devices
http://net.jogtar.hu/jr/gen/hjegy_doc
gi?docid=A0900235.KOR&celpara=

#ixcelparam
2. Decree 23/2002. (V. 2f the

Minister of Health on Biomedical
Research on Human Beings
http://net.jogtar.hu/jr/gen/hjeqgy d
oc.cqgi?docid=A0200023.EUM&¢
elpara=#xcelparam

9]

Reseach Injury

National Institute for Quality and
Organizational Development in
Healthcare and Medicines:
http://www.ogyi.hu/main_page/

Act XCV of 2005 o Medicinal
Products for Human &&
Section 3, Paragraph 5:
http://net.jogtar.hu/jr/gen/getdoc.cg
2docid=a0500095.tv&dbnum=62

Privacy/Data
Protection

Hungarian National Authority for
Data Protection and Freedom of

1. Act CXII of 2011 on
Informational Self
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http://ec.europa.eu/health/index_en.htm
http://ec.europa.eu/health/index_en.htm
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700154.TV
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700154.TV
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0500035.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0500035.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0500035.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://www.eekh.hu/en/index.php?option=com_content&task=blogcategory&id=14&Itemid=28
http://www.eekh.hu/en/index.php?option=com_content&task=blogcategory&id=14&Itemid=28
http://www.eekh.hu/en/index.php?option=com_content&task=blogcategory&id=14&Itemid=28
http://www.ett.hu/kfeb/kfeb.htm
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700154.TV
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700154.TV
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900004.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900004.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900004.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900235.KOR&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900235.KOR&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0900235.KOR&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200023.EUM&celpara=#xcelparam
http://www.ogyi.hu/main_page/
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=a0500095.tv&dbnum=62
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=a0500095.tv&dbnum=62

Country Key Organizations Legislation Regulations Guidelines
Information Determination and Freedom of
http://www.naih.hu/general Information:

information.html

http://net.jogtar.hu/jr/gen/hjegy d
0c.cgi?docid=A1100112.TV&cel
para=#txcelparam

2. Act XLVII of 1997 on the
Handling of Medical and Other
Related Data
http://net.jogtar.hu/jr/gen/hjegy do
.cgi?docid=99700047.TV&celpara
#xcelparam

(%)

Human Biological
Materials

Ministry of Human Resources
(EMMI):
http://www.kormany.b/hu/ember

eroforrasokminiszteriuma

Act LXXX of 2006 on the
Promulgation of the Additional
Protocol to the Convention on
Human Rights and Biomedicing
Concerning Transplantation of
Organs and’issues of Human
Origin:
http://net.jogtar.hu/jr/gen/hjegy do
.cgi?docid=A0600080.TV&celpara
=#xcelparam

Decree 18/1998 (X1l 27) EYM o]
Implementing Act CLIV of 1997
on Health Care as regards

>, Transplantation and Storage of
Organs and Tissues and Certain
Histopathology Examinations
http://net.jogtar.hu/jr/gen/hjegy_doc
c 9i?docid=99800018.EUM&celpara=
xcelparam

Rae)

Genetic Research

Act XXI of 2008 on the Rules o
Protection of Human Genetic
Data, of Human Genetic
Examinations and Research arj
of the Operation of Biobanks
http://net.jogtathu/jr/gen/hjegy doc
.cgi?docid=A0800021.TV&celpara
=#xcelparam

d

Decree 60/2003. (X. 20.) of the Minister
of Health, Social and Family Affairs on
the Minimum Professional Requirements
Necessary for Providing Healtle&ices
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?doci
=A0300060.ESC&celpara=#xcelparam

D

Embryos, Stem
Cells, and Cloning

1. Ministry of Human Resources
(EMMI):
http://www.kormany.hu/hu/emberi

eroforrasokminiszteriuma

2. Medical Research Council

1. Act CLIV of 1997 on Health
Care Articles 180182:

http://www.eshre.com/ESHRE/Eng
ish/LegatMattersand

Guidelines/Legal
documentation/Hungary/page.asp

557

2.Act VI of 2002 on the
Promulgationof the Convention
on Human Rights and Medicine
and the AdditionaProtocol on
Cloning
http://net.jogtar.hu/jr/gen/hjeqy do
.cqi?docid=A0200006.TV&celpara
=#xcelparam

Decree 30/1998VI. 24.) of the
Minister of Welfareon

I Regulations on Specific
Procedures for Human
Reproduction

/ http://net.jogtar.hu/jr/gen/hjegy_doc
gi?docid=99800030.NM&celpara=#
celparam

O

Decree 18/1998XIl. 27.) of the Minister
of Health on Implementing AcCLIV of
1997 on Health Care a®Bards
Transplantation and Storage of Organs
Tissues and Certain Histopathology
cExaminations
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?doci
=99800018.EUM&celpara=#xcelparam

and

O
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http://www.naih.hu/general-information.html
http://www.naih.hu/general-information.html
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A1100112.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A1100112.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A1100112.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700047.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700047.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700047.TV&celpara=#xcelparam
http://www.kormany.hu/hu/emberi-eroforrasok-miniszteriuma
http://www.kormany.hu/hu/emberi-eroforrasok-miniszteriuma
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0600080.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0600080.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0600080.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800018.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800018.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800018.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0800021.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0800021.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0800021.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0300060.ESC&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0300060.ESC&celpara=#xcelparam
http://www.kormany.hu/hu/emberi-eroforrasok-miniszteriuma
http://www.kormany.hu/hu/emberi-eroforrasok-miniszteriuma
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Hungary/page.aspx/557
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Hungary/page.aspx/557
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Hungary/page.aspx/557
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Hungary/page.aspx/557
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Hungary/page.aspx/557
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200006.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200006.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0200006.TV&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800030.NM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800030.NM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800030.NM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800018.EUM&celpara=#xcelparam
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99800018.EUM&celpara=#xcelparam

Country Key Organizations Legislation Regulations Guidelines
Iceland
General 1. Ministry of Welfare (MOW): 1. Act on the Rights of Patients| MOW: NBC:

http://ministryofhealth.is

2. National Bioethics Committee
(NBC):
www.visindasidanefnd.i{Select
OEnglishO in the uppéght hand
corner)

No. 74/1997 Article 10(2009:
http://eng.velferdarraduneyti.is/act
of-Parliament/nr/20100

2. Qviedo Convention on
Human Rights and Biomedicing
(2004)

Regulation on Scientific Researq
5 in the Biomedical field, No. 286
(2008)
http://eng.heilbrigdisraduneyti.is/law|
® -andregulations/Regulations//nr/284

~N T

hl. Research Projects

2. Withdrawal

Drugs and Devices

Drugs
1. Icelandic Medicines Agency Medicinal Products Act No. MCA:
(MCA): 93/1994(2013): Regulation on Clinical Trials of

http://www.imca.is/

2. National Bioethics Committee
(NBC):

www.visindasidanefnd.is

http://eng.heilbrigdisraduneyti.is/la
ws-andregulations/laws//nr/3128

Medicinal Products in Humans
No. 4432004(2010:
http://eng.heilbrigdisraduneyti.is/me
ia/Reglugerdir

of medicinal_products_in_humans |
N04432004.pdf

enska/Regulation_on_clinical_trials |

)

Devices

Ministry of Welfare
http://eng.heilbrigdisraduneyti.is/

Act on Medical Devices No
16/2001(2011)
http://eng.heilbrigdisraduneyti.is/la

Regulation orMedical Devices
No. 934/2010(2010)
http://eng.velferdarraduneyti.is/medi

ws-andreguldions/nr/687

[Reglugerdirenska/Regulaticon
MedicalDevicesN0-934-2010.pdf

2. Regulatioron Active
Implantable Medical BvicesNo.
320/2011 (Icelandic)
http://www.stjornartidindi.is/Advert.al
spx?ID=c5@676c4651:46c283b5
ad946f3deeaa

3. Regulation on In Vitro
Diagnostic Medical Bvices No
936/2011 (Icelandic)
http://stjornartidindi.is/Advert.asy
x?|D=f20b3e4-ab2544d38e32
e5f42a7b02f0

D

Research Injury

Icelandic Medicines Control Agency
(MCA):
http://www.imca.is/

1. Act on Patient Insurance No
111/2000(2019):
http://eng.velferdarraduneyti.is/me
a/acrobat
enskar_sidur/Act_on_Patient_Insu
nce_as_amended.pdf

2. Act on Health Insurance No
112/2008(2012:
http://eng.velferdarraduneyti.is/me

Regulation on Clinical Trials of

Medicinal Products in Humans
iNo 443/20042010):

http://eng.heilbrigdisraduneyti.is/me
rda/Reglugerdir

of _medicinal_prodats_in_humans_
N04432004.pdf

)|

a/acrobat

enska/Requlation_on_clinical_trials |
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http://ministryofhealth.is/
http://www.visindasidanefnd.is/
http://eng.velferdarraduneyti.is/acts-of-Parliament/nr/20100
http://eng.velferdarraduneyti.is/acts-of-Parliament/nr/20100
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/Regulations/nr/2847
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/Regulations/nr/2847
http://www.imca.is/
http://www.visindasidanefnd.is/
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/laws/nr/3128
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/laws/nr/3128
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/nr/687
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/nr/687
http://eng.velferdarraduneyti.is/media/Reglugerdir-enska/Regulation-on-Medical-Devices-No-934-2010.pdf
http://eng.velferdarraduneyti.is/media/Reglugerdir-enska/Regulation-on-Medical-Devices-No-934-2010.pdf
http://eng.velferdarraduneyti.is/media/Reglugerdir-enska/Regulation-on-Medical-Devices-No-934-2010.pdf
http://www.stjornartidindi.is/Advert.aspx?ID=c50d676c-4651-46c2-83b5-ad946f3deeaa
http://www.stjornartidindi.is/Advert.aspx?ID=c50d676c-4651-46c2-83b5-ad946f3deeaa
http://www.stjornartidindi.is/Advert.aspx?ID=c50d676c-4651-46c2-83b5-ad946f3deeaa
http://stjornartidindi.is/Advert.aspx?ID=f20b3e4e-ab25-44d3-8e32-e5f42a7b02f0
http://stjornartidindi.is/Advert.aspx?ID=f20b3e4e-ab25-44d3-8e32-e5f42a7b02f0
http://stjornartidindi.is/Advert.aspx?ID=f20b3e4e-ab25-44d3-8e32-e5f42a7b02f0
http://www.imca.is/
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_on_Patient_Insurance_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_on_Patient_Insurance_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_on_Patient_Insurance_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_on_Patient_Insurance_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_on_Health_Insurance_No_112_2008.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_on_Health_Insurance_No_112_2008.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf
http://eng.heilbrigdisraduneyti.is/media/Reglugerdir-enska/Regulation_on_clinical_trials_of_medicinal_products_in_humans_No443-2004.pdf

Country Key Organizations Legislation Regulations Guidelines
enskar_sidur/Act_on_Health_Insu
nce_No_ 112 2008.pdf

Privacy/Data Data Protection Authority: Act on the Protection of Privacy Government Regulation on a

Protection http://www.personuvernd.is/informatien | as Regards the Pressing of Health Sector Database No. 32

in-english/

Personal Data, No. 77/2000
(2012):
http://www.personuvernd.is/inform
tion-in-english/

(2000):
http://eng.heilbrigdisraduneyti.is/laws
5 -andregulations/nr/670

Human Biological
Materials

1. Ministry of Welfare
http://ministryofhealth.is

2. NationalBioethics Committee
(NBC):

www.visindasidanefnd.is

Biobanks Act No. 110/2000
(2009):
http://ministryofhealth.is/lawand
requlations/n31

Regulations on the Keeping and
Utilization of Biological Samples
in Biobanks No. 134 (2001):

http://eng.heilbrigdisraduneyti.is/laws
-andrequlations/nr/684

NBC:
1. Biologcal Samples (2001)
2. Research Services

Embryos, Stem
Cells, and Cloning

1. Additional Protocol to the
Convention for the Protection o
Human Rights and Dignity of
the Human Beig with regard to
the Application of Biology and
Medicine, on the Prohibition of
Cloning Human Being&004)

2. Act on Artificial Fertilisation
and Wse of Human Gametes an
Embryos for SterCell
Research, No. 55/1998010:

http://eng.velferdarraduneyti.is/me
a/acrobat

enskar_sidur/Act No 55 1996 on_

Artificial_Fertilisation_etc_as_ame
ded.pdf

Regulation on Artificial

f Fertilization No 144/2009
(Icelandic):
http://stjornartidindi.is/Advert.aspx?I
D=9442c80e2b634a439526-
41d03d9b2495

o

)|

Ireland

General

Irish Council for BioethicgICB):
http://www.bioethics.ie

Operational Procedures for Research
Ethics Committees: Guidance 2004
http://www.bioethics.ie/uploads/docs/deipdf

Drugs and Devices

Drugs

Irish Medicines Board:
http://www.imb.ie/

European Communities
(Clinical Trials on Medianal
Products for Human Use)
Amendmen004 (S.l. No. 878
of 2004)
http://www.dohc.ie/legislation/staty

1. European Communities
(Clinical Trials on Medicinal
Products for Human Use)
Regulations 2004 (S.l. NG90 of
2004)

t http://www.dohc.ie/leqgislation/statutd

ory _instruments/?year=2004&num

bry instruments/?year=2004&numbe

er=878

=190
2. European Communities
(Clinical Trials on Medicinh

Products for Human Use)

IMB:
Guide to Clinical Trials (2004)
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http://www.personuvernd.is/information-in-english/
http://www.personuvernd.is/information-in-english/
http://www.personuvernd.is/information-in-english/
http://www.personuvernd.is/information-in-english/
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/nr/670
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/nr/670
http://ministryofhealth.is/
http://www.visindasidanefnd.is/
http://ministryofhealth.is/laws-and-regulations/nr/31
http://ministryofhealth.is/laws-and-regulations/nr/31
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/nr/684
http://eng.heilbrigdisraduneyti.is/laws-and-regulations/nr/684
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_No_55_1996_on_Artificial_Fertilisation_etc_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_No_55_1996_on_Artificial_Fertilisation_etc_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_No_55_1996_on_Artificial_Fertilisation_etc_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_No_55_1996_on_Artificial_Fertilisation_etc_as_amended.pdf
http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Act_No_55_1996_on_Artificial_Fertilisation_etc_as_amended.pdf
http://stjornartidindi.is/Advert.aspx?ID=9442c80d-2b63-4a43-9526-41d03d9b2495
http://stjornartidindi.is/Advert.aspx?ID=9442c80d-2b63-4a43-9526-41d03d9b2495
http://stjornartidindi.is/Advert.aspx?ID=9442c80d-2b63-4a43-9526-41d03d9b2495
http://www.bioethics.ie/
http://www.bioethics.ie/uploads/docs/guide.pdf
http://www.imb.ie/
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=878
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=878
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=878
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=190
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=190
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=190
http://www.dohc.ie/issues/clinical_trials_2004/CT_EC_No2_Regulations_2006.pdf
http://www.dohc.ie/issues/clinical_trials_2004/CT_EC_No2_Regulations_2006.pdf
http://www.dohc.ie/issues/clinical_trials_2004/CT_EC_No2_Regulations_2006.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

(Amendment No. 2) Regulations
2006 (S.I. 374 of 2006)
http://www.dohc.ie/legislation/statut
ry_instruments/?year=2006&numbe|
=374

Devices

Irish Medicines Board:
http://www.imb.ie/EN/Medical
Devices.aspx

Various:http://www.imb.ie/EN/Medical
Devices/PreMarkeActivities/Clinicak
Investigations.aspx

Research Injury

Irish Medicines Board:
http://www.imb.ie/

European Communities (Clinical
Trials on Medicinal Products for
Human Use) Regulations 2004
Section 13(6)(k) and Schedule 1
Part 2, Paragraph(%.1. No.190
of 2004)

http://www.dohc.ie/legislation/statut

ry_instruments/?year=2004&numbe|
=190

r

Privacy/Data
Protection

Data Protection Commissien
http://www.dataprotection.ie/docs/Home
4.htm

Data Protection Act (1988), as
amended (2003

http://www.irishstatutebook.ie/2003
/en/act/pub/0006/index.html

Human Biological
Materials

1. Irish Medicines Board:
http://www.imb.ie/EN/BloodTissues-
Cells~.aspx

2. Irish Council for Bioethics:
http://www.bioethics.ie

Human Bological Material:
Recommendations for Collection, Use,
and Storage in Research (2005)
http://www.bioethics.ie/pdfs/BioEthics_fin.pd

Genetic Research

Irish Medicines Board:
http://www.imb.ie/

Guidelines for Pharmacogenetic Resear
(2006):

http://www.imb.ie/images/uploaded/documer
/AUT -
G00®_Guidelines_for_pharmacogenetic_res
rch_vi.pdf

Italy

General

1. National Federation of Ethics
Committees (FNACE) (ltalian):
http://www.unich.it/fnace/

2. National Monitoring Center for
Clinical Trials (OSS):
http://osssperclin.agenziafarmaco.it/
3. National Bioethics Committee
(NBC):

http://www.governo.it/bioetica/eng/index.

html
4. Ministry of Health (Italian):

http://www.ministerosalute.it

Statute on the National l
Federation of Ethics Committe
(1995) (Italian):
http://www.unich.it/fnace/stato.ht
m

FNACE:

Regulation Implementing the
Statute on the National Federal
Ethics Committees (1995)

OSS:

Ministerial Decree: Terms of
Reference for the Establishment
and the Functioning of Ethics
Committees (May 12, 2006)

NBC:

Opinion of the Natioal Bioethics
bfCommittee on the European Protocol on
Biomedical Research (1999)
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http://www.dohc.ie/legislation/statutory_instruments/?year=2006&number=374
http://www.dohc.ie/legislation/statutory_instruments/?year=2006&number=374
http://www.dohc.ie/legislation/statutory_instruments/?year=2006&number=374
http://www.imb.ie/EN/Medical-Devices.aspx
http://www.imb.ie/EN/Medical-Devices.aspx
http://www.imb.ie/EN/Medical-Devices/PreMarket-Activities/Clinical-Investigations.aspx
http://www.imb.ie/EN/Medical-Devices/PreMarket-Activities/Clinical-Investigations.aspx
http://www.imb.ie/EN/Medical-Devices/PreMarket-Activities/Clinical-Investigations.aspx
http://www.imb.ie/
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/issues/clinical_trials_2004/Commission_Directive_2003_94_EC.pdf
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=190
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=190
http://www.dohc.ie/legislation/statutory_instruments/?year=2004&number=190
http://www.dataprotection.ie/docs/Home/4.htm
http://www.dataprotection.ie/docs/Home/4.htm
http://www.irishstatutebook.ie/2003/en/act/pub/0006/index.html
http://www.irishstatutebook.ie/2003/en/act/pub/0006/index.html
http://www.imb.ie/EN/Blood-Tissues--Cells~.aspx
http://www.imb.ie/EN/Blood-Tissues--Cells~.aspx
http://www.bioethics.ie/
http://www.bioethics.ie/pdfs/BioEthics_fin.pdf
http://www.imb.ie/
http://www.imb.ie/images/uploaded/documents/AUT-G0003_Guidelines_for_pharmacogenetic_research_v1.pdf
http://www.imb.ie/images/uploaded/documents/AUT-G0003_Guidelines_for_pharmacogenetic_research_v1.pdf
http://www.imb.ie/images/uploaded/documents/AUT-G0003_Guidelines_for_pharmacogenetic_research_v1.pdf
http://www.imb.ie/images/uploaded/documents/AUT-G0003_Guidelines_for_pharmacogenetic_research_v1.pdf
http://www.unich.it/fnace
http://oss-sper-clin.agenziafarmaco.it/
http://www.governo.it/bioetica/eng/index.html
http://www.governo.it/bioetica/eng/index.html
http://www.ministerosalute.it/
http://www.unich.it/fnace/statuto.htm
http://www.unich.it/fnace/statuto.htm

Country

Key Organizations

Legislation

Regulations

Guidelines

Drugs and Devices

Drugs

1. National Monitoring Center for
Clinical Trials:http://osssper
clin.agenziafarmaco.it/

2. Italian Medicines Agency (Italian)
http://www.agenziafarmaco.it/

3. Ministry of Health (MOH)
(Italian):
http://www.ministerosalute.it

1. Decree of the Presidenttbe
Republic: Regulations to
Simplify the Procedures and to
Verify and Check New Systems
and Experimental Therapeutic
Protocols (September 21, 2001
(Italian)

2. Legislative Decree No. 211:
Transposition of Directive
2001/20/EC Relating to the
Implementaibn of Good

Clinical Practice in the Conduct
of Clinical Trials on Medicinal
Products for Clinical Use
(2003):

http://ricerca
clinica.agenziafarmaco.it/en/node/
6

3. Legislative Decree N&00:
Transposition of Directive
2005/28EC Laying down
Principles and Detailed
Guidelinesas Regards
Investigational MedicaProducts
for Human Use, as well as the
Requirements for Authorizing o
Manufacturing or Importing of
such Productf2007)(ltalian):
http://www.aifa.gov.it/allegati/digs |
200-6nov2007.pdf

Italy has numerous regulations
that govern drug research

http://ricerca
5 clinica.agenziafarmaco.it/en/node/2

) The following are the most
important:
1. Ministerial Decree 21
December 2007:
Directions for Submitting the
Request for Authorisation of a
Clinical Trial on a Medicinal
Product forHuman e b the
Conpetent Authority, for
Communicating Substantial
Amendments, for Declaring the

» End of the Trial and for the
Request of an @inion to the
Ethics Committee
2. Ministerial Decree 31 March
2008:Definition of the Minimum
Requirements that Contract
Research Orgasations (CROS)
Shall Satisfy in Order to Work
within Clinical Trials on

f Medicinal Products

5

Devices

Ministry of Health, Directorate
General for Medicines and Medical
Devices(Italian):
http://www.ministeosalute.it

Ministerial Decree 2 of August
2005: Procedures for the
Presentation of Documentation t
Notify about Clinical
Investigations withMedical
Devices:
http://www.salute.gov.it/dispositivi/p
aginainterna.jsp?id=1523&menu=cli
ical&lingua=english

Administrative Procedures Concerning t
Conductionof Clinical Investigations with
o CE-Marked MedicalDevices(2007):
http://www.salute.gov.it/imgs/C_17_pagineA
e_1033 listaFile_itemName_0_file.pdf

Research Injury

Ministry of Health, Employment, ang
Social Policies

Ministerial Decree 14 of July
2009 Minimum Requirements fo
Insurance Policies which
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http://oss-sper-clin.agenziafarmaco.it/
http://oss-sper-clin.agenziafarmaco.it/
http://www.agenziafarmaco.it/
http://www.ministerosalute.it/
http://ricerca-clinica.agenziafarmaco.it/en/node/26
http://ricerca-clinica.agenziafarmaco.it/en/node/26
http://ricerca-clinica.agenziafarmaco.it/en/node/26
http://www.aifa.gov.it/allegati/dlgs_200-6nov2007.pdf
http://www.aifa.gov.it/allegati/dlgs_200-6nov2007.pdf
http://www.aifa.gov.it/allegati/dlgs_200-6nov2007.pdf
http://ricerca-clinica.agenziafarmaco.it/en/node/26
http://ricerca-clinica.agenziafarmaco.it/en/node/26
http://www.ministerosalute.it/
http://www.salute.gov.it/dispositivi/paginainterna.jsp?id=1523&menu=clinical&lingua=english
http://www.salute.gov.it/dispositivi/paginainterna.jsp?id=1523&menu=clinical&lingua=english
http://www.salute.gov.it/dispositivi/paginainterna.jsp?id=1523&menu=clinical&lingua=english
http://www.salute.gov.it/imgs/C_17_pagineAree_1033_listaFile_itemName_0_file.pdf
http://www.salute.gov.it/imgs/C_17_pagineAree_1033_listaFile_itemName_0_file.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

Safeguard Participants to Clinice
Trials of Medicinal Poducts:

http://ricerca
clinica.agenziafarmaco.it/it/node/3

Privacy/Data
Protectin

Italian Data Protectiolndependent
Authority (Italian):
http://www.garanteprivacy.it/garante/na
a/jsp/index.jsp?solotesto=N

Italian Personal Data Protectior
Code, Legglative Decree No.
1196 of June 30, 2003:
http://www.garanteprivacy.it/garan
e/navig/jsp/indeysp?folderpath=No
rmativa%?2Fltaliana%?2FI|l+Codice+
in+materia+di+protezione+dei+dat
+personali

1. Administrative Decree:
Electronic Data Transmission
Pertaining to Clinical Medical
Experimentation (May 25, 2000)

http://ricerca
clinica.agenziafarmaco.it/it/node/50¢

2. Regulation for the
Implementation of Articles No.
20 and 21 of the Legislative
Decree No. 196 of June 30, 200
3. Ministerial Decree No. 277
(2007)

D

Genetic Research

1. Insttuto Superiore di Sanita (ISS)
http://www.iss.it/chis/?lang=2

2. Italian Society of Human Genetic$

(SIGU): http:/iwww.sigu.net/

D

ISS:

Guidelines for Phase | Clinicalkials with
Investigational Medicinal Products
Employed in Gene Somatic Therapy
(2004) (Italian):
http://www.iss.it/binary/publ/publi/0478.1106
53420.pdf

SIGU:

Guidelines for GenetiBiobanks (208@):
http://www.biobanknetwork.org/documents/G
UIDELINES.pdf

Embryos, Stem
Cells, and Cloning

Regulation of Medically
Assisted Reproductioh,aw No.
40, Article 13 (2004):
http://www.eshre.com/ESHRE/Eng
ish/LegatMattersand
Guidelines/Legal

documentation/ltaly/page.aspx/167

Latvia

For anoverview ofhuman subjeqgprotections in Latvia, se@National Regulations on Ethics and Research in Latig:fec.europa

eu/research/sciesoeiety/pdf/lv_eng_lIr.pdf

General

Statutes of @ntral Medical Ethics
Committeeg1998) (Latvian)
http://www.likumi.lv/doc.php?id=
46597

Drugs and Devices

Drugs

1. State Agency of Medicines:

1. Pharmaceutical LaySection

http://www.vza.gov.lv/index.pp?setlang

26(2009

Cabinet Regulation N@89

Regulations on Conducting
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http://ricerca-clinica.agenziafarmaco.it/it/node/3
http://ricerca-clinica.agenziafarmaco.it/it/node/3
http://www.garanteprivacy.it/garante/navig/jsp/index.jsp?solotesto=N
http://www.garanteprivacy.it/garante/navig/jsp/index.jsp?solotesto=N
http://www.garanteprivacy.it/garante/navig/jsp/index.jsp?folderpath=Normativa%2FItaliana%2FIl+Codice+in+materia+di+protezione+dei+dati+personali
http://www.garanteprivacy.it/garante/navig/jsp/index.jsp?folderpath=Normativa%2FItaliana%2FIl+Codice+in+materia+di+protezione+dei+dati+personali
http://www.garanteprivacy.it/garante/navig/jsp/index.jsp?folderpath=Normativa%2FItaliana%2FIl+Codice+in+materia+di+protezione+dei+dati+personali
http://www.garanteprivacy.it/garante/navig/jsp/index.jsp?folderpath=Normativa%2FItaliana%2FIl+Codice+in+materia+di+protezione+dei+dati+personali
http://www.garanteprivacy.it/garante/navig/jsp/index.jsp?folderpath=Normativa%2FItaliana%2FIl+Codice+in+materia+di+protezione+dei+dati+personali
http://ricerca-clinica.agenziafarmaco.it/it/node/506
http://ricerca-clinica.agenziafarmaco.it/it/node/506
http://www.iss.it/chis/?lang=2
http://www.sigu.net/
http://www.iss.it/binary/publ/publi/0478.1106653420.pdf
http://www.iss.it/binary/publ/publi/0478.1106653420.pdf
http://www.biobanknetwork.org/documents/GUIDELINES.pdf
http://www.biobanknetwork.org/documents/GUIDELINES.pdf
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Italy/page.aspx/167
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Italy/page.aspx/167
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Italy/page.aspx/167
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Italy/page.aspx/167
http://ec.europa.eu/research/science-society/pdf/lv_eng_lr.pdf
http://www.vza.gov.lv/index.php?setlang=en&large

Country

Key Organizations

Legislation

Regulations

Guidelines

=en&large=
2. Central Medical Ethics Committe

http://www.vza.gov.lv/index.php?id

=355&sa=355&top=333

2. Law on the Rights of Patients

Section 11 (2010)
http://www.vvc.gov.lv/export/sites/

default/docs/RTA/Likumi/Law_O

n_the Rights of Patients.doc

D

Clinical Trials and Non
interventional studies and
Labeling of Investigational
Medicinal Products, and
Procedure for Conducting
Inspections on Compliance thi
the Requirementsf Good
Clinical Practice
http://www.zva.gov.lv/doc_upl/MK
not 289 English 02062010.pdf

Devices

State Agency of Medicines:
http://www.vza.gov.lv/index.php?setlang

=en&large=

Medical Treatment Law, Sectio|
34 (2009):
http://www.vvc.gov.lv/exort/sites/

default/docs/LRTA/Likumi/Medical

Treatment_Law.doc

Cabinet Regulation No. 891:
Procedures for the Clinical Trial
of Medical Devices Intended for
Human Use (2010):
http://www.vvc.gov.lv/export/sites/de
fault/docs/LRTA/MK Noteikumi/Ca
b. Reg. No. 891

Procedures_for_the_Clinical_Trial |

of Medical Devices.doc

Research Injury

State Agency ofMedicines:
http://www.vza.gov.lv/index.php?setlang
=en&large=

Drugs:
Cabinet Regulation No. 289
Regulations on Conatting
Clinical Trials and Non
Interventional studies and
Labeling of Inestigational
Medicinal Products, and
Procedure for Conducting
Inspections on Compliance with
the Requireents of Good
Clinical Practice, Sections 22,
31.6,54.10, 55.9, arsiL..14
(2010)
http://www.zva.gov.lv/doc_upl/MK
not 289 English_02062010.pdf
Devices:
Cabinet Regulation No. 891:
Procedures for the Clinical Trial
of Medical Devices Intended for
Human UseSections 42.7 and
62.5(2010):
http://www.vvc.gov.lv/export/sites/de
fault/docs/LRTA/MK_Noteikumi/Ca
b. Reg. No. 891

Procedures for the Clinical Trial
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http://www.zva.gov.lv/doc_upl/MK_not_289_English_02062010.pdf
http://www.zva.gov.lv/doc_upl/MK_not_289_English_02062010.pdf
http://www.vza.gov.lv/index.php?setlang=en&large
http://www.vza.gov.lv/index.php?setlang=en&large
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Medical_Treatment_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Medical_Treatment_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Medical_Treatment_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vza.gov.lv/index.php?setlang=en&large
http://www.vza.gov.lv/index.php?setlang=en&large
http://www.vza.gov.lv/doc_upl/MK_not_Nr_289_31032010.pdf
http://www.vza.gov.lv/doc_upl/MK_not_Nr_289_31032010.pdf
http://www.vza.gov.lv/doc_upl/MK_not_Nr_289_31032010.pdf
http://www.vza.gov.lv/doc_upl/MK_not_Nr_289_31032010.pdf
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._891_-_Procedures_for_the_Clinical_Trial_of_Medical_Devices.doc

Country

Key Organizations

Legislation

Regulations

Guidelines

of Medical Devices.doc

Privacy/Data
Protection

1. Data State Inspectorate:
http://www.dvi.gov.Ilv/eng/

2. Central Medical Ethics Committes

1. Personal Data Protection La
(2010}

2 http://www.dvi.gov.lv/eng/legislatio]
n/pdp/

Section 102010}
http://www.vvc.gov.lv/export/sites/
default/dcs/LRTA/Likumi/Law O
n_the Rights of Patients.doc

2. Law on the Rights of Patients

Human Biological
Materials

Central Medical Ethics Committee

Law on the Protection of Dead
Human Beings antse of
Human Organs and Tissue
(2008:
http://www.vvc.gov.lv/export/sites/

Cabinet Regulatioho. 208
Procedures for Banking, Storage
and Utilisation of Human Tissue
and Organ$2008)
http://www.vvc.gov.lv/export/sites/dg

default/docs/LRTA/Likumi/On_the

fault/docs/LRTA/MK_Noteikumi/Ca

Protection_of the Body of Decs

reb. Req. No. 208

sed Human Beings and theeUs

Bankingx_Storage and_Utilisation

of Human_Tissues_and_Organs_|

nof Human_Tissues_and_Organs.dd

Medicine.doc

ol

Genetic Research

1. Ministry of Health
http://www.vm.gov.lv/index.php?setlang
en

2. Data State Inspectorate:
http://www.dvi.gov.lv/eng/

3. Central Medical Ethics Committeg

1. Human Genome Research
=Law (2005:
http://www.vvc.gov.lv/export/sites/
default/docs/LRTA/Likumi/Human
Genome_Research_Law.doc
2 2. Law on the Development@n
Use of the National DNA
Databas€2006:
http://www.vvc.gov.lv/export/sites/
default/docs/LRTA/Likumi/Develop
ment_and Use of ¢h National D
NA Database.doc

Regulaton of the Cabinet of
Ministers:OProcedyres for
Genetic ResearchO (2004)

Embryos, Stem
Cells, and Cloning

1. Ministry of Health
http://www.vm.gov.lv/index.pp?setlang=
en

2. Central Medical Ethics Committes

Sexual and Reproductive Healt
Law, Sections 180 (2004)
http://www.vvc.gov.lv/exportises/

¢ default/docs/LRTA/Likumi/Sexual |
and_Reproductive Health Law.dqg

Cabinet Regulatioho. 716
Order of MedicallyAssisted
Procreation, Donor Registry, and
Donor Bank (2003)

C(Latvian)
http:/Avww.likumi.lv/doc.php?id=822

81&from=off

Lithuania

For anoverview of human subject@ections in Lithuania, se@National Regulations on Ethics and Research in Lithudnip:@ec.europa.eu/research/science

society/pdf/lt eng_Ir
General

pdf http://www.eurecnet.org/informa
1. Ministry of Health (MOH):
http://www.sam.lt/go.php/lit/IMG
2. Lithuanian Bioethics @nmmittee

ion/lithuania.html

1. Oviedo Convention on
Human Rights and Biomedicing
(2002):

(LBEC):

http://conventions.coe.int/treaty/en|

Government of the Republic of
2 Lithuania:

Decree Nr. 1458 on State Fees
1(2013

LBEC:

Guidelines for Patient Information &ét
and Informed Consent Form,dApted by
the Group of Experts on Biomedic
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http://www.dvi.gov.lv/eng/
http://www.dvi.gov.lv/eng/legislation/pdp/
http://www.dvi.gov.lv/eng/legislation/pdp/
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Law_On_the_Rights_of_Patients.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Law_On_the_Rights_of_Patients.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Law_On_the_Rights_of_Patients.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/On_the_Protection_of_the_Body_of_Deceased_Human_Beings_and_the_Use_of_Human_Tissues_and_Organs_in_Medicine.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/On_the_Protection_of_the_Body_of_Deceased_Human_Beings_and_the_Use_of_Human_Tissues_and_Organs_in_Medicine.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/On_the_Protection_of_the_Body_of_Deceased_Human_Beings_and_the_Use_of_Human_Tissues_and_Organs_in_Medicine.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/On_the_Protection_of_the_Body_of_Deceased_Human_Beings_and_the_Use_of_Human_Tissues_and_Organs_in_Medicine.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/On_the_Protection_of_the_Body_of_Deceased_Human_Beings_and_the_Use_of_Human_Tissues_and_Organs_in_Medicine.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/On_the_Protection_of_the_Body_of_Deceased_Human_Beings_and_the_Use_of_Human_Tissues_and_Organs_in_Medicine.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._208_-_Bankingx_Storage_and_Utilisation_of_Human_Tissues_and_Organs.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._208_-_Bankingx_Storage_and_Utilisation_of_Human_Tissues_and_Organs.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._208_-_Bankingx_Storage_and_Utilisation_of_Human_Tissues_and_Organs.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._208_-_Bankingx_Storage_and_Utilisation_of_Human_Tissues_and_Organs.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/MK_Noteikumi/Cab._Reg._No._208_-_Bankingx_Storage_and_Utilisation_of_Human_Tissues_and_Organs.doc
http://www.vm.gov.lv/index.php?setlang=en
http://www.vm.gov.lv/index.php?setlang=en
http://www.dvi.gov.lv/eng/
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Human_Genome_Research_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Human_Genome_Research_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Human_Genome_Research_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Development_and_Use_of_the_National_DNA_Database.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Development_and_Use_of_the_National_DNA_Database.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Development_and_Use_of_the_National_DNA_Database.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Development_and_Use_of_the_National_DNA_Database.doc
http://www.vm.gov.lv/index.php?setlang=en
http://www.vm.gov.lv/index.php?setlang=en
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Sexual_and_Reproductive_Health_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Sexual_and_Reproductive_Health_Law.doc
http://www.vvc.gov.lv/export/sites/default/docs/LRTA/Likumi/Sexual_and_Reproductive_Health_Law.doc
http://www.likumi.lv/doc.php?id=82281&from=off
http://www.likumi.lv/doc.php?id=82281&from=off
http://ec.europa.eu/research/science-society/pdf/lt_eng_lr.pdf
http://ec.europa.eu/research/science-society/pdf/lt_eng_lr.pdf
http://www.eurecnet.org/information/lithuania.html
http://www.sam.lt/go.php/lit/IMG
http://conventions.coe.int/treaty/en/treaties/html/164.htm

Country

Key Organizations

Legislation

Regulations

Guidelines

http://bioetika.sam.It/index.php?
1073108465

reaties/html/164.htm

2. Law on Ethics of Biomedical
Research (2012):
http://www3.Irs.It/pls/inter3/dokpaie
ska.showdoc_[?p_id=414446

MOH:

1. Decree No6770n the
Procedure for the Estimation and
Covering of Epenses Incurred by
Research Subjects (2011)

2. Decree No. MO05 on the
Procedure for Keeping a Record
of Biomedical Research,
Collecting, Storageand
Providing Information on
Biomedical Research (2010)

LBEC:

1. Decree No. V14 on the
Requirements for the Biomedical
ResearcliProtocol, Patient
Information Sheetand Informed
Consent Formand for the CV of
Investigator (2010).

2. The Decree No.A28 on
BiomedicalResearch omlealth
Data (2011)

Research of the LBEC (2010)

Drugs and Devices

Drugs

1. State Medicines Control Agency

(SMCA):
http://www.vvkt.It/lit/English

2. Lithuanian Bioethics @nmittee
(LBEC):
http://bioetika.sam.lt/index.php?
1073108465

3. Ministry of Health (MOH):
http://www.sam.lt/go.php/lit/IMG

1. Law onEthics of Biomedical
Researh (2012:
http://www3.Irs.It/pls/inter3/dokpaie
ska.showdoc_[?p_id=414446

2. Law on Pharmacy (20):3
http://www3.Irs.It/pls/inter3/dokpaie
ska.showdoc_[?p_id=452860

MOH:

1. Decree No. 435 ahe
Procedure for Issuing Farable
Opinion to Conduct Clinical Trial
on Medicinal Product, Approval
for Clinical Trial on Medicinal
Product, Conducting and
Cortroalling Clinical Trials 011)

LBEC:

Guidelines to Advertise clinical trials,
adopted by the Group of Experts on
Biomedical Research of the LBEC (2007

SMCA:
Detailed Guidance NA.A-396 for the
Request for Authorisation of a Clinical

2. Decree No. 320 on the Rules pfirial on a Medicinal Product for Human

Good Clinical Practie (2006)

LBEC:

1. Decree No. M1 on the
Documents Required by the
Lithuanian Bioethics Committee

to be Presented by the Sponsor |of

Biomedical Research and (or) by
the Pricipal Investigator in Order
to be Authorized to Conduct a
Clinical Trial on Medicinal

Use to the Competent Authorities,
Notification of Substantial Amendments,
and Declaration of the Eraf the Trial
(2006)

52

~


http://bioetika.sam.lt/index.php?-1073108465
http://bioetika.sam.lt/index.php?-1073108465
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www.vvkt.lt/lit/English
http://bioetika.sam.lt/index.php?-1073108465
http://bioetika.sam.lt/index.php?-1073108465
http://www.sam.lt/go.php/lit/IMG
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=452860
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=452860
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=280844&p_query=&p_tr2=

Country

Key Organizations

Legislation

Regulations

Guidelines

Products, and on the Procedure
the Submission of the Documents
to be presented to the Lithuanian
Bioethics Committee (2004)

2. Decree No. M0 on he
Procedure for suing a Faviable
Opinion for Substantial

Amendment (2008)
Devices
1. Lithuanan Bioethics Committee | Law on Ethics of Biomedical MOH:
(LBEC): Researclf2012): Decree No. V2 on the Procedure

http://bioetika.sam.lt/index.php?
1073108465

2. State Health Care Accreditation
Agency Under the Ministry of Health
(SHCA):

http://www.vaspvt.gov.lt/en

http://www3.Irs.It/pls/inter3/dokpaig
ska.showdoc 1?0d=414446

to Issue Approvals to Conduct
Biomedical Research (2011)

SHCA:

Decree NoT1-10640n the
Procedure to Issue
Recommendation to Conduct
Clinical Trial on Medical Device
(2010)

Research Injury

Ministry of Health (MOH):
http://www.sam.It/go.php/lit/IMG

Law on Ethics of Biomedical
Research (2012
http://www3.Irs.It/pls/inter3/dkpaie
ska.showdoc |1?p_id=414446

MOH:

Decree No. 745 on the Rules of
Compulsory Civil Liability
Insurance for the Principal
Investigator and the Sponsor
(2012)

Privacy/Data
Protection

State Data Protection Inspectorate
https://www.ada.lt/go.php/lit/English

Law on Legal Protection of
Personal Daté2011):

http://www3.Irs.It/pls/inter3/dokpaig
ska.showdoc_I?p_id=400103

Human Biological
Materials

1. Ministry of Health (MOH):
http://www.sam.lt/go.php/lit/IMG

2. Lithuanian Bioethics Committee
(LBEC):
http://bioetikasam.lt/index.php?
1073108465

Law on Ethics of Biomedical
Research(2012:

http://www3.Irs.It/pls/inter3/dokpaie
ska.showdoc_[?p_id=414446

LBEC:
Decree No.¥28 on Biomedical
Research on Healthdba (2011)

Embryos, Stem
Cells, and Cloning

Ministry of Health (MOH):
http://www.sam.It/go.php/lit/IMG

1. Law on Ethics of Biomedical
Research(2012:
http://www3.Irs.It/pls/inter3/dokpaie
ska.showdoc [?p id=414446
2. Additional Protocol to the
Convention for the Protection o
Human Rights and Dignity of

MOH:

1. Decree No. V660 on the

Procedure to Issue Authorizatior

for the Transit of Tissues of

Human Embryonic Tissue,
fEmbryonicStem Cells and their

Lines, Fetal Tissue, and Fetal

the Human Being with regard t
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http://bioetika.sam.lt/index.php?-1073108465
http://bioetika.sam.lt/index.php?-1073108465
http://www.vaspvt.gov.lt/en
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www.sam.lt/go.php/lit/IMG
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
https://www.ada.lt/go.php/lit/English
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=400103
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=400103
http://www.sam.lt/go.php/lit/IMG
http://bioetika.sam.lt/index.php?-1073108465
http://bioetika.sam.lt/index.php?-1073108465
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www.sam.lt/go.php/lit/IMG
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=414446
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm

Country

Key Organizations

Legislation

Regulations

Guidelines

the Application of Biology and
Medicine, on the Prohibition of
Cloning Human Being&002):
http://conventions.coe.int/TredBN
[Treaties/Html/168.htm

Stem Cells throughout the
Territory of the Repulix of
Lithuania (2007)

2. DecreeNo. V-659 onthe
Procedure for Importing of the
Stem Cells Taken from the
Umbilical Cord or Placenta after
the Birth of a Child and the
Samples Taken for Genetic
Research into the Territory of the
Republic ¢ Lithuania and
Exporting Theréom (2007)

Luxembourg

General

Hospitals Act of 1998, Article
25 (French):
http://www.legilux.public.lu/leg/a/ar
chives/2011/0103/a103.pdf#page

Drugs and Devices

1. Ministry of Health(French):
http://www.ms.public.lland
http://www.sante.lu

2. National Committee on Ethics in
Research (CNERJFrench):
http://www.cne.lu

3. Division of Pharmacy and
Medicines(French)
http://www.ms.public.lu/fr/direction/divis
onsservices/pharnae-
medicaments/index.html

GrandDucal Decree of 30th of
May, 2005 on Good Clinical
Practice (French):
http://www.legilux.public.lu/leg/a/arc]
hives/2005/0084/2005A15161tml

Privacy/Data National Commission for Data 1. Law of August 2, 2002 on th¢ GrandDucal Decee of October
Protection Protection(French andserman): Protection of Persons with 2" 1992 on the Use of Persona
http://www.cnpd.public.lu/fr/index.html | Regardto the Processing of Medical Data in IT Processing
Personal Data as amended by @a(French):
law of July 27, 2007: http://www.legilux.public.lu/leg/a/arc
http://www.cnpd.public.lu/fr/legislat hives/1992/0074/a074.pdf#page=12
ion/droit-
lux/doc_10i02082002_en.pdf
Macedonia

Note: All websites and documents are in Macedonian

Drugs and Devices

Drugs

1. Ministry of Health of Republic of
Macedora:

http://moh.gov.mk/

2. Drug Register
https://lekovi.zdravstvo.gov.mk/

1.Law on Medicinal Products
and Medical Devicedtems 12
and 13(2007)
https://lekovi.zdravstvo.gov.mk/do
uments/2

1. Rulebook o the Manner and
the Proceduréor Clinical Trials
on Medicinal Products and the
Documentation 6ntents ltems

25 and 262009)

2. Law on Changing and

https://lekovi.zdravstvo.gov.mk/docu

1. Guideline for he Clinical Trial

Applicant in Accordance with the lnaon
Medicinal Products and Medical Devices

2. Rulebook o the Manner and the

Procedure for Clinical Trials on Medicina

|l
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http://conventions.coe.int/Treaty/EN/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/EN/Treaties/Html/168.htm
http://www.legilux.public.lu/leg/a/archives/2011/0103/a103.pdf#page=2
http://www.legilux.public.lu/leg/a/archives/2011/0103/a103.pdf#page=2
http://www.ms.public.lu/fr/
http://www.sante.lu/
http://www.cne.lu/
http://www.ms.public.lu/fr/direction/divisions-services/pharmacie-medicaments/index.html
http://www.ms.public.lu/fr/direction/divisions-services/pharmacie-medicaments/index.html
http://www.ms.public.lu/fr/direction/divisions-services/pharmacie-medicaments/index.html
http://www.legilux.public.lu/leg/a/archives/2005/0084/2005A15161.html
http://www.legilux.public.lu/leg/a/archives/2005/0084/2005A15161.html
http://www.cnpd.public.lu/fr/index.html
http://www.cnpd.public.lu/fr/legislation/droit-lux/doc_loi02082002_en.pdf
http://www.cnpd.public.lu/fr/legislation/droit-lux/doc_loi02082002_en.pdf
http://www.cnpd.public.lu/fr/legislation/droit-lux/doc_loi02082002_en.pdf
http://www.legilux.public.lu/leg/a/archives/1992/0074/a074.pdf#page=12
http://www.legilux.public.lu/leg/a/archives/1992/0074/a074.pdf#page=12
http://moh.gov.mk/
https://lekovi.zdravstvo.gov.mk/
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/1/1

Country

Key Organizations

Legislation

Regulations

Guidelines

Amending the Law on
Medicinal Productsrad Medical
Devices Iltems 10 and 11
(2010)
https://lekovi.zdravstvo.gov.mk/do
uments/2

3. Law on Addenda to the Law
on Medicines and Medical
Devices, Items8 and 92011}
https://lekovi.zdravstvo.gov.mk/do
uments/2

4. Law On Amendments And
Modifications To The Law On
Medicines And Medical
Devices Iltems 6 and 7:
https://lekovi.zdravstvo.gov.mk/do
uments/2

5. Law on Amendments and
Modifications to the Law on
Medicines ad Medical Devices
ltems 4 and %2011)
https://lekovi.zdravstvo.gov.mk/do
uments/2

6. Law on Amendments and
Modifications to the Law on
Medicines ad Medical Devices
Items 2 and 32012)
https://lekovi.zdravstvo.gov.mk/do
uments/2

ments/1/1

2. Rulebook for the Ranges in
the Rulebook m the Manner and
the Procedure for Clinical Trials
on Medicinal Products and the
Documentation 6ntents ltem 24
(2010)(Macedonian)
https://lekovi.zdravstvo.gov.mk/docy
ments/1/1

3. Rulebook fortie Changes in
the Rulebook o the Manner and
the Procedure for Clinical Trials
on Medicinal Products and the
Documentation 6ntents ltem 23
(2012)(Macedonian)
https://lekovi.zdravstvo.gov.mkédu
ments/1/1

4. Regulation

on the Manner of Reporting,
Contents of the Reporting Form
for Adverse Reactions to
Medicinal Products and the
Manner of Organisation of
Pharmacevigilance §stem
Items 38 and 39
https://lekovi.zdravstvo.gov.mk/docu
ments/1/1

Products andhie Documentation @htents
and GCP Guidelines (2012):
https://lekovi.zdravstvo.gov.mk/documents/1

Devices

1. Macedonian Drug Agency
http://moh.gov.mk/index.php?category=
9

2.Macedonian Drug Agency:
http://www.reglek.com.mk

Same as above.

Same as above.

Same as above.

Research Injury

1. Ministry of Health of Republic of
Macednia:

http://moh.gov.mk/

2. Macedonian Drug Agency
http://www.reglek.com.mk

Law on Medicinal Products and
Medical Devices (2007)
http://www.reglek.com.mk/dokume
nti/18 zakon za lekovi.doc

Rulebook on the Manner and thg
Procedure for Clinical Trials on
Medicinal Products and
DocumentatiorContentsltems
25 and 262009):
https://lekovi.zdravstvo.gov.mk/d
ocuments/1/1

Privacy/Data

Directorate for Personal Data

1. Law on Personal Data
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https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1
http://moh.gov.mk/index.php?category=39
http://moh.gov.mk/index.php?category=39
http://www.reglek.com.mk/
http://moh.gov.mk/
http://www.reglek.com.mk/
http://www.reglek.com.mk/dokumenti/18_zakon_za_lekovi.doc
http://www.reglek.com.mk/dokumenti/18_zakon_za_lekovi.doc
https://lekovi.zdravstvo.gov.mk/documents/1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1

Country

Key Organizations

Legislation

Regulations

Guidelines

Protection

Protection (Macedonian):
www.dzlp.mk

Protection (2005):
http://dzlp.mk/sites/default/files/Do
kumenti/DOMASNI%20PROPISI/Z
ZLP_precisten_2012.pdf

2. Law On Amendments And
Modifications To The Law on
Personal Data Protecti¢g@d008)
http://www.dzlp.mk/sites/default/fil
es/ZZLP%20izmeni%202008 0.pd
3. Law On Amendments And
Modifications To The Law on
Personal Data Protection (201(
http://www.dzlp.mk/sites/default/fil

es/lzmeni%20na%20ZZ1LP%20201

0_0.pdf

4, Law On Amendments To Th
Law on Personal Data
Protection (2011)
http://dzlp.mk/sites/default/files/ZZ
LP_DOPOLNUVANJE 2011.pdf

~

D

Human Biological
Materials

1. Ministry of Health ofthe Republic
of Macedoima:

http://moh.gov.mk/
2. Health Insurance Funof Republic

of Macedonia:
http://www.fzo.org.mk

1. Law on Health Protection
http://www.fzo.org.mk/VBStorage/
Files/ZAKON%20ZA%20ZDRAV
STVENATA%20ZASTITA%2043
%200d%2029.03.2012.pdf

2. Lawon Taking and
Transplanting of Human Body
Organs

http://mz.gov.mk/wp
content/uploads/2012/12/Zematije
presaduvanj@adeloviFod-
coveckototelo-precisten.pdf
SubLawActs:
http://www.fzo.org.mk/default.asp?
temID=6541AC10FFC3C5498F08
7C57131D996

3. Law onRatification of the
Convention ér the Protection of
Human Rights and Digty of

the Human Being with Regard
to theApplication of Biology
and Medtine, With Additional
Protocol on the Prohibitionfo
Cloning Human Beings and
Additional Protocol Concaing

0 —

Transplantation of Organsd

Regulation orCriteria Relating toSpace,
Personnel anddipmentfor Collection,
Transplantatiomnd Exchange of @ans
andTissuesthe Necessarypace,
Equipmentard Saff

Requiredto be Provided bythe Health
Institutionfor the Mllection Transfer
Exchangeand Storageof Organs and
Tissues from dmanBody for Treatment
Purposeg2012) http://mz.gov.mk/wp
content/uploads/2012/12/ZA POBLISKITE |
RITERIUMI_VO ODNOS_NA PROSTORO
T_KADAROT_I_OPREMATA ZA_ZEMAW
E_PRESADUVAWE_|_RAZMENUVAWE
NA_ORGANITE_I_TKIVATA_ZA POTREB
NIOT_PR.pdf
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http://www.dzlp.mk/
http://dzlp.mk/sites/default/files/Dokumenti/DOMASNI%20PROPISI/ZZLP_precisten_2012.pdf
http://dzlp.mk/sites/default/files/Dokumenti/DOMASNI%20PROPISI/ZZLP_precisten_2012.pdf
http://dzlp.mk/sites/default/files/Dokumenti/DOMASNI%20PROPISI/ZZLP_precisten_2012.pdf
http://www.dzlp.mk/sites/default/files/ZZLP%20izmeni%202008_0.pdf
http://www.dzlp.mk/sites/default/files/ZZLP%20izmeni%202008_0.pdf
http://www.dzlp.mk/sites/default/files/Izmeni%20na%20ZZLP%202010_0.pdf
http://www.dzlp.mk/sites/default/files/Izmeni%20na%20ZZLP%202010_0.pdf
http://www.dzlp.mk/sites/default/files/Izmeni%20na%20ZZLP%202010_0.pdf
http://dzlp.mk/sites/default/files/ZZLP_DOPOLNUVANJE_2011.pdf
http://dzlp.mk/sites/default/files/ZZLP_DOPOLNUVANJE_2011.pdf
http://moh.gov.mk/
http://www.fzo.org.mk/
http://www.fzo.org.mk/WBStorage/Files/ZAKON%20ZA%20ZDRAVSTVENATA%20ZASTITA%2043%20od%2029.03.2012.pdf
http://www.fzo.org.mk/WBStorage/Files/ZAKON%20ZA%20ZDRAVSTVENATA%20ZASTITA%2043%20od%2029.03.2012.pdf
http://www.fzo.org.mk/WBStorage/Files/ZAKON%20ZA%20ZDRAVSTVENATA%20ZASTITA%2043%20od%2029.03.2012.pdf
http://www.fzo.org.mk/WBStorage/Files/ZAKON%20ZA%20ZDRAVSTVENATA%20ZASTITA%2043%20od%2029.03.2012.pdf
http://www.fzo.org.mk/default.asp?ItemID=6541AC10FFC3C5498F0887C57131D996
http://www.fzo.org.mk/default.asp?ItemID=6541AC10FFC3C5498F0887C57131D996
http://www.fzo.org.mk/default.asp?ItemID=6541AC10FFC3C5498F0887C57131D996
http://mz.gov.mk/wp-content/uploads/2012/12/ZA_POBLISKITE_KRITERIUMI_VO_ODNOS_NA_PROSTOROT_KADAROT_I_OPREMATA_ZA_ZEMAWE_PRESADUVAWE_I_RAZMENUVAWE_NA_ORGANITE_I_TKIVATA_ZA_POTREBNIOT_PR.pdf
http://mz.gov.mk/wp-content/uploads/2012/12/ZA_POBLISKITE_KRITERIUMI_VO_ODNOS_NA_PROSTOROT_KADAROT_I_OPREMATA_ZA_ZEMAWE_PRESADUVAWE_I_RAZMENUVAWE_NA_ORGANITE_I_TKIVATA_ZA_POTREBNIOT_PR.pdf
http://mz.gov.mk/wp-content/uploads/2012/12/ZA_POBLISKITE_KRITERIUMI_VO_ODNOS_NA_PROSTOROT_KADAROT_I_OPREMATA_ZA_ZEMAWE_PRESADUVAWE_I_RAZMENUVAWE_NA_ORGANITE_I_TKIVATA_ZA_POTREBNIOT_PR.pdf
http://mz.gov.mk/wp-content/uploads/2012/12/ZA_POBLISKITE_KRITERIUMI_VO_ODNOS_NA_PROSTOROT_KADAROT_I_OPREMATA_ZA_ZEMAWE_PRESADUVAWE_I_RAZMENUVAWE_NA_ORGANITE_I_TKIVATA_ZA_POTREBNIOT_PR.pdf
http://mz.gov.mk/wp-content/uploads/2012/12/ZA_POBLISKITE_KRITERIUMI_VO_ODNOS_NA_PROSTOROT_KADAROT_I_OPREMATA_ZA_ZEMAWE_PRESADUVAWE_I_RAZMENUVAWE_NA_ORGANITE_I_TKIVATA_ZA_POTREBNIOT_PR.pdf
http://mz.gov.mk/wp-content/uploads/2012/12/ZA_POBLISKITE_KRITERIUMI_VO_ODNOS_NA_PROSTOROT_KADAROT_I_OPREMATA_ZA_ZEMAWE_PRESADUVAWE_I_RAZMENUVAWE_NA_ORGANITE_I_TKIVATA_ZA_POTREBNIOT_PR.pdf
http://mz.gov.mk/wp-content/uploads/2012/12/ZA_POBLISKITE_KRITERIUMI_VO_ODNOS_NA_PROSTOROT_KADAROT_I_OPREMATA_ZA_ZEMAWE_PRESADUVAWE_I_RAZMENUVAWE_NA_ORGANITE_I_TKIVATA_ZA_POTREBNIOT_PR.pdf

Country

Key Organizations

Legislation

Regulations Guidelines

Tissues of Human Origin

php?id=5543

http://www.pravo.org.mk/download.

Genetic Research

Ministry of Health ofthe Republic of
Macedota:
http://moh.gov.mk/

Law on Patients Rights
Protection Article 21: Action on
Human Genome
http://www.miahealth.mk/dokumen
acija/80 648801981.pdf

Embryos, Stem
Cells, and Cloning

Ministry of Health ofthe Republic of
Macedore:
http://moh.govmnk/

Law on Ratification of the
Convention for the Protection g
Human Rights and Dignity of
the Human Being with Regard
to theApplication of Biology
and Medicine, With Additional
Protocol on the Prohibition of
Cloning Human Beings and
Additional Protool Concerning
Transplantation of Organs and
Tissues of Human Origin:

php?id=5543

=)

http://www.pravo.org.mk/download.

Malta
For an overview of h

uman subject protections in Malta, see ONd&iegalations on Ethics and

Research in Maki®)/ec.europa.eu/research/sciesoeiety/pdf/mt_eng_Ir.pdf

General

Health Ethics Committee:
https://ehealth.gov.mt/HealthPortal/othe
requlatory councils/health _ethics comr
tee/health_ethics_committee.aspx

rs/
nit

Drugs and Devices

Drugs

Medicines Authority:
http://medicinesauthority.gov.mt/

1. Medicines Act, 2003:
http://justiceservices.gov.mt/Down

d=8924&I=1

2. Subsidiary Legislation,
458.43, Clinical Trials
Regulations, 2004:
http://justiceservices.gov.mt/Down
oadDocument.aspx?pplom&itemi
d=11281&I=1

3. Subsidiary Legislation,
458.47, Good Clinical Practice
and Requirements for

oadD@ument.aspx?app=lom&itemi

Manufacturing or Import

Guidance Notes on Good Clinical Practi
(2010):
http://medcinesauthority.gov.mt/clinicaltrials.
tm

1
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http://www.pravo.org.mk/download.php?id=5543
http://www.pravo.org.mk/download.php?id=5543
http://moh.gov.mk/
http://www.miahealth.mk/dokumentacija/80_648801981.pdf
http://www.miahealth.mk/dokumentacija/80_648801981.pdf
http://moh.gov.mk/
http://www.pravo.org.mk/download.php?id=5543
http://www.pravo.org.mk/download.php?id=5543
http://ec.europa.eu/research/science-society/pdf/mt_eng_lr.pdf
https://ehealth.gov.mt/HealthPortal/others/regulatory_councils/health_ethics_committee/health_ethics_committee.aspx
https://ehealth.gov.mt/HealthPortal/others/regulatory_councils/health_ethics_committee/health_ethics_committee.aspx
https://ehealth.gov.mt/HealthPortal/others/regulatory_councils/health_ethics_committee/health_ethics_committee.aspx
http://medicinesauthority.gov.mt/
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8924&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8924&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8924&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=11281&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=11281&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=11281&l=1
http://medicinesauthority.gov.mt/clinicaltrials.htm
http://medicinesauthority.gov.mt/clinicaltrials.htm

Country

Key Organizations

Legislation

Regulations

Guidelines

Authorisation of Investigational
Medicinal Products (Human
Use) Regulations2004:
http://justiceservices.gov.mt/Down
oadDocument.aspx?app=lom&iten
d=11285&I=1

n

Devices

1. Medicines Authority:
http://medicinesauthority.gov.mt/

2. Malta Competition and Consumer
Affairs Authority, Technical
Regulations Division, Regulaty
Affairs Directorate
http://www.mccaa.org.mt/en/regulatery
affairsdirectorate

1. Product Safety Act, 2001
http://justiceservices.gov.mt/Down
oadDocument.aspx?app=lom&iten
d=8893&I=1

2. Subsidiary Legislation,
427.44, Medical Devices
Regulations, 2010
http://justiceservices.gov.mt/Down
oadDocument.aspx?app=lom&iten
d=10781&I=1

3. Subsidiary Legislation,
427.16,In Vitro Diagnostic
.Medical Devices Regulations,
2003
http://justiceservices.gov.mt/Down
oadDocument.aspx?app=lom&iten
d=10756&I=1

4. Subsidiary Legislation,
427.10, Active Implantable
Medical Devices Regulations,
2010
http://justiceservices.gov.mt/Down
oadDocument.aspx?app=lom&iten
d=10753&I=1

n

n

n

n

Privacy/Data
Protection

Office of thelnformation andData
Protection Commissioner:
http://idpc.gov.mt/indexspx

Data Protection Ac2002

http://justiceservices.gov.mt/Down
oadDocument.aspx?app=lom&iten
d=8906&I=1

n

Moldova

For an overview of human subject protent in Moldova, see OEthical Review of Biomedical Research in the CIS Countries,O Chapter 3, Section 7:
http://www.unesco.org/new/fileimin/MULTIMEDIA/FIELD/Moscow/pdf/ethical review_cis_book_kubar_english.pdf

Note: All websites and documents are in Moldovian.

General

National Committee of Bioethics of
the Ministry of Health:
http://www.ms.gov.md/

Oviedo Convention on Human
Rights and Biomedicine (2002)

Drugs and Devices

1. National Committee of Ethics for
Clinical Study of Drugs and New
Methods of Teatment of thdlinistry

Moldova Republic Law on
Medicines of December 17,
1997, Articles 11 and 12

MOH:
1. Ordnance No. 10: On
Performance of Clinical Trials in

http://lexjustice.md/index.php?acti
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http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=11285&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=11285&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=11285&l=1
http://medicinesauthority.gov.mt/
http://www.mccaa.org.mt/en/regulatory-affairs-directorate
http://www.mccaa.org.mt/en/regulatory-affairs-directorate
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8893&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8893&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8893&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10781&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10781&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10781&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10756&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10756&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10756&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10753&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10753&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=10753&l=1
http://idpc.gov.mt/index.aspx
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8906&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8906&l=1
http://justiceservices.gov.mt/DownloadDocument.aspx?app=lom&itemid=8906&l=1
http://www.unesco.org/new/fileadmin/MULTIMEDIA/FIELD/Moscow/pdf/ethical_review_cis_book_kubar_english.pdf
http://www.ms.gov.md/
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=311586

Country

Key Organizations

Legislation

Regulations

Guidelines

of Health (MOH):

http://www.ms.govmd/
2. Medicines Agency:
http://www.amed.md/

n=view&view=doc&lang=1&id=31
1586

Law No. 263 of 27.10.2005 on
Rights and Responsibilities of
Patient.Articles 9, 10, 11, 12, 1
and 14
httpy/lex.justice.md/index.php?acti
n=view&view=doc&lang=1&id=31
3060

the Republic of Moldova (2002)

2. Order No. 22 of 12.01.2006

ORegarding Modification of the

Order No. 10 on Performance of
B Clinical TrialsO

O

Research Injury

Ministry of Health (MOH):
http://www.ms.gov.md/

1. Annex No.1 to the Oder
No0.10 from 14.01.2002 of the
Ministry of Health Sections 5.8
and 8:
http://www.amed.md/ordine_MS.h
ml

2. Law No. 411XII1 of
28.03.1995 ORegarding Health
Protection®

Privacy/Data
Protection

National Center for Personal Data
Protection othe Republic of
Moldova

1. Law No.133f 08.07.2011
on the Protection of Personal
Data

http://www.datepersonale.md/en/startttp://lex.justice.md/md/340495/

2. Law No. 982 of 11.05.2000
on Access torifformation
http://lex.justice.md/index.php?act
n=view&view=doc&lang=1&id=31
1759

Decision ofGovernment No
1123 of 14.12.2010: ®the
Approval of the Requirements fg
the Assurance ofPersonabData
Security at theiProcessing
within the hformation Systems of

OPersonal @Ata
http://www.datepersonale.md/file/hoft
ariri/cerinte_securite%20eng_1012%
8.pdf

=

Human Biological
Materials

1. Ministry of Health (MOH):
http://www.ms.gov.md/
2. Transplant Agency
http://lex.justice.md/md/334622

Law No. 42 0f06.03.2008 on
Transplantation of Organs,
Tissues and Human Cells:
http://lex.justice.md/index.php?act
n=view&view=doc&lang=1&id=32
7709

MOH:

Ordnance No. 10: On

Performance of Clinical Trials in
othe Republic of Moldova (2002)

Embryos, Stem
Cells, and Cloning

1. Ministry of Health (MOH):
http://www.ms.gov.md/en/

2. National Commission on
Biological Security
http://lex.justice.mdhdex.php?action=vig
wé&view=doc&lang=1&id=303353

1. Additional Protocol to the
Convention for the Protection g
Human Rights and Dignity of
the Human Being, on the
Prohibition of Clofing Human
Beings(2002)

2. Law No. 42 of 06.03.2008 or]
Transplantation of Organs,
Tissues and Human Cells:
http://lex.justice.md/index.php?act
n=view&view=doc&lang=1&id=32

o

7709
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http://www.ms.gov.md/
http://www.amed.md/
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=313060
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=313060
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=313060
http://www.ms.gov.md/
http://www.amed.md/ordine_MS.html
http://www.amed.md/ordine_MS.html
http://www.datepersonale.md/en/start/
http://lex.justice.md/md/340495/
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=311759
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=311759
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=311759
http://www.datepersonale.md/file/hotariri/cerinte_securitate%20eng_101228.pdf
http://www.datepersonale.md/file/hotariri/cerinte_securitate%20eng_101228.pdf
http://www.datepersonale.md/file/hotariri/cerinte_securitate%20eng_101228.pdf
http://www.datepersonale.md/file/hotariri/cerinte_securitate%20eng_101228.pdf
http://www.datepersonale.md/file/hotariri/cerinte_securitate%20eng_101228.pdf
http://www.datepersonale.md/file/hotariri/cerinte_securitate%20eng_101228.pdf
http://www.ms.gov.md/
http://lex.justice.md/md/334622
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=327709
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=327709
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=327709
http://www.ms.gov.md/en/
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=327709
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=327709
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=327709

Country

Key Organizations

Legislation

Regulations

Guidelines

Montenegro

Drugs and Devices

Ministry of Health of Montenegro:
Www.mz.cqg.yu

Law for Drugs and Pharmacies
of Montenegro, Articles 339

Research Injury

Medicines and Medical Devices
Agency http://calims.me/

Law on Medicinal Products
Article 48

Netherlands

General

Central Committee for Research
Involving Human Subjects (CCMO):
http://www.ccmo.nl

1. Population Screening Act
(1996): http://www.gr.nl/en/about
us/council/committeestanding
committees/ciebvo

2. Medical Research Involving
Human Subjects Act (2006
version- minor changes
implemented in 2012 have not
yet been translated English)

http://www.ccme
online.nl/hipe/uploads/downloads |
atw/Medical%20Research%20invd
ving%20Human%20Subjects%204
ct%20March%2001%202006.pdf

A

1. Concerning the Use of a
Special Form (2002)

2. Concerning Requirements of
Expertise of Accredited Review
Board Members (2002)

3. Concerning the Organization
and Workng Method of
Accredited Review Board
Members (2003)

4. External Review Guideline
(2004)

5. Research @ntract Review
Guideline(2009)

Manual for the Review of Medical
Research Involving Human Subjects
(2002)

Drugs and Devices

1. Ministry of Health, Welfee, and
Sport (MHWS):
http://www.government.nl/ministries/vws
#refminvws

2. Central Committee for Research
Involving Human Subjects (CCMO):
http://www.ccno.nl

3. Medicines Evaluation Board

(MEB): http://www.cbg
meb.nl/cbg/en/default.htm

Medicines Act (2007) (Dutch):
http://wetten.overheid.nl/cgi
bin/deeplink/lawl/title=Geneesmid
elenwet

MHWS:
1. Medicines Act Decre€007)

d(Dutch):

http://wetten.overheid.nl/cgi
bin/deeplink/lawl/title=Besluit%20G
eneesmiddelenwet

2. Medicines Act Regulation
(2007)(Dutch):
http://wetten.overheid.nl/cgi
bin/deeplink/lawl/title=Regeling2®
Geneesmiddelenwet

CCMO:

Clinical Research with Medicinal Produc
in the Netherlands: Instructional Manual
(2005):

http://www.ccme
online.nl/hpe/uploads/downloads_cati/Instru
on%20manual%20versie%202.pdf

ts

=2

Research Injury

Ministry of Health, Welfare and
Sport:
http://www.government.nl/ministries/vwg
#refminvws

Medical Researchmvolving
Human Subjects ActArticle 7
(2006):

http://www.ccme
online.nl/hipe/uploads/downloads |
atw/Medial%20Research%20invo
ving%20Human%20Subjects%204
Ct%20March%2001%202006.pdf

C

A

Regulation on Mandatory
Insurance Regarding Medical
Research Involving Human
Subjects(2003):

http://www.ccme
online.nl/hipe/uploads/downloads/V
rzekeringsbesluit 200BNG.pdf

Privacy/Data
Protection

1. Federation of Biomedical Scientifi
Societies (FMWV) (Dutch):
http://www.federa.org/

2. DutchData Protection Authority:
http://www.dutchdpa.nl/Pages/home.as

Personal Data Protection Act
(2004) (Dutch):
http://www.cbpweb.nl/dowloads
wetten/WBP.PDF

X

FMWV:

1. Code for Adequate Secondary Use of
Data (2004):
http://www.federa.org/sites/default/files/bijlag
n/coreoné¢ode_of conduct for medical_rese

D

ch_1.pdf
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http://www.mz.cg.yu/
http://calims.me/
http://www.ccmo.nl/
http://www.gr.nl/en/about-us/council/committees-standing-committees/ciebvo
http://www.gr.nl/en/about-us/council/committees-standing-committees/ciebvo
http://www.gr.nl/en/about-us/council/committees-standing-committees/ciebvo
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.government.nl/ministries/vws#ref-minvws
http://www.government.nl/ministries/vws#ref-minvws
http://www.ccmo.nl/
http://www.cbg-meb.nl/cbg/en/default.htm
http://www.cbg-meb.nl/cbg/en/default.htm
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Besluit%20Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Besluit%20Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Besluit%20Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Regeling%20Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Regeling%20Geneesmiddelenwet
http://wetten.overheid.nl/cgi-bin/deeplink/law1/title=Regeling%20Geneesmiddelenwet
http://www.ccmo-online.nl/hipe/uploads/downloads_cati/Instruction%20manual%20versie%202.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_cati/Instruction%20manual%20versie%202.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_cati/Instruction%20manual%20versie%202.pdf
http://www.government.nl/ministries/vws#ref-minvws
http://www.government.nl/ministries/vws#ref-minvws
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads/Verzekeringsbesluit_2003-ENG.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads/Verzekeringsbesluit_2003-ENG.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads/Verzekeringsbesluit_2003-ENG.pdf
http://www.federa.org/
http://www.dutchdpa.nl/Pages/home.aspx
http://www.cbpweb.nl/downloads_wetten/WBP.PDF
http://www.cbpweb.nl/downloads_wetten/WBP.PDF
http://www.federa.org/sites/default/files/bijlagen/coreon/code_of_conduct_for_medical_research_1.pdf
http://www.federa.org/sites/default/files/bijlagen/coreon/code_of_conduct_for_medical_research_1.pdf
http://www.federa.org/sites/default/files/bijlagen/coreon/code_of_conduct_for_medical_research_1.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

2. Explanatory Report Accompanying th
Code:
http://www.federa.org/sites/default/files/bijlag
n/coreon/explanatoryeportl.pdf

D

Human Biological
Materials

Federation of Biomedical Scientific
Societies (Dutch):
http://www.federa.org/

Civil Code, Article 467 (1994)
(Dutch):
http://www.dutchcivillaw.com/legis
ation/dcctitle7777.htm

Code for Proper Secondary Use of Hum
Tissue in the Netherland2002):
http://www.federa.org/sites/default/files/bijlag
n/coreon/codepropersecondaryuseofhumant
el O.pdf

D

Ssu

Genetic Research

1. Ministry of Housing, Spatial
Planning, and Environment (VROM

: Human Subjects Act (2006)
http://english.verkeerenwaterstaat.nl/englhttp://www.ccme

Medical Research Involving

sh/
2. Dutch Health Care Inspectorate

(IGZ): http://www.igz.nl/

online.nl/hipe/uploads/dawoads ¢
atw/Medical%20Research%20invd
ving%20Human%20Subjects%20A
ct%20March%2001%202006.pdf

F

VROM, IGZ, and CCMO: Guidelines for
Researchers and Sponsors with Regard
the Assessment by Official Bodies of
Clinical Research Involving Gene
Therapeutics ithe Netherland&€007):
http://bggo.rivm.nl/Documenten/Documentery

3. Central Committee for Research %20IM/Guidelines%20gene%20therapy%20ap
Involving Human Subjects (CCMO): plications.pdf
http://www.amo.nl/
Embryos, Stem Central Committee for Research 1. Foetal Tissue Act (2001)
Cells, and @ning Involving Human Subjects (CCMO):| (Dutch):
http://www.ccmo.nl http://wetten.overheid.nl/BWBR001
2983/
2. Embryos Act (2002) (Dutch)
http://wetten.overheid.nl/BWBR001
3797/
Norway
General 1. National Committee for Medical | 1. Oviedo Convention on NEM:
and Health Research Ethics (NEM):| HumanRights and Biomedicine 1. Research Ethical Review in Norway
http://www.etikkom.no/en/In (2006) (1998)
English/Committedor-Medicatand 2. Law regarding Ethics and 2. NEM: Standard Operating Procedures
HealthResearch/ Integrity in Research{2006) for the Regional Committees for Medi
2. National Committee for Researchi hip:/jwww.ub.uio.no/ujur/ulovdatal Research Ethics (2002)
Ethics in the Social Sciences and the|ov-20060630056-eng.pdf
Humanities (NESH): 3. Act on Health Care Research NESH:
hitp://www.etikkom.no/en/English/ (2008) (Norwegian): Guidelines for Research Ethics in the
3. National Committee for Researchy htp:/www.lovdata.no/cgi Social Sciences, Law, and the Humanities

Ethics in Science and Technology
(NENT):
http://www.etikkom.no/English/NENT

wift/wiftldles?doc=/usr/www/lovdat
a/all/nk20080620
044.html&emne=helseforskningslqg
8&

<

(2001)

NENT:

Research Ethics Guidelines for Science
and Technology (2007) (Norwegian):
www.etikkom.no/retningslinjer/nent

Drugs and Devices

Drugs

Norwegian Medicines Agency:

| Regulation Relating to Clinical | 1. Guideline for the Regulations
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http://www.federa.org/sites/default/files/bijlagen/coreon/explanatory_report1.pdf
http://www.federa.org/sites/default/files/bijlagen/coreon/explanatory_report1.pdf
http://www.federa.org/
http://www.dutchcivillaw.com/legislation/dcctitle7777.htm
http://www.dutchcivillaw.com/legislation/dcctitle7777.htm
http://www.federa.org/sites/default/files/bijlagen/coreon/codepropersecondaryuseofhumantissue1_0.pdf
http://www.federa.org/sites/default/files/bijlagen/coreon/codepropersecondaryuseofhumantissue1_0.pdf
http://www.federa.org/sites/default/files/bijlagen/coreon/codepropersecondaryuseofhumantissue1_0.pdf
http://english.verkeerenwaterstaat.nl/english/
http://english.verkeerenwaterstaat.nl/english/
http://www.igz.nl/
http://www.ccmo.nl/
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://www.ccmo-online.nl/hipe/uploads/downloads_catw/Medical%20Research%20involving%20Human%20Subjects%20Act%20March%2001%202006.pdf
http://bggo.rivm.nl/Documenten/Documenten%20IM/Guidelines%20gene%20therapy%20applications.pdf
http://bggo.rivm.nl/Documenten/Documenten%20IM/Guidelines%20gene%20therapy%20applications.pdf
http://bggo.rivm.nl/Documenten/Documenten%20IM/Guidelines%20gene%20therapy%20applications.pdf
http://www.ccmo.nl/
http://wetten.overheid.nl/BWBR0012983/
http://wetten.overheid.nl/BWBR0012983/
http://wetten.overheid.nl/BWBR0013797/
http://wetten.overheid.nl/BWBR0013797/
http://www.etikkom.no/en/In-English/Committee-for-Medical-and-Health-Research/
http://www.etikkom.no/en/In-English/Committee-for-Medical-and-Health-Research/
http://www.etikkom.no/en/In-English/Committee-for-Medical-and-Health-Research/
http://www.etikkom.no/en/In-English/
http://www.etikkom.no/English/NENT
http://www.ub.uio.no/ujur/ulovdata/lov-20060630-056-eng.pdf
http://www.ub.uio.no/ujur/ulovdata/lov-20060630-056-eng.pdf
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.etikkom.no/retningslinjer/nent

Country

Key Organizations

Legislation

Regulations

Guidelines

http://www.regjeringen.no/en/dep/hod/A|
outthe-Ministry/Subordinate
institutions/TheNorwegianMedicines
Agency.html?id=279753

Trials on Medicinal Products for

Human Use (2003)

Concerning Clinical Trials of Human
Drugs (1999)

2. Guidance to the Regulation (2004)
(Norwegian):
www.legemiddelverket.no/upload/78182
Endelig%20veiledning%202004.doc

Devices

Ministry of Health and Care Service
http://www.regjeringen.no/en/dep/hod/S
bjects/Pharmaceuticalroducts/medical
devices.html?id=86835

| =

Guidelines on Noaotification for Clinical
Investigation of Medical Devices in
Norway (2005):
http://www.helsedirektoratet.no/vp/multimedi
archive/00014/Guidelines_on_Notifi 148264
oc

Research Injury

Convention on Human Rights
and Biomedicine (Convention @
Oviedo), Article 24, ET®No.

—h

164 (2007)
Privacy/Data Data Inspectorate: Personal Data Act No. 31 Regulations on the Processing g
Protection http://www.datatilsynet.no/templates/ (2000): PersonaData (2003):

Page 194.aspx

http://www.datatilsynet.no.htest.os|.

http://www.datatilsynet.no.htest.osl.

basefarm.net/upload/Dokumenter/

easefarm.net/upload/Dokumenter/reg

gelverk/lov_forskrift/lov20000414

verk/lov_forskrift/lov-20000414031-

03l-eng.pdf

enq.pdf

D

Human Biological
Materials

1. Ministry of Health and Care
Services (MHCS):
http://www.odin.no/hod/english/bn.html

1. Act on Biobanks (February
21, 2003, No. 12):
http://www.regjeringen.no/upload/Ki

2. Ministry of Education and
Research (MER):
http://www.odin.no/kd/english/bn.html

Ide/hod/red/2005/0078/ddd/pdfv/24

MHCS:
Guidelines for the Norwegian Ac

on Biobanks (2003) (Norwegian):

http://odin.dep.no/hod/norsk/publ/ru

2629

dskriv/042051990014/

act_relating_to_biobanks biobank|o
ven_.pdf

2. Act Relating to the
Application of Biotechnology in
Human Medicine, etc.
(December 5, 2003, No. 100)
3. Act on Health Care Research
(2008) (Nowegian):
http://www.lovdata.no/cgi
wift/wiftldles?doc=/usr/www/lovdat
a/all/nk20080620
044.html&emne=helseforskningslov
*&&

h

Genetic Research

1. Ministry of Health and Care
Services (MHCS):
http://www.odin.no/hod/english/bn.html
2. Norwegian Biotechnolgy
Advisory Board:

Act Relating to the Application
of Biotechnology in Human
Medicine, etc(December 5,
2003, No. 100):
http://www.odin.no/hod/english/do
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http://www.regjeringen.no/en/dep/hod/About-the-Ministry/Subordinate-institutions/The-Norwegian-Medicines-Agency.html?id=279753
http://www.regjeringen.no/en/dep/hod/About-the-Ministry/Subordinate-institutions/The-Norwegian-Medicines-Agency.html?id=279753
http://www.regjeringen.no/en/dep/hod/About-the-Ministry/Subordinate-institutions/The-Norwegian-Medicines-Agency.html?id=279753
http://www.regjeringen.no/en/dep/hod/About-the-Ministry/Subordinate-institutions/The-Norwegian-Medicines-Agency.html?id=279753
http://www.legemiddelverket.no/upload/78182/Endelig%20veiledning%202004.doc
http://www.legemiddelverket.no/upload/78182/Endelig%20veiledning%202004.doc
http://www.regjeringen.no/en/dep/hod/Subjects/Pharmaceutical-products/medical-devices.html?id=86835
http://www.regjeringen.no/en/dep/hod/Subjects/Pharmaceutical-products/medical-devices.html?id=86835
http://www.regjeringen.no/en/dep/hod/Subjects/Pharmaceutical-products/medical-devices.html?id=86835
http://www.helsedirektoratet.no/vp/multimedia/archive/00014/Guidelines_on_Notifi_14826a.doc
http://www.helsedirektoratet.no/vp/multimedia/archive/00014/Guidelines_on_Notifi_14826a.doc
http://www.helsedirektoratet.no/vp/multimedia/archive/00014/Guidelines_on_Notifi_14826a.doc
http://www.datatilsynet.no/templates/Page____194.aspx
http://www.datatilsynet.no/templates/Page____194.aspx
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.datatilsynet.no.htest.osl.basefarm.net/upload/Dokumenter/regelverk/lov_forskrift/lov-20000414-031-eng.pdf
http://www.odin.no/hod/english/bn.html
http://www.odin.no/kd/english/bn.html
http://www.regjeringen.no/upload/kilde/hod/red/2005/0078/ddd/pdfv/242629-act_relating_to_biobanks_biobankloven_.pdf
http://www.regjeringen.no/upload/kilde/hod/red/2005/0078/ddd/pdfv/242629-act_relating_to_biobanks_biobankloven_.pdf
http://www.regjeringen.no/upload/kilde/hod/red/2005/0078/ddd/pdfv/242629-act_relating_to_biobanks_biobankloven_.pdf
http://www.regjeringen.no/upload/kilde/hod/red/2005/0078/ddd/pdfv/242629-act_relating_to_biobanks_biobankloven_.pdf
http://www.regjeringen.no/upload/kilde/hod/red/2005/0078/ddd/pdfv/242629-act_relating_to_biobanks_biobankloven_.pdf
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://www.lovdata.no/cgi-wift/wiftldles?doc=/usr/www/lovdata/all/nl-20080620-044.html&emne=helseforskningslov*&&
http://odin.dep.no/hod/norsk/publ/rundskriv/042051-990014/
http://odin.dep.no/hod/norsk/publ/rundskriv/042051-990014/
http://www.odin.no/hod/english/bn.html
http://www.odin.no/hod/english/doc/legislation/acts/048051-990012/dok-bn.html

Country

Key Organizations

Legislation

Regulations

Guidelines

http://www.bion.no/index_eng.shtml

3. Regional Committees for Medical
Research Ethics (REK):
http://www.etikkom.no/English/NEM/RE
K

[legislation/acts/048051
990012/dokbn.html

Embryos, Stem
Cells, and Cloning

Directorate for Health and Social
Affairs:

http://www.helsedirektoratet. nmdrtal/pag
e?_pageid=134,112387& dad=portal& |
chema=PORTAL&language=english

1. Revised Act Relating to the
Application of Biotechnology in
Human Medicine (June 15, 2007
sRegarding Changes in the Act
Related to Stem Cell Research
and Premplantation Diagostics
(2007)
2. Norwegian Law on the Human
Medical Use of Biotechnology,
Chapter 3:
http://www.eshre.com/ESHRE/Eng
ish/LegatMattersand
Guidelines/Legal
documentation/Norway/page.aspx
68

Poland

For an overview of human subject protections in Poland, see ONational Regulations on Ethics and Research littPolmdiPopa.eu/research/science

society/pdf/pl_eng_Ir.pdf

General

1. Ministry of Health, Bioethics
Appeals Commission (MOH):
http://www.kb.mz.gov.pl/index_en.html
2. Polish Chamber of Phigians and
Dentists (NIL):
http://www.nil.org.pl/xmi/nil/wladze/nil_e|
ng

1. Constitution of the Republic
of Poland, Article 39 (1997)

2. Medical Profession Act,
Articles 2129 (1997)

MOH:

Order of the Minister of Health
and Social Welfare on How to
Establish, Finance, and the Mod
of Action of Bioethics
Committees (1999)

e

NIL:
Code of Medical Ethics, Chapter Il (2003

)

Drugs and Devices

Drugs

Ministry of Health, Office for
Registration of Rierapeutic, Medical,
and Biocidal Products:
http://www.urpl.gov.pl/english/index.htm

1. Pharmaceutical Law, Chapte
2a (2008):
www.qif.gov.pl/?aid=173

2. Law of 20/04/2004 on
Amendment of the
Pharmaceutical Law, Law on th
Profession of Medical Doctor,
and Regulations Introducing th
Pharmaceutical Law, Law on
Medical Devices, and Law on
the Office for Registration of
Medicinal Products, Medical
Devices and Biocidal Products

(Journal of Laws N092,

1. Order of the Minister of Health
in the Matter of Central Register
of Clinical Trials (2004)

2. Decree of the Minister of
Health on Clinical Trials on

eMinors (2004)

3. March 11, 2005 Order oféh

2 Minister of Health Concerning

Detailed Requirements of Good
Clinical Practice (2005)
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http://www.bion.no/index_eng.shtml
http://www.etikkom.no/English/NEM/REK
http://www.etikkom.no/English/NEM/REK
http://www.helsedirektoratet.no/portal/page?_pageid=134,112387&_dad=portal&_schema=PORTAL&language=english
http://www.helsedirektoratet.no/portal/page?_pageid=134,112387&_dad=portal&_schema=PORTAL&language=english
http://www.helsedirektoratet.no/portal/page?_pageid=134,112387&_dad=portal&_schema=PORTAL&language=english
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Norway/page.aspx/168
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Norway/page.aspx/168
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Norway/page.aspx/168
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Norway/page.aspx/168
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Norway/page.aspx/168
http://ec.europa.eu/research/science-society/pdf/pl_eng_lr.pdf
http://ec.europa.eu/research/science-society/pdf/pl_eng_lr.pdf
http://www.kb.mz.gov.pl/index_en.html
http://www.nil.org.pl/xml/nil/wladze/nil_eng
http://www.nil.org.pl/xml/nil/wladze/nil_eng
http://www.urpl.gov.pl/english/index.htm
http://www.gif.gov.pl/?aid=173

Country

Key Organizations

Legislation

Regulations

Guidelines

ltem 882) |

Devices

Office for Registration of Medicinal
Products, Medical Dewes, and
Biocidal Products
http://www.upl.gov.pl/english/index.htm

Act on Medical Devices

Various (Polish):
http://www.urpl.gov.pl/

Research Injury

Pharmaceutical Law, Chapter
36b(2)(6) (2008):
www.qgif.gov.pl/?aid=173

1. Order of the Minister of
Finance Concerning the
Mandatory Civil Liability
Insurance of Researchers and
Sponsors (2004)

2. Order of the Minister of
Finance Amending the Regulatig
Concerning the Mandatory Civil

Liability Insurance oResearchers

D

and Sponsors (2005)

Privacy/Data
Protection

Inspector General for the Protection
of Personal Data:
http://www.giodo.gov.pl/168/j/en/

Act on the Protection of
Personal Data (2006):

http://www.giodo.gov.pl/data/filema
nager_en/61.doc

Human Biological
Materials

1. Act of 26 October 1995 on
the Collection and
Transplantation of Cells

2. Act of 22 August 1997 on the
Public Blaod Service

3.July 1, 2005 AcRegarding
Sampling, Storage and
Transplantig of Cells, Tissues
and Organs

1%

Portugal

General

National Council of Ethics for the
Life Sciences:
http://www.cnecv.gov.pt/cnecv/en/

Oviedo Convention on Human
Rights and Biomedine (2001)

1. Opinion 4/CNE/93 on Clinical Trials
(1993)

2. Opinion 9/CNE/94 on Ethics
Commissions (1994)

3. Doc. 13/CNECV/95 on Legislation on
Clinical Trials and Ethics Committees
(1995)

4. Doc. 34/CNECV/2001 on the Helsinki
Declaration (2001)

Drugs and Devices

Drugs

1. National Institute of Pharmacy an| 1. Approval of the Applicable | DecreeLaw No. 102/2007 of
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http://www.urpl.gov.pl/english/index.htm
http://www.urpl.gov.pl/
http://www.gif.gov.pl/?aid=173
http://www.giodo.gov.pl/168/j/en/
http://www.giodo.gov.pl/data/filemanager_en/61.doc
http://www.giodo.gov.pl/data/filemanager_en/61.doc

Country

Key Organizations

Legislation

Regulations

Guidelines

Medicines:
http://www.infarmed.pt/portal/page/portd
/INFARMED/ENGLISH

2. Ethics Commission for Clinical
Research (CEIC)
http://www.infarmed.pt/portal/page/portd
/INFARMED/MEDICAMENTOS USO
HUMANO/CEIC

LegalStandardgor the Conduct | April 2
| of Clinical Trials of Medicines
for Human e Law No.
46/2004

2. Approval of the Composition
IOperations, and Financing of the
Ethics Commission for Clinical
Research, Decree No. 57/2005
(Portuguese):
http://www.infarmed.pt/portal/page|
portal/INFARMED/LEGISLACAQO/
LEGISLACAO FARMACEUTICA

COMPILADA/TITULO 1II/TITU

LO Ill_CAPITULO I/portaria 57
2005.pdf

Devices

National Institute of Pharmacy and
Medicines:
http://www.infarmed.pt/portal/page/portg
[INFARMED/DISPOSITIVOS_MEDICO
S

Various:
http://www.infarmed.pt/portal/page|
| portal/INFARMED/LEGISLACAQO/
LEGISLACAO FARMACEUTICA

COMPILADA/TITULO V/TITU
LO V. _CAPITULO 1l

Various:
http://www.infarmed.pt/portal/page/portal/INR
ARMED/DISPOSITIVOS MEDICOS/NOTA
S _INFORMATIVAS

Research Injury

Convention on ldman Rights
and Biomedicine (Convention @
Oviedo), Article 24, ETS No.
164 (2001)

—h

Privacy/Data
Protection

National Data Protection
Commission:
http://www.cnpd.pt/english/index_en.htn

1. Constituton, Article 3§1997)
2. Act on the Protection of

" Personal Data, No. 67/98
(1998):
http://www.cnpd.pt/english/bin/legi
lation/Law6798EN.HTM

oY

Genetic Research

Ministry of Health
http://www.portugal.gov.pt/en/the
ministries/ministryof-health.aspx

Law 12/2005

Embryos, Stem
Cells, and Cloning

National Council of Ethics for the
Life Sciences:
http://www.cnecv.gov.pt/cnecv/en/

Oviedo Convention on Human
Rights and Biomedicine,
Additional Protocol on
Prohibition of Human Cloning
(2001)

2. Portuguese Law on Assisted
Reproductive Technologies,
Articles 7 and 9 (2006)
http://www.eshre.com/ESHRE/Endg|
ish/LegatMattersand
Guidelines/Legal

1. Opinion 15/CNECV/95 on Embryo
Research (1995)

2. Ophion 47/CNECV/2005 on Stem Ce
Research (2005):
http://www.cnecv.gov.pt/NR/rdonlyres/F13B3
AFD-FOF74C9D-96DC
419999D9B693/0/47CNECV2005.pdf

3. Opnion 48/CNECV/2006 on Human
Cloning (2006):
http://www.cnecv.gov.pt/NR/rdonlyres/770EA
39093264FF9B28D-
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http://www.infarmed.pt/portal/page/portal/INFARMED/ENGLISH
http://www.infarmed.pt/portal/page/portal/INFARMED/ENGLISH
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/CEIC
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/CEIC
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/CEIC
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_III/TITULO_III_CAPITULO_I/portaria_57-2005.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_III/TITULO_III_CAPITULO_I/portaria_57-2005.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_III/TITULO_III_CAPITULO_I/portaria_57-2005.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_III/TITULO_III_CAPITULO_I/portaria_57-2005.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_III/TITULO_III_CAPITULO_I/portaria_57-2005.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_III/TITULO_III_CAPITULO_I/portaria_57-2005.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/DISPOSITIVOS_MEDICOS
http://www.infarmed.pt/portal/page/portal/INFARMED/DISPOSITIVOS_MEDICOS
http://www.infarmed.pt/portal/page/portal/INFARMED/DISPOSITIVOS_MEDICOS
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_V/TITULO_V_CAPITULO_II
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_V/TITULO_V_CAPITULO_II
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_V/TITULO_V_CAPITULO_II
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_V/TITULO_V_CAPITULO_II
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_V/TITULO_V_CAPITULO_II
http://www.infarmed.pt/portal/page/portal/INFARMED/DISPOSITIVOS_MEDICOS/NOTAS_INFORMATIVAS
http://www.infarmed.pt/portal/page/portal/INFARMED/DISPOSITIVOS_MEDICOS/NOTAS_INFORMATIVAS
http://www.infarmed.pt/portal/page/portal/INFARMED/DISPOSITIVOS_MEDICOS/NOTAS_INFORMATIVAS
http://www.cnpd.pt/english/index_en.htm
http://www.cnpd.pt/english/bin/legislation/Law6798EN.HTM
http://www.cnpd.pt/english/bin/legislation/Law6798EN.HTM
http://www.portugal.gov.pt/en/the-ministries/ministry-of-health.aspx
http://www.portugal.gov.pt/en/the-ministries/ministry-of-health.aspx
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Portugal/page.aspx/473
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Portugal/page.aspx/473
http://www.eshre.com/ESHRE/English/Legal-Matters-and-Guidelines/Legal-documentation/Portugal/page.aspx/473
http://www.cnecv.gov.pt/NR/rdonlyres/F13B34FD-F9F7-4C9D-96DC-419999D9B693/0/47CNECV2005.pdf
http://www.cnecv.gov.pt/NR/rdonlyres/F13B34FD-F9F7-4C9D-96DC-419999D9B693/0/47CNECV2005.pdf
http://www.cnecv.gov.pt/NR/rdonlyres/F13B34FD-F9F7-4C9D-96DC-419999D9B693/0/47CNECV2005.pdf
http://www.cnecv.gov.pt/NR/rdonlyres/770EA390-9326-4FF9-B28D-D70A7E9AD961/0/p048_en.pdf
http://www.cnecv.gov.pt/NR/rdonlyres/770EA390-9326-4FF9-B28D-D70A7E9AD961/0/p048_en.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

documentation/Portugal/page.asp
73

D70A7E9AD961/0/p048_en.pdf

Romania

For an @erview of human subject protections in Romania, see ONational Regulations on Ethics and Research in Rtprisgiseeropa.eu/research/science

society/pdf/ro_eng_|

r.pdf

General

Ministry of Health (MOH)
(Romanian)http://www.ms.ro/

Oviedo Convention on Human
Rights and Biomedicine (2001)

Ordinance No. 57/16.08.2002
(2002)

Drugs and Devices

1. Ministry of Health (MOH)
(Romanian)http://www.ms.ro/
2. National Medicines Agency:
http://www.anm.ro/en/home.html

MOH:

1. Order 904/25Jul2006 on
Approval ofRulesRelating to the
Implementation o6ood Clinical
Practice in theConduct of
Clinical Trials onMedicinal
Products for Human Use
Transpogion of 2001/20/EC
Directive

2. Order 905/25Jul2006 on
Approval of the Principles and
Guidelines for Good
Manufacturing Practice in
Respect of Medicinal Productsrf
Human Use and Investigational
Medicinal Products for Himan
Use-- Transposition of the
2003/94/CE Directive

Access:
http://www.anm.ro/en/html/legislatio
n_minister_orders.html

D

MOH:
Guideline forClinical Trials in Pediatric
Populatiors (CPMP/ICH/2711/99) (1999)

Research Injury

National Medicines Agency:
http://www.anm.ro/en/home.html

Convention on Human Rights
and Biomedicine (Corention of
Oviedo), Article 24, ETS No.
164 (2001)

Privacy/Data
Protection

National Supervisory Authoritior
Personal Data Processing

http://www.dataprotection.ro/index.jsp

ge=documents&lang=en

Law No. 667/2000Dn the
Protection of Individuals with
Regard to the Processing of
Personal Data and on the Free
Movement of Such Data:
http://www.dataproteabin.ro/serviet
[ViewDocument?id=174

Human Biological
Materials

Ministry of Health (MOH)

(Romanian)http://www.ms.ro/

Law No. 95/2006 Regarding th
Reform in Health Field. Title

Directive 2010/53/EUof the

European Parliament and of the
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http://ec.europa.eu/research/science-society/pdf/ro_eng_lr.pdf
http://ec.europa.eu/research/science-society/pdf/ro_eng_lr.pdf
http://www.ms.ro/
http://www.ms.ro/
http://www.anm.ro/en/home.html
http://www.anm.ro/en/html/legislation_minister_orders.html
http://www.anm.ro/en/html/legislation_minister_orders.html
http://www.anm.ro/en/home.html
http://www.dataprotection.ro/index.jsp?page=documents&lang=en
http://www.dataprotection.ro/index.jsp?page=documents&lang=en
http://www.dataprotection.ro/servlet/ViewDocument?id=174
http://www.dataprotection.ro/servlet/ViewDocument?id=174
http://www.ms.ro/
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32010L0053:EN:NOT

Country

Key Organizations

Legislation

Regulations

Guidelines

VI. Performing of Sampling anc
Transplat of Organs, Tissues
and Human Origin Cells with
Therapeutic Purpose:
http://www.transplant.ro/Lege/Titlu

Council of 7July2010 on
Standards of Quality and Safety
of Human Organs Intended for
Transplantation:
http://europa.eu/legislation_summar

VI_Legea 95 2006.html

s/public_health/threats_to_health/sp
008_ro.htm

oo

Embryos, Stem
Cells, and Cloning

1. Additional Protocol to the
Convention for the Protection g
Human Rights and iQnity of

the Human Being with &jard

to the Application of Biology
and Medicine, on the Prohibitio
of Cloning Human Beings
(2001)

2. Law No. 301 from 204 Penal
Code BChapter IVDCrimes
and Felonies Regarding Genet
Manipulation:
http://www.dpenal.ro/legislatie/d
cument/leqe301-din-2004-coduk
penaitcapitob4-crime-si-delicte
privind-manipulareagenetical 260
63259.html

Russia

General

1. Ministry of Healthcare of the
Russian Federation:
http://www.rosminzdravru

2. Federal Service on Surveillance i

HealthcargRoszdravnadzor):
(Russian):
http://www.roszdravnadzor.ru/

1. Constitution of the Russian
Federation, Article 21 (1993):
http://www.constitution.ru/en/1000
N 000-03.htm

2. Federal Law #FZ 32Q0n
Foundations of Protection of
CitizenOs &hlth inthe Russian
FederationO (201 {Russian)
http://www.rosminzdrav.ru/docs/la
ws/104

Drugs and Devices

Council of Ethics of the Ministry of
Healthcare of the Russian Federatiq
http://www.roszdravnadzor.ru/etile/nor

m

Federal Law #61FZ OOn
ncirculation of MedicinesO
(2011):

php?option=com_content8ew=art
icle&id=152:61fz&catid=31:drugs
&ltemid=36&lang=en

http://www.consultpharma.ru/index.

MOH:

1. Ministry of Health Order No.
753n (August 26, 2010)

@Dn Assertion of Order of
Organization and Carrying out o
Ethical ReviewEO (Russian)
http://base.consultant.ru/cons/cgi/on
ne.cgi?req=doc;base=LAW;n=1043
3

2. Ministry of Health Order No.
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http://www.transplant.ro/Lege/TitlulVI_Legea_95_2006.html
http://www.transplant.ro/Lege/TitlulVI_Legea_95_2006.html
http://europa.eu/legislation_summaries/public_health/threats_to_health/sp0008_ro.htm
http://europa.eu/legislation_summaries/public_health/threats_to_health/sp0008_ro.htm
http://europa.eu/legislation_summaries/public_health/threats_to_health/sp0008_ro.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://www.codpenal.ro/legislatie/document/lege-301-din-2004-codul-penal-capitol-4-crime-si-delicte-privind-manipularea-genetica-1260-63259.html
http://www.codpenal.ro/legislatie/document/lege-301-din-2004-codul-penal-capitol-4-crime-si-delicte-privind-manipularea-genetica-1260-63259.html
http://www.codpenal.ro/legislatie/document/lege-301-din-2004-codul-penal-capitol-4-crime-si-delicte-privind-manipularea-genetica-1260-63259.html
http://www.codpenal.ro/legislatie/document/lege-301-din-2004-codul-penal-capitol-4-crime-si-delicte-privind-manipularea-genetica-1260-63259.html
http://www.codpenal.ro/legislatie/document/lege-301-din-2004-codul-penal-capitol-4-crime-si-delicte-privind-manipularea-genetica-1260-63259.html
http://www.rosminzdrav.ru/
http://www.roszdravnadzor.ru/
http://www.constitution.ru/en/10003000-03.htm
http://www.constitution.ru/en/10003000-03.htm
http://www.rosminzdrav.ru/docs/laws/104
http://www.rosminzdrav.ru/docs/laws/104
http://www.roszdravnadzor.ru/etika/et/norm
http://www.roszdravnadzor.ru/etika/et/norm
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://base.consultant.ru/cons/cgi/online.cgi?req=doc;base=LAW;n=104353
http://base.consultant.ru/cons/cgi/online.cgi?req=doc;base=LAW;n=104353
http://base.consultant.ru/cons/cgi/online.cgi?req=doc;base=LAW;n=104353

Country

Key Organizations

Legislation

Regulations

Guidelines

774n (August 31, 2010) OOn
Council of EthicsQRussian)
http://www.businesspravo.ru/Docun
DocumShow_DocumlID_171302.htn
|

GOST:

Good Clinial Practice. GOSR
523792005 September 27,
2005

=

N

Research Injury

Federal Law #61FDOn
Circulation ofMedicinesO
(2011), Art. 3844:

http://www.consultpharma.ru/index.

php?option=com_content&view=al
icle&id=152:61fz&catid=31:drugs
&ltemid=36&lang=en

Privacy/Data
Protection

1. Federal Law of the Russian
Federation on Information,
Information Technologies, and
Protection of Informatiof2006)
2. Federal Law of the Russian
Federation No. 15FZ on
Personal Daté2006):
http://www.hunton.com/files/tbl s4
7Details/FileUpload265/1625/Privg
cy Russia White Paper.pdf

Genetic

Inter-Departmental @mmission on
GeneticEngineering Activity

Federal Law of July 5, B%, N
OF 8:FZ OAbout th&tate
Control in the Area of Genetic
Engineering ActivityO (With
changes of July 12, 2000)

Order of the Ministry of
Education and Science of the

Russian Federation #154 (2005):

OStatute of theter-Departmental
Commission on Gegtic-
Engineering Activity@Russian):
http://www.zakonprost.ru/content/ba
elpart/438157

Embryos, Stem
Cells, and Cloning

Federal Law #3%Z OOn
Introduction of Gange irArt. 1
of the Feleral Law OOn
Temporary Bin onHuman
CloningO (2010)Russian)
http://base.consultant.ru/cons/cgi/q
line.cgi?req=doc;base=L AW=988
95:fld=134;dst=100008;rnd=0.5044

818258109531

San Marino
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http://www.businesspravo.ru/Docum/DocumShow_DocumID_171302.html
http://www.businesspravo.ru/Docum/DocumShow_DocumID_171302.html
http://www.businesspravo.ru/Docum/DocumShow_DocumID_171302.html
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://www.consultpharma.ru/index.php?option=com_content&view=article&id=152:61fz&catid=31:drugs&Itemid=36&lang=en
http://www.hunton.com/files/tbl_s47Details/FileUpload265/1625/Privacy_Russia_White_Paper.pdf
http://www.hunton.com/files/tbl_s47Details/FileUpload265/1625/Privacy_Russia_White_Paper.pdf
http://www.hunton.com/files/tbl_s47Details/FileUpload265/1625/Privacy_Russia_White_Paper.pdf
http://www.zakonprost.ru/content/base/part/438157
http://www.zakonprost.ru/content/base/part/438157
http://base.consultant.ru/cons/cgi/online.cgi?req=doc;base=LAW;n=98895;fld=134;dst=100008;rnd=0.5044818258109531
http://base.consultant.ru/cons/cgi/online.cgi?req=doc;base=LAW;n=98895;fld=134;dst=100008;rnd=0.5044818258109531
http://base.consultant.ru/cons/cgi/online.cgi?req=doc;base=LAW;n=98895;fld=134;dst=100008;rnd=0.5044818258109531
http://base.consultant.ru/cons/cgi/online.cgi?req=doc;base=LAW;n=98895;fld=134;dst=100008;rnd=0.5044818258109531

Country

Key Organizations

Legislation

Regulations

Guidelines

General

Oviedo Convention on Human
Rights and Biomedicine (1998)

Research Injury

Convention on Human Rights
and Biomedicine (Convention @
Oviedo), Article 24, ETS No.
164 (1999)

—h

Serbia

Drugs and Devices

1. Ministry of Health (MOH):
http://www.zdravlje.gov.rs/

2. Serbian Drug Agency
http://www.alims.gov.rs/eng/

Law on Medicines and Medical
Devices, Official Gazette of RS
No. 30/2010 and 107/2012:
http://www.alims.gov.rs/ciril/files/2
012/11/zakor80-2010-107-
2012.pdf

MOH:

Regulation on Content of
Request and Documents for
Approval of Clinical Trials and
Procedures for Conducting
Clinical Trials, Official Gazette o
RS, 64/2011, 31 Augst2011
http://www.alims.gov.rs/cirifiles/20
12/06/pklinicka-64-2011.pdf

Research Injury

1. Ministry of Health (MOH):
http://www.alims.gov.rs/eng/
2. Serbian Drug Agency
http://www.alims.gov.rs

Law on Medicines and Medical
Devices Article 72(Serbian):
http://www.alims.gov.rs/ciril/files/2
012/11/zakor30-2010-107-

2012.pdf

MOH:

Regulation on Content of
Requests ahDocuments for
Approval of Clinical Trials and
Procedures for Conducting
Clinical Trials, Official Gazette o
RS, 64/2011, 31 Augst2011

Privacy/Data
Protection

Commissioner for Information of
Public Importance and Personal Da
Protection:
http://www.poverenik.rs/en/the
commissionersuthoritydi.html

Law on the Protection of
aPersonal Data, Official Gazette
97/08, 104/09, 68/20 and
107/12
http://www.poverenik.rs/images/stq
ies/dokumentacijmova/zakoro-
zastittpodatakeo-licnosti_en.pdf

=

Embryos, Stem
Cells, and Cloning

Law on Organ Transplantation,
Official Gazette No. 72/2009
(Serbian)
http://www.rfzo.rs/download/zakon|

[Zakon_transplantacija.pdf

Slovakia

For an overview of human subject protections in Slovakia,

society/pdf/sk_eng_Ir.pdf

see Ol®iegulations on Ethics and Research in Slovak RepubliczOropa.eu/research/science

General

1. Ministry of Health (Slovak):
http://www.health.gov.sk/

2. Institute of Medical Ethis and
Bioethics:
http://www.bioethics.sk/

1. Act No. 576/2004 Coll on
Health Care, as amended by
Acts No. 350/2005, 282/2006,
662/2007, 345/2009 Coll.:
http://www.privireal.org/content/red

/documents/Slovakia ActNo576 H
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http://www.zdravlje.gov.rs/
http://www.alims.gov.rs/eng/
http://www.alims.gov.rs/ciril/files/2012/11/zakon-30-2010-107-2012.pdf
http://www.alims.gov.rs/ciril/files/2012/11/zakon-30-2010-107-2012.pdf
http://www.alims.gov.rs/ciril/files/2012/11/zakon-30-2010-107-2012.pdf
http://www.alims.gov.rs/ciril/files/2012/06/p-klinicka-64-2011.pdf
http://www.alims.gov.rs/ciril/files/2012/06/p-klinicka-64-2011.pdf
http://www.alims.gov.rs/eng/
http://www.alims.gov.rs/
http://www.alims.gov.rs/ciril/files/2012/11/zakon-30-2010-107-2012.pdf
http://www.alims.gov.rs/ciril/files/2012/11/zakon-30-2010-107-2012.pdf
http://www.alims.gov.rs/ciril/files/2012/11/zakon-30-2010-107-2012.pdf
http://www.poverenik.rs/en/the-commissioners-authority-di.html
http://www.poverenik.rs/en/the-commissioners-authority-di.html
http://www.poverenik.rs/images/stories/dokumentacija-nova/zakon-o-zastiti-podataka-o-licnosti_en.pdf
http://www.poverenik.rs/images/stories/dokumentacija-nova/zakon-o-zastiti-podataka-o-licnosti_en.pdf
http://www.poverenik.rs/images/stories/dokumentacija-nova/zakon-o-zastiti-podataka-o-licnosti_en.pdf
http://www.rfzo.rs/download/zakoni/Zakon_transplantacija.pdf
http://www.rfzo.rs/download/zakoni/Zakon_transplantacija.pdf
http://www.health.gov.sk/
http://www.bioethics.sk/
http://www.privireal.org/content/rec/documents/Slovakia_ActNo576_Healthcare_2004.pdf
http://www.privireal.org/content/rec/documents/Slovakia_ActNo576_Healthcare_2004.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

ealthcare _2004.pdf
2. Oviedo Convention ohluman

Rights and Biomedicine (1998)
3. Additional Protocol on
Biomedical Resarch (2005)

Drugs and Devices

State Institute for Drug Control:
http://www.sukl.sk/en

Act No. 140/1998 Coll. on
Drugs and Medical Devices, as
amended by Acts No. 9/2004
and 542/2006, 489/2008, and
402/2009 Caoll.

Ministerial Regulation No.
239/2004 Coll. on Requirements
for Clinical Trials and Good
Clinical Practiceas amended by
Ministerial Regulation No.
148/2009 Coll.

Research Injury

Law 277/1994 on Health Care
Section 44

Privacy/Data
Protection

Office for Personal Data Protection:
http://www.dataprotection.gov.sk/buxus

enerate _page.php3?page id=413

Act No. 428/2002 Coll. on

gProtection of Personal Data, as
amended by At No. 90/2005
Coll.:
http://www.privireal.org/content/dp.
documents/SlovakiaAct428 20029
20 2005 PersonalData.pdf

Human Biological
Materials

1. Act No. 576/2004 Coll. on
Health Care, Sections 3.
2. Act No. 489/2008 Coll. on
Drugs and Medical Devices,
Section 18 (29b).

Governmental Bgulation No.
20/2007 Coll. on Tissue and Cel
Collection

Embryos, Stem
Cells, and Cloning

1. Act No. 576/200£oll. on
Health Care, Section 26.10.a.
2. Additional Protocol to the
Convention for the Protection o
Human Rights and Dignity of
the Human Being with regard t
the Application of Bology and
Medicine, on the Prohibition of

4

Cloning Human Being61998)

Slovenia

For an overview of human subject protections in Slovenia,

society/pdf/sl_eng_Ir.pdf

see ONational Regulations on Ethics and Research irh8ol/eniai@opa.eu/research/science

General

National Medical Ethics Committee
(NMEC)

1. Oviedo Convention on
Human Rights and Biomedicing
(1998)

2. Additional Protocol on
Biomedical Research (2006)

Slovenian Code of Medical Deontology,
Articles 4750 (1992)

Drugs and Devices

Drugs

70



http://www.sukl.sk/en
http://www.dataprotection.gov.sk/buxus/generate_page.php3?page_id=413
http://www.dataprotection.gov.sk/buxus/generate_page.php3?page_id=413
http://www.privireal.org/content/dp/documents/SlovakiaAct428_2002%20_2005_PersonalData.pdf
http://www.privireal.org/content/dp/documents/SlovakiaAct428_2002%20_2005_PersonalData.pdf
http://www.privireal.org/content/dp/documents/SlovakiaAct428_2002%20_2005_PersonalData.pdf
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://ec.europa.eu/research/science-society/pdf/sl_eng_lr.pdf
http://ec.europa.eu/research/science-society/pdf/sl_eng_lr.pdf

Country Key Organizations Legislation Regulations Guidelines
1. National Medical Ethics Bylaw on Clinical Trials, NMEC:
Committee (NMEC) Official Gazette, No54/06 1. Ministerial Decree No. 30
2. Agency for Medicinal Products and (1995)

Medical Devices (Slovenian):
http://www.jazmp.si/index.php?id=56

2. Statutory Notes (1998)

3. Slovenian Directive on Clinical

Drug Testing No. 67.8378385
(2000)

4. On the Ethical Reviewf ®@hase
IV Clinical Studies (2003)

(Slovenian)http://www.mf.unk
lj.si/kme-

nmec/Docu/Ocenjevanje_Klin_studij|

IV faze.pdf

Devices

Agency for Medicinal Productnd
Medical Devices (JAZMP)
http://www.jazmp.si/index.php?id=56

Various:
http://www.jazmp.si/index.php?id=115

Research Injury

1. Convention o Human Rights
and Biomedicine (Convention @
Oviedo), Article 24, ETS No.
164 (1999)

2. Additional Protocol
Concerning Biomedical

Research, Article 13, CETS Na.

195 (2007)

—h

Privacy/Data
Protection

Inspectorate for Personal Data
Protection (Slovenianhttp://www.ip-
rs.si/

1. Personal Data Protection Ac
No. 59 (1999)

2. Act Amending the Personal
Data Protection Act No. 57/200

1

Human Biological
Materials

1. National Medical Ethics
Committee (NMEC)

2. Agency forMedicinal Products ang
Medical Devices (JAZMP)
http://www.jazmp.si/index.php?id=5

)

A\"2)

On Interventions into the Human
Corpse Which are not Part of the
Routine Autopsy and on Handlin
with Biologic Materid of Human
Origin (2004)

Convention on Human Rights and
> Biomedicine (Convention of Oviedo),
gArticles 2122 (1999)

Embryos, Stem
Cells, and Cloning

1. Additional Protocol to the
Corvention for the Protection o
Human Rights and Dignity of
the Human Being with regard t
the Application of Biology and
Medicine, on the Prohibition of
Cloning Human Being&002)
2. Law on Biomedically
Assisted Fertilization No. 70

O

(2000)
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http://www.jazmp.si/index.php?id=56
http://www.mf.uni-lj.si/kme-nmec/Docu/Ocenjevanje_klin_studij_IV_faze.pdf
http://www.mf.uni-lj.si/kme-nmec/Docu/Ocenjevanje_klin_studij_IV_faze.pdf
http://www.mf.uni-lj.si/kme-nmec/Docu/Ocenjevanje_klin_studij_IV_faze.pdf
http://www.mf.uni-lj.si/kme-nmec/Docu/Ocenjevanje_klin_studij_IV_faze.pdf
http://www.jazmp.si/index.php?id=56
http://www.jazmp.si/index.php?id=115
http://www.ip-rs.si/
http://www.ip-rs.si/
http://www.jazmp.si/index.php?id=56
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm

Country

Key Organizations

Legislation

Regulations

Guidelines

Spain

For anoverview of human subject protections in Spain, see ONational Infor&fminOhttp://www.eurecnet.org/information/spain.html

General

1. Spanish Bioethics Committee
http://www.comitedebioetica.es/?lang=e
us
2. Coordinating Center for Ethical
Committees on Clinical Research
(Spanish):
http://www.msc.es/pfesionales/farmacig
[ceic/home.htm
3. Institute of HealtlCarlos I,
Ministry of Science and Innovation
http://www.isciii.es/htdocs/en/index.jsp

1. Oviedo Convention on
NHuman Rights and Biomedit
(1999):
http://www.coe.int/t/dg3/healthbioe
hic/texts and _documents/ETS164
panish.pdf

2. Law 14/2007 on Biomedical
Research:
http://www.catedraderechoygenon
humano.es/images/novedades/Sp
shLawonBiomedicalResearchEngl
h.pdf

0 —

a
ani
s

Drugs and Devices

Note: Many of the
Spanishautonomous
communities have
their own laws and
regulations
pertaining to drug
research

Drugs

Spanish Agency of Medicines and
Medical Devices (Spanish):
http://www.aemps.gob.es/en/investigac
Clinica/medicamentos/home.htm

1. Royal Decree 223/2004:
Regulation of Medication
Clinical Trials:
http://www.aemps.gob.es/en/legisl|
cion/espana/iwestigacionClinica/do
cs/rcl_2004 325.pdf

2. Law 29/2006, of @arantees
and Rational Use of Medicines
and Sanitary Products (Spanist
http://www.aemps.do.es/en/legisla
cion/espana/laAEMPS/docs/gener

rcl_2006_1483.pdf
3. Royal Decree 1015/2009:

Drug Availability for Special
Purposes (Spanish):
http://www.boe.es/boe/dias/2009
[20/pdfs/BOEA-200912002.pdf

4. Royal Decree 577/2013,
Regulaing Pharmacovigilance
in Human Use Medicines:
http://www.boe.es/diario_boe/txt.p
p?id=BOEA-20138191

5.Law 10/2QL3, Incorporating
into Spanish BwsCertainEU
Directives About Mnitoring
and Preventing
Commercialization of
Counterfeit Medicines
(Spanish)
http://www.boe.es/diario_boe/txt.p

1. Order SCO/256/2007 That
Establishes the Principles and
Detailed Directives on Good
aClinical Practice, and the
Requirements to Approve the
Manufacture and Import of
Research Medications for Human
Use (Spanish):
1)F1ttp://www.aemps.qob.es/leqislaciom/

Blp007_270.pdf
2. Order SC0O/362/2008 that

Modifies Order SC0O/256/2007
(Spanish):
http://www.aemps.gob.es/leqislacion/

2008_410.pdf

p?id=BOE-A-20138083

espana/investigacionClinica/docs/rc|_

espana/investigacionClinica/docs/rc|_
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http://www.eurecnet.org/information/spain.html
http://www.comitedebioetica.es/?lang=en_US
http://www.comitedebioetica.es/?lang=en_US
http://www.msc.es/profesionales/farmacia/ceic/home.htm
http://www.msc.es/profesionales/farmacia/ceic/home.htm
http://www.isciii.es/htdocs/en/index.jsp
http://www.coe.int/t/dg3/healthbioethic/texts_and_documents/ETS164Spanish.pdf
http://www.coe.int/t/dg3/healthbioethic/texts_and_documents/ETS164Spanish.pdf
http://www.coe.int/t/dg3/healthbioethic/texts_and_documents/ETS164Spanish.pdf
http://www.catedraderechoygenomahumano.es/images/novedades/SpanishLawonBiomedicalResearchEnglish.pdf
http://www.catedraderechoygenomahumano.es/images/novedades/SpanishLawonBiomedicalResearchEnglish.pdf
http://www.catedraderechoygenomahumano.es/images/novedades/SpanishLawonBiomedicalResearchEnglish.pdf
http://www.catedraderechoygenomahumano.es/images/novedades/SpanishLawonBiomedicalResearchEnglish.pdf
http://www.aemps.gob.es/en/investigacionClinica/medicamentos/home.htm
http://www.aemps.gob.es/en/investigacionClinica/medicamentos/home.htm
http://www.aemps.gob.es/en/legislacion/espana/investigacionClinica/docs/rcl_2004_325.pdf
http://www.aemps.gob.es/en/legislacion/espana/investigacionClinica/docs/rcl_2004_325.pdf
http://www.aemps.gob.es/en/legislacion/espana/investigacionClinica/docs/rcl_2004_325.pdf
http://www.aemps.gob.es/en/legislacion/espana/laAEMPS/docs/general/rcl_2006_1483.pdf
http://www.aemps.gob.es/en/legislacion/espana/laAEMPS/docs/general/rcl_2006_1483.pdf
http://www.aemps.gob.es/en/legislacion/espana/laAEMPS/docs/general/rcl_2006_1483.pdf
http://www.boe.es/boe/dias/2009/07/20/pdfs/BOE-A-2009-12002.pdf
http://www.boe.es/boe/dias/2009/07/20/pdfs/BOE-A-2009-12002.pdf
http://www.boe.es/diario_boe/txt.php?id=BOE-A-2013-8191
http://www.boe.es/diario_boe/txt.php?id=BOE-A-2013-8191
http://www.boe.es/diario_boe/txt.php?id=BOE-A-2013-8083
http://www.boe.es/diario_boe/txt.php?id=BOE-A-2013-8083
http://www.aemps.gob.es/legislacion/espana/investigacionClinica/docs/rcl_2007_270.pdf
http://www.aemps.gob.es/legislacion/espana/investigacionClinica/docs/rcl_2007_270.pdf
http://www.aemps.gob.es/legislacion/espana/investigacionClinica/docs/rcl_2007_270.pdf
http://www.aemps.gob.es/legislacion/espana/investigacionClinica/docs/rcl_2008_410.pdf
http://www.aemps.gob.es/legislacion/espana/investigacionClinica/docs/rcl_2008_410.pdf
http://www.aemps.gob.es/legislacion/espana/investigacionClinica/docs/rcl_2008_410.pdf

Country

Key Organizations

Legislation

Regulations

Guidelines

Devices

Spanish Agency of Medicines and
Medical Devices (Spanish):
http://www.aemps.gob.es/en/investigaci

Royal Decred591/2009,
Regulating Sanitary Devices:
pttp://www.ont.es/infesp/Legislacir

Clinica/productosSanitarios/home.htm

RD_1591 2009.pdf

Various (Spanish):

http://www.aemps.es/actividad/psch|

/ implantablesl.htm#circulares

Research Injury

Spanish Agency of Medicines and
Medical Devices (Spanish):
http://www.aemps.gob.es/en/home.htm

Royal Decree 223/2004:
Regulation of Medication
Clinical Trials, Article 8:
http://www.aemps.gob.es/en/legisl
cion/espanalinvestigacionClinica/d
cs/rcl_2004 325.pdf

Law 14/2007 on Biomedical
ResearchArticle 18
http://www.catedraderechoygenon
humano.esmages/novedades/Spal
shLawonBiomedicalResearchEngl
h.pdf

oD

a
ni
s

Privacy/Data
Protection

Note: Many of the
Spanishautonomous
communities have
their own laws and
regulationson
privacy/data
protection.

Spanish Data Protection Authority
(Spanish):
https://www.agpd.es/portalweb/index
idesidphp.php

1. Organic Law 15/1999 of
December 13 on the Protection
of Personal Data:
https://www.agpd.es/upload/Ley%
00rg%E1nica%20199 ingles.pdf
2. Law 14/2007 on Biomedical
Research, Title I, Article 5:
http://www.catedraderechoygenom

1. Royal Decree 1720/2007
(Spanish):

https://vww.agpd.es/portalwebAGPIl

p /canaldocumentacion/legislacion/es

2. Royal Decree of 19 January
2008 (Spanish):

al/common/pdfs/RD_1720 2007.pd

ahttps://www.agpd.es/portalwebAGP

Wg¢analdocumentacion/legislacion/es

humano.es/images/novedades/Sp
shLawonBiomedicalResearchEng|
h.pdf

sal/common/pdfs/RD_1720 2007.pd

Human Biological
Materials

Ministry of Health and Consumption
http://www.msc.es/en/home.htm

1. Royal Decree 1301/2006 of
November 10 Regarding the U
of Cells and Human Tissue:

http://www.ont.es/legislacion/ficher

0sPDF/RD1301.pdf
2. Royal Decree 2070/1999 of

December 30, Regarding
Activities of Collection and
Clinical Use of Human Organs
for Organ Transplants and
Tissues

3. Law 14/2007 of July 3 on
Biomedical Research, Title |,
Article 11; Title Ill, Article 37;
Title V:
http://www.catedraderechoygenon
humano.es/images/novedades/Sp

Royal Decree 65/2006 of
sdRequirements fothe Import am
Export of Biological Samples

(2006) (Spanish):

http://www.boe.es/boe/dias/2006/02

7/pdfs/A0462604636.pdf

ani

shLawonBiomedicalResearchEngl

(]
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Country

Key Organizations

Legislation

Regulations

Guidelines

h.pd

4. Royal Decree

1716/2011 on Biobanks:
http://www.comitedebioetica.es/no
mativa/docs/RD%201716 2011 d
%20autorizacion%20y%20funcion
miento%20de%20los%20biobancq

pdf

Genetic

Spanish Bioethics Committee:

http://www.comitedebioetica.es/?lang=e

usS

Law 14/2007 of July 3 on

nBiomedical Research, Title I,
Articles 6-9; Title V:
http://www.catedraderechoygenon
humano.es/images/novedades/Sp
shLawonBiomedicalResearchEngl
h.pdf

a
ani
s

Embryos, Stem
Cells, and Cloning

Spanish Bioethics Commite

http://www.comitedebioetica.es/?lang=e

_Us

1. Additional Protocol to the
nConvention for the Protection o
Human Rights and Dignity of
the Human Being with regard t
the Applicaton of Biology and
Medicine, on the Prohibition of
Cloning Human Being&000)
2. Law 14/2006 on Methods of
Assisted Human Reproduction,
Chapters IV and V:
http://www.eshre.com/ESHRE/Eng
ish/LegatMattersand

Guidelines/Legal
documentation/Spain/page.aspx/1
3. Law 14/2007 of July 3 on
Biomedical Research, Title IlI:
http://www.catedraderechoygenon
humano.es/images/novedades/Sp
shLawonBiomedicalResearchEngl
h.pdf

4

1]

a
ani
s

Sweden
For an overview of h

uman subject protections in Sweden,

see OCODEX: Rules and Guid&iessafiah: 6ttp://www.codex.uu.se/en/index.shtml

General

1. Central Ethical Review Board
(CEPN):

http:/www.epn.se/start/startpage.asgx
2. Swedish Research Council (SRC

http://www.vr.se/english

Law No. 460 on the Ethical

Review of Research Involving

Humans (2003):

:http://www.epn.se/media/45159/th
etical review act.pdf

CEPN:

1. Ordinance No. 615 Concernin
the Ethical Vetting of Research
e Involving Humang2003):
http://www.epnse/media/45162/2003

615.pdf

2. Statute No. 2007:1069
Containing Instructions for
Regional Ethical Review Boards

CEPN:
gInformation for Research Participants

SRC:

1. Guidelines for the Ethical Evaluation ¢
Medical Research on Humans (2003)

2. Policy Statement Regiing the
Assessment of Scientific Studies in whig

Patients or Healthy Subjects are to

74
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Country Key Organizations Legislation Regulations Guidelines
(2007): Undergo Invasive Operations (2003)
http://www.epn.se/media/45228/10693. Good Research Practice
-pdf http://www.cm.se/webbshop_vr/pdfer/2011

3. Statute No. 2007:1068
Containing Istructions for the
Central Ethical Review Boards
(2007):
http://www.epn.se/media/45225/106
.pdf

SRC:

Regulations aneneral Counsel
VRFS 2012:1 on Ethical Vetting
of Human Subjects Research:

http://www.epn.se/media/48216/vrfs|

2012_1.pdf

-pdf

D3

Drugs and Devices

Drugs

Medical Products Agency:
http://www.lakemedelsverket.se/Tpl/Sta
Page 395.aspx

Pharmaceuticals Act No. 1992:
1859 (Swedish):

http://www.notisum.se/rnp/SLS/LA

G/19920859.HTM

MPA Regulations orClinical
Trialsin Humans-- LVFS
2011:19(Swedish):
http://www.lakemedelsverket.se/upl
ad/lvfs/LVFS 2011 19.pdf

Devices

Medical Products Agency:
http://www.lakemedelsverket.se/english
roduct/Medicaldevices/Clinical

Investigations/

1. Swedish Medical Devices Ad
P(SFS 1993:584)

2. Medical Devices Ordinance
(SFS1993:876)

1. Swedish Implementation of
Directive 90/385/EEG- LVFS
2001:5

2. Swedsh Implementation of
Directive 93/42/EEG- LVFS
2003:11 with Amendment LVFS
2004:11

Privacy/Data
Protection

1. Swedish Data Inspection Board:
http://www.datainspektionen.sefin

english/

2. Svedish Research Council (SRC);:

http://www.vr.se/english

SFS 2009:400 Public Access tg
Information and Secrecy Act
http://www.notisum.se/rnp/sls/lag/2
0090400.htm

SFS 2009:641 Public Access to
Information and Secrecy
Ordinance

http://www.notisum.se/rnp/sls/lag/20
090641.htm

Swedish Data Inspection Boareport
2004:2

http://www.datainspektionen.se/Documents/
portbiobanker.pdf

SRC:

Policy Document: Handling Personahta
(Swedish)
http://www.vr.se/download/18.6b2f98a910b3
260ae28000342/Personuppgifter_7.pdf

Human Biological
Materials

1. National Board of Health and
Welfare (SOS):
http://www.socialstyrelsese/english

2. Swedish Research Council (SRC

http://www.vr.se/english

1. Biobanks in Medical Care Ad
No. 297 (2002):
http://www.biobanksverige.se/getD
:ocument.aspx?id=339

2. Regulation No. 746 (2002)

SOS:

Consolidated regulations
(Swedish):
http://www.socialstyrelsen.se/sosfs/

SRC:
Research Ethics Guidelines for Using
Biobanks Ewedish (2003)

P http://www.vr.se/download/18.6b2f98a910b3

002-11/Sidor/20021.1.aspx

D

260ae28000350/Riktlinjer_Biobanker_11.pdf
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Country

Key Organizations

Legislation

Regulations

Guidelines

3. Swedish National Biobank
Programahttp://www.biobanks.se/

http://www.notisum.se/rnp/slst/2
0020746.htm

Genetic Research

1. Ministry of Health and Social
Affairs:
http://www.sweden.gov.se/sb/d/2061
2. National Board of Health and
Welfare:
http://www.socialstyrelsen.se/english

Act on Genetic Integrity
(2006:351) (Swedish)
http://www.notisum.se/rnp/sls/lag/2
0060351.htm

Drug Administration Regulations
andGuidelines (LVFS 2004:10)
on thelntentional Release of
Clinical Trials of Medicinal
Products ntainingor
Consisting of @netically
Modified Organisms
http://www.lakemedelsverket.se/upl
ad/Ivfs/LVES _200410.pdf

Genetics and Gene Technology in the
Health Care: Statef the Art and
Guidelines for Ethical Considerations
(1999)

Embryos, Stem
Cells, and Cloning

Act on Genetic Integrity
(2006:351) (Swedish)
http://www.notisum.se/rnp/sls/lag/2

Legal Regulation of Stem Cell
Research 2002:119:
http://www.regeringen.se/sb/d/108/4

SRC:
Guidelines for Ethical Vetting of Human
/ StemCell Research (Swedish)

0060351.htm 2717 http://www.vr.se/download/18.6b2f98a910b3e
2. Regulations and @delinesfor | 260ae28000362/human_stamcellsforskning |16
the Use ofTissues and élls in .pdf
Healthcare an€linical Research
- SOSFS 209:32
http://www.socialstyrelsen.se/sosfs/?
009-32/Documents/2009 32.pdf
Switzerland
General 1. Federal Office of Publitiealth Swiss Federal @nstitution, 1. Ordinance on Clinical Trial SAMS:
(BAG): Article 118b (201 (2014) (French): 1. Guidelines on Human Research (1997)
http://www.bag.admin.ch/index.html?langhttp://www.admin.ch/opc/en/classifi http://www.admin.ch/opc/fridicial - 2. Memorandum Concerning Research on

=en

2. National Advisory Commission orj
Biomedical Ethics (NEKCNE):
http://www.bag.admin.ch/nek
cnel/indexhtml?lang=en&langld=2

3. SwissAssociation of Research
Ethics Committees
www.swissethics.ch

ed
compilation/19995395/index.html#
118b

Convention on Human Rights
and Biomedicine (Convention @
Oviedo), Articles 1518, ETS
No. 164 (1997):
http://conventions.coe.int/Treaty/C
mmun/QueVoulezVous.asp?NT=1
4&CM=7&DF=9/15/2008&CL=EN
G

BAG:

Federal Act on Research
Involving Human Beings (2014
(French):
http://www.admin.ch/opc/fr/official

compilation/2013/3407.pdf
a2. Ordinance on Research
Involving Human Beingswyith
the Exception of Clinical Trials
(2014) (French):
fhttp://www.admin.ch/opc/fr/ofﬁcial
compilation/2013/3381.pdf
3. Ordinance on the Organizatio
D of the Federal Act on Research
BInvolving Human Beings (2014)
(French):
http://www.admin.ch/opc/fr/official
compilation/2013/3455.pdf

compilation/2013/3215.pdf

Human Beings (2009)

-

Drugs and Devices

Drugs
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1. Swiss Agency for Therapeutic
Products (Swissmedic):
http://www.swissmedic.ch/index.html?la|
g=en

2. Federal Office of Publitlealth
(BAG):
http://www.bag.admin.ch/ofex.html?lang
=en

Swissmedic:

Federal Law on Medicinal
nProducts and Kdical Devices,
RS 812.21 (2002)French):

1.html

BAG:

Federal Act on Research
Involving Human Beings (2014)
(French):
http://www.admin.ch/opc/fr/federal
gazette/2011/6823.pdf

http://www.admin.ch/ch/f/rs/c812 2

p

1. Ordinance on Clinical Trial
(2014) (French):
http://www.admin.ch/opc/fr/official

compilation/2013/3407.pdf

2. Ordinance on Research
Involving Human Beingswith
the Exception of Clinical Trials
(2014) (French):
http://www.admin.ch/opc/fr/official
compilation/2013/3381.pdf

3. Ordinance on the Organizatio
of the Federal Act on Research
Involving Human Beings (2014)
(Frerch):
http://www.admin.ch/opc/fr/official
compilation/2013/3455.pdf

-

Devices

Swiss Agency for Therapeutic
Products (Swissmedic):

http://www.swissmedic.ch/produktbereid
€/00450/index.html?lang=en

Swissmedic:

Federal Law on Medicinal
hProducts and Mdical Devices,

RS 812.21 (2002)French):

1.html

Unofficial English version:
http://www swissmedic.ch/leitfaden
00016/index.html?lang=en&downl
ad=NHzLpZeg7t,Inp6I0NTUQ042127
6In1ad11Zn4Z2qZpn0O2Yuqg2Z6gp.
CDdIR,gmym162epYbg2c JjKbNdg
KSn6A-

BAG:

Federal Act on Research
Involving Human Beings (2014
(French):
http://www.admin.ch/opc/fr/federal
gazette/2011/6823.pdf

http://www.admin.ch/ch/f/rs/c812 2

p

1. Ordinance on Clinical Trial
(2014) (French):
http://www.admin.ch/opc/fr/official

Guide to the Regulation of Medical
Devices:

http://www.swissmedic.ch/php/modules/Ieitfa

comglation/2013/3407 .pdf

2. Ordinance on Research
Involving Human Beingswith
the Excepbn of Clinical Trials
(2014) (French):
http://www.admin.ch/opc/fr/official
compilation/2013/3381.pdf

3. Ordinance on the Organizatio
of the Federal Act on Research
Involving Human Beings (2014)
(French):
http://www.admin.ch/opc/fr/official
compilation/2013/3455.pdf

-

en/leitfaden.html?lang=en

Research Injury

1. Swiss Agency for Therapeutic
Products (Swissmedic):
http://www.swissmedic.ch/index.html?lal
g=en

2. Federal Office of Publiélealth
(BAG):
http://www.bag.admin.ch/index.html?lan
=en

BAG:

Federal Act on Research
nInvolving Human Beings

Articles 19 and 2(q2014)

(French):

http://www.admin.ch/opc/fr/federal
Jgazette/2011/6823.pdf

1. Ordinance on Clinical Trials,
Articles 10-14 (2014)(French):
http://www.admin.ch/opc/fr/official
compilation/2013/3407.gd

2. Ordinance on Research
Involving Human Beingswith
the Exception of Clinical Trials
Art. 12-13 (2014) (French):
http://www.admin.ch/opc/fr/official

Swissmedic

1. Requirements for Insurance Poli®r
Clinical Trials on Therapeutic Products

Involving Human &bjects(2007):

2. Requirements for Insurance Policies fi
Clinical Trials on Therapeutic Products

Involving Human &bjects
3. Insurance Certificate fahe Attention
of the Swiss Ethics Commissio(007)

Dr
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compilation/2013/3381.pdf

Privacy/Data
Protection

Note: Most Swiss
cantons have enacte
laws regarding data
collection in the
public sector.

Federal Data Protection
Commissioner:

http://www.edoeb.admin.ch/index.html?

1. Federal Law on Data
Protection (1992) (French):
ahttp://www.admin.ch/ch/f/rs/c235

1. Ordinance on Clinical Trig)
Article 18 (2014)French)
| http://www.admin.ch/opc/fr/official

ng=en
d

-html

2. Federal Act on Research
Involving HumanBeings (2014)
(French):
http://www.admin.ch/opc/fr/federal
gazette/2011/6823.pdf

3. Federal Act on Resezh
Involving Human Beings,
Articles57-60 (2014) (French):
http://www.admin.ch/opc/fr/official
compilation/2013/3215.pdf

compilation/2013/3407.pdf

2. Ordinance on Research
Involving Human Beingswith
the Exception of Clinical Trials,
Articles 12-13 (2014)(French)
http://www.admin.ch/opc/fr/official
compilation/2013/3381.pdf

Human Biological
Materials

1. Federal Offie of PublicHealth
(BAG):

http://www.bag.admin.ch/index.html?lan|

=€en

2. Swiss Academy of Medical
Sciences (SAMS):
http://www.samw.ch/

BAG:

Federal Act on Resedr
glnvolving Human Beings (2014
(French):
http://www.admin.ch/opc/fr/official
compilation/2013/3215.pdf

1. Ordinance on Clinical Trials,
Articles 22 and 35 (2014)
(French)
http://www.admin.ch/opc/fr/official
compilation/2013/3407.pdf

2. Ordinance on Research on
Human Beings, with the
Exception of Clinical Trials
(2014) (French):
http://www.admin.ch/opc/fr/officia
compilation/2013/3381.pdf

3. Ordinance of 14 ébruary 2007
on Human Genetic Testing, RS
810.122.1 (French):

1/index.html

http://www.admin.ch/ch/f/rs/810 122

SAMS:
Biobanks:ObtainmentPreservation and
Utilization of Human Biological Material
(2006}
http://www.samw.ch/dms/en/Ethics/Guideling

[Currentlyvalid-
qguidelines/e RL_Biobanken.pdf

£S

Genetic Research

1. Swiss Federal Constitution,
Article 119 (2006)French)
http://www.admin.ch/ch/f/rs/101/al
19.html

2. Federal Act on Research
Involving Human Beings (2014
(French):
http://www.admin.ch/opfr/federat
gazette/2011/6823.pdf

1. Ordinance on Clinical Trials,
Articles 22 and 35 (2014)
(French):
http://www.admin.ch/opc/fr/official
compilation/2013/3407.pdf

2. Ordinance on Research on
Human Beings, with the
Exception of Clinical Trials
(2014) (French):
http://www.admin.ch/opc/fr/official
compilation/2013/3381.pdf

3. Ordinance of 14 ébruary 2007
on Human Genetic Testing, RS
810.122.1 (French):

http://www.admin.ch/ch/f/rs/810 122
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Country Key Organizations Legislation Regulations Guidelines
1/index.html
Embryos Stem Swiss National Advisory Commissio] Embryos in Vivo: Embryos in Vivo: NEK-CNE:

Cells, and Cloning

on Biomedical Ethics (NE}CNE):
http://www.bag.admin.ch/nek

cne/04236/index.html?lang=en

Federal Act on Bsearch
Involving Human Beings (2014
(French):
http://www.admin.ch/opc/fr/federal

gazette/2011/6823.pdf

Others:

Federal Act of 19 December
2003 on Research Involving
Embryonic Stem dks (Stem
Cell Research Act, StRA), RS
810.13(French)
http://www.admin.ch/ch/e/rs/c810

Ordinance on Clinical Trials
(2014)(French)
http://www.admin.ch/opc/fr/official

compilation/2013/3407.pdf

31.html

1.html

Others:

Ordinance of 2 February 2005 o
Research involving Embryonic
Stem Cells (Stem Cell Resehr
Ordinance, SCRO), RS 810.311
(French):
http://www.admin.ch/ch/e/rs/c810 3]

H

1. Prelmplantation Genetic Diagnosis,
Opinion No. 10/2005

2.Research Involving Human Embryos
and Fetuses. Opinion No. 11/2006

3. Prelmplantation Genetic Diagnosis I,
Opinion No. 14/2007

Access:
http://www.bag.admin.ch/nek
cne/04229/04232/index.html?lang=en

Turkey

General

Ministry of Health (Turkish):
http://www.saglik.gov.tr/

1. Turkish Constitution, Article
17

2. Health Services Basic Law
No. 3359 (1987)

3. Oviedo Convention on
Human Rights and Biomedicing
(2004)

1. Regulation on Medical
Deontology, Article 11 (1960)
2. Bylaw on Patient Rights No.
23420 (1998)

Drugs and Devices

Drugs
Turkey Pharmaceuticals aiedical | Turkish Penal Law, Article 90 | 1. Fundamental Law #3359 on | 1. Guideline for Good Clinical Practice
Devices Agency (TITCK): (2005) Health ServicesSupplemental (2013) (Turkish):

http://www.titck.gov.tr

Article 10 (2011):
http://www.titck.gov.tr/Default.aspx?
sayfa=klinik_mevzuat&lang=tr
TR&thelawtype=1&thelawld=347
2. Regulation on Clinical Trials
(2013):
http://www.Klinikarastirmalar.org.tr/e|
n/document.php?id=291

http://www.iegm.gov.tr/Default.aspx?sayfa=K
nik_mevzuat&lang=tr
TR&thelawtype=6&thelawld=421

2. Guidance on the Ethics of Pediatric
Clinical Research (2013Yurkish):
http://www.iegm.gov.tr/Default.aspx?sayfa=K
nik_mevzuat&lang=tr
TR&thelawtype=6&thelawld=319

3. Drug bservational Studies Guide
(2013:
http://www.titck.gov.tr/Folders/TheLaws/Clini
cal%20Drug%20Research%20Department/d
IDELINE_ FOR_OBSERVATIONAL STUDI
ES CONDUCTED ON DRUGS August 4
11 PO_96aad43db
4. Guideline for Independent Data Revie
Committees (2013(Turkish):
http://www.titck.gov.tr/Default.aspx?sayfa=KkI

U

Y

nik_mevzuat&lang=tr
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TR&thelawtype=6&thelawld=316

5. Guidance on Education Programs
Related to GCP and Clinical Trials (2013)
(Turkish):
http://www.titck.gov.tr/Defaulaspx?sayfa=Kli
nik_mevzuat&lang=tr
TR&thelawtype=6&thelawld=429

6. Gudance on Archiving in Clinical
Research (2013)Turkish)
http://www.titck.gov.tr/Default.aspx?sayfa=KkI
nik_mevzuat&lang=tr
TR&thelawtype=6&thelawld=429?qqepojzfbz
argwzp

7. Guidance on Ethical Committee
Submission (2013(Turkish):
http://www.titck.gov.tr/Default.aspx?sayfa=Kklj
nik _mevzuat&lang=tr
TR&thelawtype=6&thelawld=4567qgepojzfbg
argwz
8. Guidance on Submission to the Turkey
Pharmaceuticals and Medical

Devices Agency in Clinicalrials (2013)
(Turkish):
http://www.titck.gov.tr/Default.aspx?sayfa=Kklj
nik _mevzuat&lang=tTR&thelawtype=6
9. Guidance on Adverse Event Reactior
Reporting h Clinical Trials (2013)
(Turkish):
http://www.titck.gov.tr/Default.aspx?sayfa=Kklj
nik _mevzuat&lang=tr
TR&thelawtype=6&thelawld=461

Devices
Turkey Pharmaceuticals and Medicz Various (Turkish):
Devices Agency (TITCK): http://www.klinikarastirmalaorg.tr/e

http://www.titck.gov.tr

n/documents.php?dok_cat=25

Research Injury

Turkey Pharmaceuticals and Medic:
Devices Agency (TITCK):
http://www.titck.gov.tr

Convention on Human Rights
and Biomedicine (Convention @
Oviedo), Article24, ETS No.
164 (2004)

—

Guidance on Insuring Volunteers in a
Clinical Trial (2011):
http://www.titck.gov.tr/Folders/TheLaws/Clini
cal%20Drug%20Research%20Department/GU
IDANCE_ON_INSURING_VOLUNTEERS |
N_A CLINICAL TRIAL _August 2011 rev
PO  47a0c5b.pdf

Human Biological
Materials

1. Law on Procurement,
Preservation, Grafting, dn
Transplantation of Organs and
Tissues, No. 2238 (1979)

Regulation on Blood and Blood
Products, No. 7314 (1983)

1. Convention on Human Rights and
Biomedicine (Convention of Oviedo),
Articles 2122 (1999)

2. Good Clinical Practice Guidelines for
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2. Law on Blood and Blood
Products, No. 2857 (1983)

Advanced Therapy Medicinal Products
(2011)
http://www.titck.gov.tr/Folders/TheLaws/Klini
N $UDuwdUPDODU uXEH
UL WHGDYL . O®Ey¥™xJ2011
21a9d11.pdf

Genetic Research

Regulation on Centers for
Diagnosis and Genetic Diseases
No. 23368 (1998)

Convention on Human Rights and
, Biomedicine (Convention of Oviedo),
Articles 1214 (1999)

Embryos, Stem
Cells, and Cloning

1. Reguléon on Centers for
Medically Assisted Procreation,
No. 19551 (1987)

2. Regulation oi©rgan and
Tissue Transplantation Services
(2005)

3. Regulation on Cordon Blood
Banks (2005)

1. Circular on Research of Embryonic
Stem Cells (2005)

2. Guideline on Clinical Research of Non
Embryonic Stem Cells (2006)

Ukraine
All listed documents

are in Ukrainian.

General

Ukrainian Ministry of Health:
http:/Avww.moz.gov.ua/en/

1. Criminal Code of Ukraine
2001,Article 142
2. Health Card_aw, Article 45

Order HEC Ukraine
from 29.05.2007 No342
with Changes from 03.03.2008

(1992 No. 147
Drugs and Devices | Ministry of Health of Ukraine 1. On Medicines, Articles 7 and 1. Ukrainian Ministry of Health | MOH Central Ethics Committee:
State Expert Center 8 No. < J1996): Orde No. 95 About Approval of | 1. Information Letters on Ethics Questions

http://www.dec.gov.ua

http://www.pharma
center.kiev.ua/site/file_uplda//en/
new_doc/law_en.doc

2. Ministry of Health Act
23.09/2009 No. 690with
Changes12.07.2012No. 523
http://zakon1.rada.gov.ua/laws/shqg
w/z101G09

Documents Related to the Quali
Assurance of Medicines (2009)
http://www.moz.gov.ua/ua/main/doc|
[?docID=12796

With changes03.10.2011No.

634
http://www.moz.gov.ua/ua/portal/dn|
20111003_634.html

2. Ukrainian Ministry of Health
Order No. 690 About Approval o
Procedure for Conducting
Clinical Trials of Medical
Products and Expertise of
Materids of Clinical Trials and
Model Statute of the Ethics
Commission(2009) with changes
from 12.07.201No. 523:

http://zakorll radagov.ualaws'show
2101009

yof Clinical Trials and Implementation of
Medicines (2006)

s 2. Ethics Expertise dElinical Trials
Medicines (2007)
3. Methodological Aspects of Central EC
Activity of Ukrainian Ministry of Health

L (2007)

4. Ethical Asped of Placebo Controlled

Clinical Trialsin Patients with MS (2008)

5. Optimizationof Local Ethics

CommitteeActivities (2009)

f

D

Research Injury

On Medicines, Article 8 No.
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< J1996):
http://www.pharma
center.kiev.ua/site/file_uploads//en
new_doc/law_en.doc

=

Privacy/Data
Protection

State Service of Ukraine on Persona
Data Progction:
http://zpd.gov.ua/dszpd/en/index

1. Information Act from the
Cabinet of Ministers of the
Ukraine (2002)

2.0n Protection Personal Data|
Act, 01.06.2010 with changes
from 23.02.2012
http://zakon3.rada.gov.ua/laws/shqg

1. Ministry of Justice of Ukraine
Order30.12.2011 N 3659/5
About Approval Model
Procedures for Processing of
Personal Data in Databases with
Personal Bta
http://zakon3.rada.gov.ua/laws/shov

w/229717

z000%12

2. Cabinet of Ministry of Ukraine
Resolution 0£25.052011No.616
On the Aproval of the State
Register of Personal Data and th
Order of Keeping
http://zakorB.radagov.ualawsgshow
616-2011:-%D0YBF

e

Human Biological
Materials

Ukrainian Ministry of Health:
http://www.moz.gov.u@n/main/siterubr/

Ukrainian Ministry of Health
Order No.630About Appioval of
Procedure for the Conduct of
Clinical Trials of Tissue an@ell
Transplantand Expert
Evaluation of Miterials of
Clinical Trials (2007)
http://www.moz.gov.ua/ua/main/doc]
/?docIlD=8767

Genetic Research

Academy of Medical Sciences of the
Ukraine

Medical and Ethical Guidelines for
Genetic Investigations in Humans

Embryos, Stem
Cells, and Cloning

1. National Boethics Committee of
the National Academy of Sciences @
the Ukraine (NBC)

2. Ukrainian Ministry of Health:
http://www.moz.gov.ua/en/main/siterubr

1. AbouttheBan of
fHumanReproductiveCloning
(2004)

2. About Organs and Other
Human Materials
Transplantolog\No. 1007XIV
(2007)

1. Recommendatio@ouncil of
EuropeNo. 1046,Use of the
HumanFetusfor the Purpose of
Diagnosis, Therapy, Research,
Industrial Purchase, and Trading
(1986)

2. UkrainianMinistry of Health
Order No.630Regarding
Approval of the Procedure for th
Conduct of Clinical Trials of
Tissue ancCell Transplantand
Expert Evaluation of Mterials of
Clinical Trials (2007)with
Changes fron23.09.200No.

NBC:

Ethical Regulations and Problems of
EmbryoTissue Storage
(Recommendations)

D

690:
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http://zakon1.rada.gov.ua/laws/shov]

2120607

United Kingdom

Unless otherwise noted, all laws, regulations, and guidelines listed dtartehapply to the entire United Kingdom.

General

England:

1. Department of Health (DH):
http://www.dh.gov.uk/Home/fs/en

2. Health Research Authority (HRA)
http://mwww.hra.nhs.uk/

3. National Research Ethics Service
(NRES):

http://www.nres.nhs.uk/

4. Medical Research Council (MRC):

http://www.mrc.ac.uk/PolicyGuidance/Et
hicsAndGovernance/index.htm

Department of Health:
http://www.dh.gov.uk/health/categ
ry/publications/legislation/

DH:

1. Governance Arrangents forNHS
Research Ethics Commite€2011):
http://www.dh.gov.uk/en/Publicationsandstat
ics/Publications/PublicationsPolicyAndGuidal
ce/DH_126474
2. Research Governance Framework fori
Health and Social Care (2005)
http://www.dh.gov.uk/en/Publicationsandstat
ics/Publications/PublicationsPolicyAndGuidar
ce/DH_4108962

NRES:

1. Directory of NRES @idance:
http://www.nres.nhs.uk/applications/guid
nce/

2. Integrated Research Application
System:
https://www.myresearchproject.org.uk/

Medical Research Council:

1. Personal Information in Medical
Research (2000)

2. Research Involving Human Participan
in Developing Societies (2004)

3. MRC Guidelines for Gad Clinical
Practice in Clinical Trials2006

4. Medical Research Involving Children
(2007)

ts

5. Good Research Practice: Principles and

Guidelines (2012)

Access:
http://www.mrc.ac.uk/Newspublications/Publ
ations/Ethicsandguidance/index.htm

Scotland:

1. NHSScotland, Chief Scientist Adults with Incapacity Adults with Incapacity (Ethics CSO:

Office (CSO) (Scotland) Act 2000, Section 51:Committee) (Scotland) 1. Research Governance Framework for
http://www.cso.scot.nhs.uk/Resources/sitattp://www.scotland.gov.uk/Topics{ Regulations (2002): Health and Community Care (2006)
map.htm Justice/law/awi/legislation http://www.scotlane 2. Governance Arrangements for NHS

2.NHS Research Scotland:

leqgislation.hmso.gov.uk/legislation/s|

CResearch Ethics Committees (2011):
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http://www.cso.scot.nhs.uk/SuppScienc
NRS/NRS.html

otland/ssi2002/20020190.htm

http://www.dh.gov.uk/en/Publicationsandstat
ics/Publications/PublicationsPolicyAndGuidal
ce/DH 126474

Wales:

National Institute for Health and
Sodal Cae, Welch Government
http://wales.gov.uk/topics/health/researd
nischr/?lang=en

Governance Arrangements for NHS
Research Ethics Committees (2011):
http://www.dh.gov.uk/en/Publicationsandstat
ics/Publications/PublicationsPolicyAndGuidal
ce/DH 126474

st

Drugs and Devices

Drugs

1. Medicines and HealthaProducts
Regulatory Agency (MHRA):
http://www.mhra.gov.uk

2. Medical Research Council (MRCY):

http://www.mrc.ac.uk/index.htm

3. National Research Ethics Service
(NRES:

http://www.nres.nhs.uk/

4, Association of the British
Pharmaceutical IndustifABPI):
http://www.abpi.org.uk/Pages/default.as
X

Medicines Act (1968)
http://www.legislation.gov.uk/ukpg

a/1968/67/contents

MHRA:

1. Medicines for Human Use
(Clinical Trials) Regulations,
Statutory Instrument No. 1031
(2004):
http://www.leqislation.gov.uk/uksi/2(
04/1031/contents/made

2. Amendment Regulations (Sl
2006/1928)
http://www.legislation.gov.ukks
i/2006/1928/contents/made

3. Amendmento the Medicines
for Human Use (Clinical Trials)
Regulations 2004 and Adults wit|
Incapacity (ScotlandAct 2000 to
Facilitate Clinical Research in
Emergency 8ttings (Sl
200629849):
http://www.legislation.gov.uk/uksi/2(
06/2984/pdfs/uksi 20062984 en.pd

MHRA:
Consultation Letter on the Medicines for
Human Use (Clinical Trials) Regulations
(2003}

ra.govuk/home/groups/comms
ic/documents/websiteresources/con007629.
&sa=U&ei=A0gAUM_hHs_JOAGu84GwDw
&ved=0CBoQFjAH&client=internauds
cse&usg=AFQjCNFuVjyMnPXGv46_3pLxM3

6SSDMGYQ

MRC:

1. MRC Guidelines for Good Clinical
hpractice in Clinical Trials (1998)

2. MRC Policy on Antiretroviral Therapy
for People Infected with HIV and
Involved in AIDS Research in Developin
Countries (2003)

" ABPI:

Guidelines for Phase | Clinical Trials
(2012):

http://www.abpi.org.uk/our
work/library/guidelines/Pages/pha%srials-
2012.aspx

https://www.google.com/url?g=http://www.m
df

Devices

1. Medicines and Healthcare Produ
Regulatory Agency (MHRA):
http://www.mhra.gov.uk/Howwerequlate
Devices/Clinicaltrials/index.htm

2. National Research Ethics Service
(NRES):

http://www.nres.nhs.uk/

Medical Devices Regulations
(2002):
http://www.opsi.gov.uk/si/si2002/20

MHRA:
Clinical Trials for Medical Devices:
http://www.mhra.gov.uk/Howwerequlate¢ii

20618.htm

ces/Clinicaltrials/index.htm

NRES:
Medical Devices Guidance
http://www.nres.nhs.uk/applications/guidancg

o/

guidanceandgoodpractice/#medical
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Researh Injury

1. Medicines and Healthcare Produg
Regulatory Agency (MHRA):
http://www.mhra.gov.uk

2. Department of Health (DH):
http://www.dh.gov.uk/Home/fs/en
3. Associdion of the British
Pharmaceutical Industry (ABPI):
http://www.abpi.org.uk

4. Association of the British
Healthcare IndustrgABHI):
http://www.abhi.org.uk/

Medicines for Himan Use
(Clinical Trials) Regulations,
Statutory Instrument No. 1031,
Regulation 15(Ki)(j)(k) and
Schedule 3 Part 1 drPagrapb

1(g) and 3(c)2004):
http://www.mhra.gov.uk/HowHowwse

requl/Devices/index.hth

DH:

Research in the NIS: Indemnity and
Arrangements (2005):
http://www.dh.gov.uk/prod_consum_dh/grou
/dh_didtalassets/@dh/@en/documents/digitd
sset/dh_4125284.pdf

ABPI:

Clinical Trial Compensation Guidelines
(1994)

http://www.abpi.org.uk/our
work/library/guidelins/Pages/et

compensation.aspx

ABHI:

Clinical Investigations Compensation
Guidelines (1995):
http://www.abhi.org.uk/multimedia/groups/cli
ical-
investigations/ci_compensationguidelines.dq

DS
la

h

Privacy/Data
Collection

England:

1. Medical Research Council (MRC
http://www.mrc.ac.uk/index.htm

2. Information CommissinerOs
Office:
http://www.informationcommissioner.go
.uk/

3. National Research Ethics Service
(NRES):

http://www.nres.nhs.uk/

4. National Information Governance
Board for Health and Soci@lare:
http://www.nigb.nhs.uk/

Data Protection Act (1998):
http://www.legislation.gov.uk/ukpg
a/1998/29/contents

MRC:

Personal Informatiom Medical Research
(2000)

NRES:

Ethical Review of Researchafabass:
http://www.nres.nhs.uk/applications/approval
requirements/ethitaeview
requirements/researahatabases/

NHS:

Security of NHS Patient Data Shared fof
Research Purposes (2008):

http://www.connectingforhealth.nhs.uk/system

sandservices/infogov/links/infosecresearchd
pdf/view?searchterm=data%20shared%?20fo
20research

ata.
r%

Human Biological
Materials

1. Royal College of Physicians
(RCP):
http://www.rcplondon.ac.uk/

2. Medical Research Council (MRCY):

http://www.mrc.ac.uk/index.htm
3. Human Tissue Authority (HTA):
http://www.hta.gov.uk/

1. Human Tissue Act (2004):
http://www.legislation.gov.uk/ukpg
a/2004/30/contents

2. Statutory Instrument 2006
No. 1260 The Human Tissue
Act 2004 (Ethical Approval,
Exceptions fronLicensing and
Supply of Information about
Transplants) Bgulations 2006:
http://www.legislation.gov.uk/uksi/

RCP:
Research Based on &rived Information
and Samples (1999)

MRC:
Human Tissue and Biological Samples f
Use in Research (2001) + Annex (2004)

HTA:
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2006/1260/contents/made

3. Statutory Instrument 2006
No. 1659 The Hunan Tissue
Act 2004 (Persons who Lack
Capacity to Consent and
Transplants) Regulatns 2006:
http://www.legislation.gov.uk/uksi/
2006/1659/contents/made

Codes of Practice:
http://www.hta.gov.uk/legigltionpoliciesandco|
desofpractice.cfm

Genetics Research

1. Human Genetics Commission:

http://www.hgc.gov.uk/Client/index.asp?

Contentld=1

2. Public Health Genetidsoundation

http://www.phgu.org.uk/index.php

Human Genetics Commission:
http://www.hgc.gov.uk/Client/index.asp?Con
ntid=1

Embryos, Stem
Cells, and Cloning

Human Fertilisation and Embryology

Authority: http://www.hfea.gov.uk/

Human Fertilisation and
Embryology Act (1990):
http://www.legislation.gov.ukikpg
a/1990/37/contents

The HFE Act (2008):
http://www.hfea.gov.uk/134.html

Human Fertilisation and
Embryology Regulatiomand
Chronology:
http://www.hfeagov.uk/1319.html
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