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http://www.pre.ethics.gc.ca/eng/index
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https://www.hhs.gov/ohrp/sites/default/files/revised-common-rule-reg-text-unofficial-2018-requirements.pdf
https://www.hhs.gov/ohrp/sites/default/files/revised-common-rule-reg-text-unofficial-2018-requirements.pdf
https://www.hhs.gov/ohrp/sites/default/files/revised-common-rule-reg-text-unofficial-2018-requirements.pdf
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http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&tpl=/ecfrbrowse/Title28/28cfr22_main_02.tpl
http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&tpl=/ecfrbrowse/Title28/28cfr22_main_02.tpl
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http://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/html/USCODE-2010-title42-chap46-subchapVIII-sec3789g.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/html/USCODE-2010-title42-chap46-subchapVIII-sec3789g.htm
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http://www.ema.europa.eu/
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/3cc1aen_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/3cc1aen_en.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/04/WC500125437.pdf
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http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/04/WC500125437.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/04/WC500125437.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf
https://ec.europa.eu/growth/sectors/medical-devices_en
https://ec.europa.eu/growth/sectors/medical-devices_en
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1993L0042:20071011:en:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1993L0042:20071011:en:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1993L0042:20071011:en:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1993L0042:20071011:en:PDF
Directive%2098/79/EC%20on%20in%20vitro%20Diagnostic%20Medical%20Devices%20(IVD)
Directive%2098/79/EC%20on%20in%20vitro%20Diagnostic%20Medical%20Devices%20(IVD)
Directive%2098/79/EC%20on%20in%20vitro%20Diagnostic%20Medical%20Devices%20(IVD)
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices_en
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https://www.ema.europa.eu/documents/other/european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use_en.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2014/10/WC500174378.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2014/10/WC500174378.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data_en-1.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data_en-1.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data_en-1.pdf
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�� ������

and Cloning �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K����
�K�W�W�S�������Z�Z�Z���I�P�R�K���J�R�Y���E�D������

�������/�D�Z���R�Q���7�U�D�Q�V�S�O�D�Q�W�D�W�L�R�Q���R�I��
�2�U�J�D�Q�V���D�Q�G���7�L�V�V�X�H�V�����2�I�I�L�F�L�D�O��
�*�D�]�H�W�W�H���R�I���%�R�V�Q�L�D���D�Q�G��
�+�H�U�]�H�J�R�Y�L�Q�D���1�R������������������
�K�W�W�S�������Z�Z�Z���I�P�R�K���J�R�Y���E�D���L�Q�G�H�[���S�K�S��
�]�D�N�R�Q�L���L���V�W�U�D�W�H�J�L�M�H���]�D�N�R�Q�L���]�D�N�R�Q���R��
�W�U�D�Q�V�S�O�D�Q�W�D�F�L�M�L���R�U�J�D�Q�D���L���W�N�L�Y�D���X��
�V�Y�U�K�X���O�L�M�H�F�H�Q�M�D����
�������/�D�Z���R�Q���%�O�R�R�G���D�Q�G���%�O�R�R�G��
�3�U�R�G�X�F�W�V�����2�I�I�L�F�L�D�O���*�D�]�H�W�W�H���R�I��
�%�R�V�Q�L�D���D�Q�G���+�H�U�]�H�J�R�Y�L�Q�D���1�R����
��������������
�K�W�W�S�������Z�Z�Z���I�E�L�K�Y�O�D�G�D���J�R�Y���E�D���E�R�V�D�Q�V
�N�L���]�D�N�R�Q�L�������������]�D�N�R�Q�L�����E�R�V���K�W�P��

��

��

��

 

Republic of Srpska 
�0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K���D�Q�G���6�R�F�L�D�O��
�:�H�O�I�D�U�H�����%�R�V�Q�L�D�Q��������
�K�W�W�S�������Z�Z�Z���Y�O�D�G�D�U�V���Q�H�W���V�U���6�3��
�&�\�U�O���9�O�D�G�D���0�L�Q�L�V�W�D�U�V�W�Y�D���0�=�6�=���2�0�L�Q���3�D
�J�H�V���6�S�O�D�V�K���D�V�S�[����

�������/�D�Z���R�Q���7�U�D�Q�V�S�O�D�Q�W�D�W�L�R�Q���R�I��
�2�U�J�D�Q�V����������������

http://www.mh.government.bg/
http://www.parliament.bg/bg/const
https://www.mh.government.bg/media/filer_public/c6/12/c612c85a-519f-4a22-b390-5fad298ce80b/zakon-ratifitsirane-protokol-konventsiya-zashtita-pravata-na_choveka_29-08-2006.pdf
https://www.mh.government.bg/media/filer_public/c6/12/c612c85a-519f-4a22-b390-5fad298ce80b/zakon-ratifitsirane-protokol-konventsiya-zashtita-pravata-na_choveka_29-08-2006.pdf
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�B�1�D�U�H�G�G�D�B�������S�G�I����
Privacy/Data 
Protection 

�������%�X�O�J�D�U�L�D�Q���&�R�P�P�L�V�V�L�R�Q���I�R�U��
�3�H�U�V�R�Q�D�O���'�D�W�D���3�U�R�W�H�F�W�L�R�Q����
�K�W�W�S�V�������Z�Z�Z���F�S�G�S���E�J���H�Q���L�Q�G�H�[���S�K�S�"�S� �U�X�E�U
�L�F�	�D�L�G� ��������
�������2�P�E�X�G�V�P�D�Q�����Z�Z�Z���R�P�E�X�G�V�P�D�Q���E�J��

�������(�8���*�H�Q�H�U�D�O���'�D�W�D���3�U�R�W�H�F�W�L�R�Q��
�5�H�J�X�O�D�W�L�R�Q�������������������K�W�W�S�V�������H�X�U��
�O�H�[���H�X�U�R�S�D���H�X���H�O�L���U�H�J���������������������R�M����
�������/�D�Z���I�R�U���3�U�R�W�H�F�W�L�R�Q���R�I��
�3�H�U�V�R�Q�D�O���'�D�W�D������������������
�K�W�W�S�V�������Z�Z�Z���F�S�G�S���E�J���H�Q���L�Q�G�H�[���S�K�S�"
�S� �H�O�H�P�H�Q�W�	�D�L�G� ����������

�� �������*�H�Q�H�U�D�O������������������
�K�W�W�S�V�������Z�Z�Z���F�S�G�S���E�J���L�Q�G�H�[���S�K�S�"�S� �H�O�H�P�H�Q�W�	�D�L
�G� ������������
�������5�H�V�H�D�U�F�K������������������
�K�W�W�S�V�������Z�Z�Z���F�S�G�S���E�J���H�Q���L�Q�G�H�[���S�K�S�"�S� �H�O�H�P�H�Q�W
�	�D�L�G� ������������
�������&�R�Q�V�H�Q�W������������������
�K�W�W�S�V�������Z�Z�Z���F�S�G�S���E�J���H�Q���L�Q�G�H�[���S�K�S�"�S� �H�O�H�P�H�Q�W
�	�D�L�G� ������������

Human Biological 
Materials: 

�������(�[�H�F�X�W�L�Y�H���$�J�H�Q�F�\���I�R�U��
�7�U�D�Q�V�S�O�D�Q�W�D�W�L�R�Q����
�K�W�W�S�������Z�Z�Z�����E�J�W�U�D�Q�V�S�O�D�Q�W���E�J���E�J����
�������&�R�X�Q�F�L�O���R�I���0�L�Q�L�V�W�H�U�V�����(�W�K�L�F�V��
�&�R�P�P�L�W�W�H�H���I�R�U���7�U�D�Q�V�S�O�D�Q�W�D�W�L�R�Q����
��

�������/�D�Z���5�D�W�L�I�\�L�Q�J���W�K�H���$�G�G�L�W�L�R�Q�D�O��
�3�U�R�W�R�F�R�O���W�R���W�K�H���&�R�Q�Y�H�Q�W�L�R�Q���R�Q��
�+�X�P�D�Q���5�L�J�K�W�V���D�Q�G���%�L�R�P�H�G�L�F�L�Q�H��
�F�R�Q�F�H�U�Q�L�Q�J���7�U�D�Q�V�S�O�D�Q�W�D�W�L�R�Q���R�I��
�2�U�J�D�Q�V���D�Q�G���7�L�V�V�X�H�V���R�I���+�X�P�D�Q��
�2�U�L�J�L�Q������������������
�K�W�W�S�V�������Z�Z�Z���P�K���J�R�Y�H�U�Q�P�H�Q�W���E�J���P�H
�G�L�D���I�L�O�H�U�B�S�X�E�O�L�F���F�����������F�������F�����D��
�������I�����D�������E��������
���I�D�G�������F�H�����E���]�D�N�R�Q���U�D�W�L�I�L�W�V�L�U�D�Q�H��
�S�U�R�W�R�N�R�O���N�R�Q�Y�H�Q�W�V�L�\�D���]�D�V�K�W�L�W�D��
�S�U�D�Y�D�W�D���Q�D�B�F�K�R�Y�H�N�D�B������������
�����������S�G�I����
�������/�D�Z���R�Q���7�U�D�Q�V�S�O�D�Q�W�D�W�L�R�Q���R�I��
�2�U�J�D�Q�V�����7�L�V�V�X�H�V�����D�Q�G���&�H�O�O�V��
����������������
�K�W�W�S�������E�J�W�U�D�Q�V�S�O�D�Q�W���E�J���L�D�W���G�R�F�V���=�D�N�R
�Q�L�B�=�7�2�7�.���G�R�F����

�5�H�J�X�O�D�W�L�R�Q���1�R�����������R�I���������$�S�U�L�O��
�����������I�R�U���W�K�H���7�H�U�P�V���D�Q�G��
�&�R�Q�G�L�W�L�R�Q�V���R�I���,�Q�I�R�U�P�L�Q�J��
�%�X�O�J�D�U�L�D�Q���&�L�W�L�]�H�Q�V���R�Q���W�K�H��
�$�F�W�L�Y�L�W�L�H�V���U�H�J�D�U�G�L�Q�J���W�K�H��
�7�U�D�Q�V�S�O�D�Q�W�D�W�L�R�Q���R�I���2�U�J�D�Q�V����
�7�L�V�V�X�H�V���D�Q�G���&�H�O�O�V����
�K�W�W�S�������Z�Z�Z�����E�J�W�U�D�Q�V�S�O�D�Q�W���E�J���V�L�W�H�V���G�H�I
�D�X�O�W���I�L�O�H�V���G�R�F�V���Q�D�U�H�G�E�L���1�D�U�H�G�E�D�B�Q�R����
�B�R�W�B�����B�D�S�U�L�O�B���������B�J���U�W�I����

��

Embryos, Stem 
Cells, and Cloning 

�0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K�F�D�U�H����
�K�W�W�S�������Z�Z�Z���P�K���J�R�Y�H�U�Q�P�H�Q�W���E�J����
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�&�U�R�D�W�L�D��
�1�R�W�H�����$�O�O���Z�H�E�V�L�W�H�V���D�Q�G���G�R�F�X�P�H�Q�W�V���D�U�H���L�Q���&�U�R�D�W�L�D�Q������
General �&�H�Q�W�U�D�O���(�W�K�L�F�V���&�R�P�P�L�W�W�H�H����

�K�W�W�S�������Z�Z�Z���K�D�O�P�H�G���K�U���H�Q���2���+�$�/�0�(�' ��
�X���6�U�H�G�L�V�Q�M�H���H�W�L�F�N�R���S�R�Y�M�H�U�H�Q�V�W�Y�R���6�(�3������

�������&�R�Q�Y�H�Q�W�L�R�Q���R�Q���+�X�P�D�Q���5�L�J�K�W�V��
�D�Q�G���%�L�R�P�H�G�L�F�L�Q�H�����&�R�Q�Y�H�Q�W�L�R�Q���R�I��
�2�Y�L�H�G�R�������$�U�W�L�F�O�H�V�����������������(�7�6��
�1�R����������������������������
�K�W�W�S�������F�R�Q�Y�H�Q�W�L�R�Q�V���F�R�H���L�Q�W���7�U�H�D�W�\���&�R
�P�P�X�Q���4�X�H�9�R�X�O�H�]�9�R�X�V���D�V�S�"�1�7� ����
���	�&�0� ���	�'�)� �������������������	�&�/� �(�1
�*��
�������3�D�W�L�H�Q�W���3�U�R�W�H�F�W�L�R�Q���$�F�W�����$�U�W�L�F�O�H��
����������������������
�K�W�W�S�������Z�Z�Z���]�D�N�R�Q���K�U���]�����������=�D�N�R�Q��
�R���]�D���&�����$���W�L�W�L���S�U�D�Y�D���S�D�F�L�M�H�Q�D�W�D������

�� ��

��

��

Drugs, Biologics, 
and Devices 
 

Drugs��
�������0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K����
�K�W�W�S�V�������]�G�U�D�Y�O�M�H���J�R�Y���K�U������
�������$�J�H�Q�F�\���I�R�U���0�H�G�L�F�L�Q�D�O���3�U�R�G�X�F�W�V���D�Q�G��
�0�H�G�L�F�D�O���'�H�Y�L�F�H�V����
�K�W�W�S�������Z�Z�Z���K�D�O�P�H�G���K�U������

�������0�H�G�L�F�L�Q�D�O���3�U�R�G�X�F�W���$�F�W��
��������������������
�K�W�W�S�������Q�D�U�R�G�Q�H��
�Q�R�Y�L�Q�H���Q�Q���K�U���F�O�D�Q�F�L���V�O�X�]�E�H�Q�L�����������B��
���B�����B�����������K�W�P�O

http://www.halmed.hr/en/O-HALMED-u/Sredisnje-eticko-povjerenstvo-SEP/
http://www.halmed.hr/en/O-HALMED-u/Sredisnje-eticko-povjerenstvo-SEP/
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


�&�R�X�Q�W�U�\���������������������������������������������.�H�\���2�U�J�D�Q�L�]�D�W�L�R�Q�V�����������������������������������������������������������/�H�J�L�V�O�D�W�L�R�Q�������������������������������������������������������������5�H�J�X�O�D�W�L�R�Q�V�����������������������������������������������������������������*�X�L�G�H�O�L�Q�H�V������������

http://narodne-novine.nn.hr/clanci/sluzbeni/2014_07_90_1809.html
http://www.azop.hr/
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://narodne-novine.nn.hr/clanci/sluzbeni/2018_05_42_805.html
https://narodne-novine.nn.hr/clanci/sluzbeni/2018_05_42_805.html
https://narodne-novine.nn.hr/clanci/sluzbeni/2018_05_42_805.html
http://azop.hr/info-servis/detaljnije/smjernice
http://azop.hr/info-servis/detaljnije/smjernice
https://zdravlje.gov.hr/
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://narodne-novine.nn.hr/clanci/sluzbeni/2006_07_79_1916.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
http://narodne-novine.nn.hr/clanci/sluzbeni/2011_11_124_2476.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_12_144_3070.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_12_144_3070.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_12_144_3070.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_12_144_3071.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_12_144_3071.html
http://narodne-novine.nn.hr/clanci/sluzbeni/2012_12_144_3071.html
http://www.propisi.hr/print.php?id=9354
http://www.propisi.hr/print.php?id=9354
https://zdravlje.gov.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://zakon.poslovna.hr/public/Konvencija-o-zastiti-ljudskih-prava-i-dostojanstva-ljudskog-bica-u-pogledu-primjene-biologije-i-medicine-u-vezi-presadivanja-organa-i-tkiva-ljudskog-porijekla/243337/zakoni.aspx
http://zakon.poslovna.hr/public/Konvencija-o-zastiti-ljudskih-prava-i-dostojanstva-ljudskog-bica-u-pogledu-primjene-biologije-i-medicine-u-vezi-presadivanja-organa-i-tkiva-ljudskog-porijekla/243337/zakoni.aspx


�&�R�X�Q�W�U�\�� ���.�H�\���2�U�J�D�Q�L�]�D�W�L�R�Q�V�� ���/�H�J�L�V�O�D�W�L�R�Q���������� �5�H�J�X�O�D�W�L�R�Q�V�� �����*�X�L�G�H�O�L�Q�H�V��

������

���� �0�H�G�L�F�D�O���)�H�U�W�L�O�L�]�D�W�L�R�Q���$�F�W��
�$�U�W�L�F�O�H������������������������
�K�W�W�S�������Z�Z�Z���K�]�]�R��
�Q�H�W���K�U���G�O�R�D�G���]�D�N�R�Q�L�������B�������S�G�I��
���� �/�D�Z���R�Q���W�K�H���,�P�S�O�H�P�H�Q�W�D�W�L�R�Q���R�I
�+�X�P�D�Q���7�L�V�V�X�H�V���D�Q�G���&�H�O�O�V
�����������������K�W�W�S�������Q�D�U�R�G�Q�H��
�Q�R�Y�L�Q�H���Q�Q���K�U���F�O�D�Q�F�L���V�O�X�]�E�H�Q�L�����������B��
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������

�&�L�U�F�X�O�D�W�L�R�Q���R�I���V�X�F�K���'�D�W�D���$�F�W���R�I��
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https://www.e-tar.lt/portal/lt/legalAct/TAR.480CDD584ADB
https://www.e-tar.lt/portal/lt/legalAct/TAR.480CDD584ADB
https://www.e-tar.lt/portal/lt/legalAct/352d55b0c44111e583a295d9366c7ab3/Maiuzzfyns
https://www.e-tar.lt/portal/lt/legalAct/352d55b0c44111e583a295d9366c7ab3/Maiuzzfyns
https://www.e-tar.lt/portal/lt/legalAct/352d55b0c44111e583a295d9366c7ab3/Maiuzzfyns
https://www.e-tar.lt/portal/lt/legalAct/3790a050be7e11e5a6588fb85a3cc84b
https://www.e-tar.lt/portal/lt/legalAct/3790a050be7e11e5a6588fb85a3cc84b
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http://www.cnpd.public.lu/fr/index.html
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://cnpd.public.lu/dam-assets/fr/legislation/droit-lux/Act-of-1-August-2018-on-the-organisation-of-the-National-Data-Protection-Commission-and-the-general-data-protection-framework.pdf
https://cnpd.public.lu/dam-assets/fr/legislation/droit-lux/Act-of-1-August-2018-on-the-organisation-of-the-National-Data-Protection-Commission-and-the-general-data-protection-framework.pdf
https://cnpd.public.lu/dam-assets/fr/legislation/droit-lux/Act-of-1-August-2018-on-the-organisation-of-the-National-Data-Protection-Commission-and-the-general-data-protection-framework.pdf
https://cnpd.public.lu/dam-assets/fr/legislation/droit-lux/Act-of-1-August-2018-on-the-organisation-of-the-National-Data-Protection-Commission-and-the-general-data-protection-framework.pdf
https://cnpd.public.lu/dam-assets/fr/legislation/droit-lux/Act-of-1-August-2018-on-the-organisation-of-the-National-Data-Protection-Commission-and-the-general-data-protection-framework.pdf
https://cnpd.public.lu/dam-assets/fr/legislation/droit-lux/Act-of-1-August-2018-on-the-organisation-of-the-National-Data-Protection-Commission-and-the-general-data-protection-framework.pdf
https://cnpd.public.lu/dam-assets/fr/legislation/droit-lux/Act-of-1-August-2018-on-the-organisation-of-the-National-Data-Protection-Commission-and-the-general-data-protection-framework.pdf
http://www.cner.lu/
https://www.cner.lu/fr-fr/Publications
https://www.cner.lu/fr-fr/Publications
http://moh.gov.mk/
https://lekovi.zdravstvo.gov.mk/
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/817325622?t:ac=1/1
https://lekovi.zdravstvo.gov.mk/documents/1/1
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http://malmed.gov.mk/
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
http://www.fzo.org.mk/default.asp?ItemID=37115BDC6DEF524D877A8C36F95A85F6
http://www.fzo.org.mk/default.asp?ItemID=37115BDC6DEF524D877A8C36F95A85F6
http://www.fzo.org.mk/default.asp?ItemID=37115BDC6DEF524D877A8C36F95A85F6
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/817325622?t:ac=1/1
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/817325622?t:ac=1/1
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/879452170?t:ac=1/1
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/879452170?t:ac=1/1
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/879452170?t:ac=1/1
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http://zdravstvo.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://zdravstvo.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://zdravstvo.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://zdravstvo.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://zdravstvo.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
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http://www.fzo.org.mk/default.asp?ItemID=6541AC10FFC3C5498F0887C57131D996
http://moh.gov.mk/
http://zdravstvo.gov.mk/wp-content/uploads/2012/12/zakon-za-zastita-na-pravata-na-pacientite-precisten.pdf
http://zdravstvo.gov.mk/wp-content/uploads/2012/12/zakon-za-zastita-na-pravata-na-pacientite-precisten.pdf
http://zdravstvo.gov.mk/wp-content/uploads/2012/12/zakon-za-zastita-na-pravata-na-pacientite-precisten.pdf
http://zdravstvo.gov.mk/wp-content/uploads/2012/12/zakon-za-zastita-na-pravata-na-pacientite-precisten.pdf
http://moh.gov.mk/
http://www.pravo.org.mk/documentDetail.php?id=5543
http://www.pravo.org.mk/documentDetail.php?id=5543
http://health.gov.mt/en/regcounc/Bioethics-Committee/Pages/CommitteeMembers.aspx
http://health.gov.mt/en/regcounc/Bioethics-Committee/Pages/CommitteeMembers.aspx
http://health.gov.mt/en/regcounc/Bioethics-Committee/Pages/CommitteeMembers.aspx
http://health.gov.mt/en/regcounc/Bioethics-Committee/Pages/CommitteeMembers.aspx
http://health.gov.mt/en/regcounc/Bioethics-Committee/Pages/Opinions.aspx
http://health.gov.mt/en/regcounc/Bioethics-Committee/Pages/Opinions.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
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http://datepersonale.md/en/international003/
http://datepersonale.md/en/international003/
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=309121
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=309121
http://lex.justice.md/index.php?action=view&view=doc&lang=1&id=309121
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.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
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�K�W�W�S�V�������O�D�N�H�P�H�G�H�O�V�Y�H�U�N�H�W���V�H���H�Q�J�O�L�V�K����

�����3�K�D�U�P�D�F�H�X�W�L�F�D�O�V���$�F�W���1�R�����1�R
������������������
�K�W�W�S�V�������R�S�H�Q���N�D�U�Q�R�Y�J�U�R�X�S���V�H���K�D�O�V�R��
�R�F�K���V�M�X�N�Y�D�U�G���O�D�N�H�P�H�G�H�O�V�O�D�J�H�Q��

�0�3�$���5�H�J�X�O�D�W�L�R�Q�V���R�Q���&�O�L�Q�L�F�D�O��
�7�U�L�D�O�V���L�Q���+�X�P�D�Q�V���������/�9�)�6��
������������������
�K�W�W�S�������Z�Z�Z���O�D�N�H�P�H�G�H�O�V�Y�H�U�N�H�W���V�H���X�S�O
�R�D�G���O�Y�I�V���/�9�)�6�B���������B�������S�G�I��

Devices
�0�H�G�L�F�D�O���3�U�R�G�X�F�W�V���$�J�H�Q�F�\����
�K�W�W�S�������Z�Z�Z���O�D�N�H�P�H�G�H�O�V�Y�H�U�N�H�W���V�H���H�Q�J�O�L�V�K���S�U
�R�G�X�F�W���0�H�G�L�F�D�O���G�H�Y�L�F�H�V���&�O�L�Q�L�F�D�O��
�,�Q�Y�H�V�W�L�J�D�W�L�R�Q�V����

���� �6�Z�H�G�L�V�K���0�H�G�L�F�D�O���'�H�Y�L�F�H�V���$�F�W
���6�)�6����������������������
�K�W�W�S�������Z�Z�Z���Q�R�W�L�V�X�P���V�H���U�Q�S���V�O�V���O�D�J����
�����������������K�W�P��
���� �0�H�G�L�F�D�O���'�H�Y�L�F�H�V���2�U�G�L�Q�D�Q�F�H
���6�)�6��������������������
�K�W�W�S�������Z�Z�Z���U�L�N�V�G�D�J�H�Q���V�H���V�Y���G�R�N�X�P�H
�Q�W���O�D�J�D�U���G�R�N�X�P�H�Q�W���V�Y�H�Q�V�N��
�I�R�U�I�D�W�W�Q�L�Q�J�V�V�D�P�O�L�Q�J���I�R�U�R�U�G�Q�L�Q�J��
�����������������R�P���P�H�G�L�F�L�Q�W�H�N�Q�L�V�N�D�B�V�I�V��
������������������

�6�Z�H�G�L�V�K���,�P�S�O�H�P�H�Q�W�D�W�L�R�Q���R�I��
�'�L�U�H�F�W�L�Y�H���������������(�(�&���������/�9�)�6��
������������������
�K�W�W�S�V�������O�D�N�H�P�H�G�H�O�V�Y�H�U�N�H�W���V�H���X�S�O�R�D
�G���O�Y�I�V���/�9�)�6�B�����������������S�G�I��

Social-Behavioral 
Research 

�6�Z�H�G�L�V�K���5�H�V�H�D�U�F�K���&�R�X�Q�F�L�O�� �*�R�R�G���5�H�V�H�D�U�F�K���3�U�D�F�W�L�F�H�����2�E�V�H�U�Y�D�W�L�R�Q�D�O��
�6�W�X�G�L�H�V���&�R�Q�G�X�F�W�H�G���7�K�U�R�X�J�K���3�D�U�W�L�F�L�S�D�W�L�Q�J����
�2�E�V�H�U�Y�L�Q�J�����D�Q�G���5�H�F�R�U�G�L�Q�J������������������
�K�W�W�S�V�������Z�Z�Z���Y�U���V�H���H�Q�J�O�L�V�K���D�Q�D�O�\�V�L�V���D�Q�G��
�D�V�V�L�J�Q�P�H�Q�W�V���Z�H���D�Q�D�O�\�V�H���D�Q�G���H�Y�D�O�X�D�W�H���D�O�O��
�S�X�E�O�L�F�D�W�L�R�Q�V���S�X�E�O�L�F�D�W�L�R�Q�V�������������������������J�R�R�G��
�U�H�V�H�D�U�F�K���S�U�D�F�W�L�F�H���K�W�P�O��

Privacy/Data 
Protection 

�6�Z�H�G�L�V�K���'�D�W�D���3�U�R�W�H�F�W�L�R�Q���$�J�H�Q�F�\��
���6�'�3�$������
�K�W�W�S�������Z�Z�Z���G�D�W�D�L�Q�V�S�H�N�W�L�R�Q�H�Q���V�H���L�Q���H�Q�J�O�L�V�K������

���� �3�D�W�L�H�Q�W���'�D�W�D���$�F�W�����6�)�6
������������������
�K�W�W�S�������Z�Z�Z���Q�R�W�L�V�X�P���V�H���U�Q�S���V�O�V���O�D�J����

https://lakemedelsverket.se/english/
https://open.karnovgroup.se/halso-och-sjukvard/lakemedelslagen
https://open.karnovgroup.se/halso-och-sjukvard/lakemedelslagen
http://www.lakemedelsverket.se/upload/lvfs/LVFS_2011_19.pdf
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�K�W�W�S�������Z�Z�Z���D�G�P�L�Q���F�K���R�S�F���H�Q���F�O�D�V�V�L�I�L
�H�G��
�F�R�P�S�L�O�D�W�L�R�Q���������������������L�Q�G�H�[���K�W�P�O��
�����)�H�G�H�U�D�O���$�F�W���R�I���������6�H�S�W�H�P�E�H�U

http://www.admin.ch/opc/en/classified-compilation/19995395/index.html
http://www.admin.ch/opc/en/classified-compilation/19995395/index.html
http://www.admin.ch/opc/en/classified-compilation/19995395/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
https://www.admin.ch/opc/en/classified-compilation/20121176/index.html
https://www.admin.ch/opc/en/classified-compilation/20121176/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
http://www.swissmedic.ch/index.html?lang=en
http://www.swissmedic.ch/index.html?lang=en
http://www.bag.admin.ch/index.html?lang=en
http://www.bag.admin.ch/index.html?lang=en
http://www.admin.ch/opc/en/classified-compilation/20002716/index.html
http://www.admin.ch/opc/en/classified-compilation/20002716/index.html
http://www.admin.ch/opc/en/classified-compilation/20002716/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html
https://www.admin.ch/opc/en/classified-compilation/20121176/index.html
https://www.admin.ch/opc/en/classified-compilation/20121176/index.html
https://www.admin.ch/opc/en/classified-compilation/20121176/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
http://www.swissmedic.ch/index.html?lang=en
http://www.swissmedic.ch/index.html?lang=en
https://www.admin.ch/opc/en/classified-compilation/20002716/index.html
https://www.admin.ch/opc/en/classified-compilation/20002716/index.html
https://www.admin.ch/opc/en/classified-compilation/20002716/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
https://www.admin.ch/opc/en/classified-compilation/20121179/index.html
https://www.swissmedic.ch/medizinprodukte/00287/index.html?lang=en
https://www.swissmedic.ch/medizinprodukte/00287/index.html?lang=en
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�U�H�J�D�U�G�L�Q�J���G�D�W�D��
�F�R�O�O�H�F�W�L�R�Q���L�Q���W�K�H��

http://www.bag.admin.ch/index.html?lang=en
http://www.bag.admin.ch/index.html?lang=en
http://www.samw.ch/en/News/News.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/fr/classified-compilation/20051790/index.html
http://www.admin.ch/opc/fr/classified-compilation/20051790/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html
http://www.admin.ch/opc/en/classified-compilation/20121176/index.html
http://www.admin.ch/opc/en/classified-compilation/20121176/index.html
http://www.samw.ch/en/Ethics/Guidelines/Archive.html
http://www.samw.ch/en/Ethics/Guidelines/Archive.html
http://www.bag.admin.ch/index.html?lang=en
http://www.bag.admin.ch/index.html?lang=en
http://www.admin.ch/opc/en/classified-compilation/19995395/index.html
http://www.admin.ch/opc/en/classified-compilation/19995395/index.html
http://www.admin.ch/opc/en/classified-compilation/19995395/index.html
http://www.admin.ch/opc/en/classified-compilation/20011087/index.html
http://www.admin.ch/opc/en/classified-compilation/20011087/index.html
http://www.admin.ch/opc/en/classified-compilation/20011087/index.html
http://www.admin.ch/opc/fr/classified-compilation/20051790/index.html
http://www.admin.ch/opc/fr/classified-compilation/20051790/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html
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���� �)�H�G�H�U�D�O���$�F�W���R�I���������6�H�S�W�H�P�E�H�U
�����������R�Q���5�H�V�H�D�U�F�K���,�Q�Y�R�O�Y�L�Q�J
�+�X�P�D�Q���%�H�L�Q�J�V�����+�X�P�D�Q
�5�H�V�H�D�U�F�K���$�F�W�����+�5�$�������5�6
�����������������$�U�W�L�F�O�H�V��������������������������������
�D�Q�G��������
�K�W�W�S�������Z�Z�Z���D�G�P�L�Q���F�K���R�S�F���H�Q���F�O�D�V�V�L�I�L
�H�G��
�F�R�P�S�L�O�D�W�L�R�Q���������������������L�Q�G�H�[���K�W�P�O��

�H�G���F�R�P�S�L�O�D�W�L�R�Q���������������������L�Q�G�H�[���K�W�P�O��
���� �2�U�G�L�Q�D�Q�F�H���R�I�����������6�H�S�W�H�P�E�H�U
�����������R�Q���&�O�L�Q�L�F�D�O���7�U�L�D�O�V���L�Q
�+�X�P�D�Q���5�H�V�H�D�U�F�K�����&�O�L�Q�L�F�D�O���7�U�L�D�O�V
�2�U�G�L�Q�D�Q�F�H�����&�/�L�Q�2�������5�6����������������
�$�U�W�L�F�O�H�V���������D�Q�G�����������D�Q�G���$�Q�Q�H�[�H�V
�����D�Q�G������
�K�W�W�S�������Z�Z�Z���D�G�P�L�Q���F�K���R�S�F���H�Q���F�O�D�V�V�L�I�L
�H�G���F�R�P�S�L�O�D�W�L�R�Q���������������������L�Q�G�H�[���K�W�P�O����������

Embryos, Stem 
Cells, and Cloning 

�6�Z�L�V�V���1�D�W�L�R�Q�D�O���$�G�Y�L�V�R�U�\���&�R�P�P�L�V�V�L�R�Q��
�R�Q���%�L�R�P�H�G�L�F�D�O���(�W�K�L�F�V�����1�(�.���&�1�(������
�K�W�W�S�������Z�Z�Z���Q�H�N���F�Q�H���F�K���H�Q���K�R�P�H�S�D�J�H������

Embryos in Vivo: 
�)�H�G�H�U�D�O���$�F�W���R�I���������6�H�S�W�H�P�E�H�U��
�����������R�Q���5�H�V�H�D�U�F�K���,�Q�Y�R�O�Y�L�Q�J��
�+�X�P�D�Q���%�H�L�Q�J�V�����+�X�P�D�Q��
�5�H�V�H�D�U�F�K���$�F�W�����+�5�$�������5�6����������������
�$�U�W�L�F�O�H�V��������������������������������������������������
�D�Q�G����������
�K�W�W�S�������Z�Z�Z���D�G�P�L�Q���F�K���R�S�F���H�Q���F�O�D�V�V�L�I�L
�H�G��
�F�R�P�S�L�O�D�W�L�R�Q���������������������L�Q�G�H�[���K�W�P�O��

Others: 
�)�H�G�H�U�D�O���$�F�W���R�I���������'�H�F�H�P�E�H�U��
�����������R�Q���5�H�V�H�D�U�F�K���,�Q�Y�R�O�Y�L�Q�J��
�(�P�E�U�\�R�Q�L�F���6�W�H�P���&�H�O�O�V�����6�W�H�P��
�&�H�O�O���5�H�V�H�D�U�F�K���$�F�W�����6�W�5�$�������5�6��
������������������

http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html
http://www.admin.ch/opc/en/classified-compilation/20121176/index.html
http://www.admin.ch/opc/en/classified-compilation/20121176/index.html
http://www.nek-cne.ch/en/homepage/
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20061313/index.html
http://www.admin.ch/opc/en/classified-compilation/20022165/index.html
http://www.admin.ch/opc/en/classified-compilation/20022165/index.html
http://www.admin.ch/opc/en/classified-compilation/20022165/index.html
http://www.admin.ch/opc/en/classified-compilation/20042542/index.html
http://www.admin.ch/opc/en/classified-compilation/20042542/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html
http://www.admin.ch/opc/en/classified-compilation/20121177/index.html


http://biomed.nas.gov.ua/index-en/bioethics-committee
http://zakon5.rada.gov.ua/laws/show/z1010-09
http://zakon4.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon4.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80


http://biomed.nas.gov.ua/index-en/bioethics-committee
http://biomed.nas.gov.ua/index-en/bioethics-committee
http://www.moz.gov.ua/en/
http://zakon0.rada.gov.ua/laws/show/2231-15
http://zakon0.rada.gov.ua/laws/show/2231-15
http://zakon.rada.gov.ua/laws/show/2427-19
http://zakon.rada.gov.ua/laws/show/2427-19
http://zakon1.rada.gov.ua/laws/show/z1206-07
http://zakon1.rada.gov.ua/laws/show/z1206-07
http://zakon4.rada.gov.ua/laws/show/z1697-13
http://zakon4.rada.gov.ua/laws/show/z1697-13
http://clinregs.niaid.nih.gov/single_country.php?c_id=226
http://www.hra.nhs.uk/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.hra.nhs.uk/planning-and-improving-research/
https://www.hra.nhs.uk/planning-and-improving-research/
https://www.myresearchproject.org.uk/
https://www.gov.uk/government/organisations/department-of-health-and-social-care
https://www.gov.uk/government/organisations/department-of-health-and-social-care
http://www.legislation.gov.uk/ukpga/2005/9/contents
http://www.legislation.gov.uk/ukpga/2005/9/contents
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted
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https://www.gov.uk/government/organisations/department-for-environment-food-rural-affairs
https://www.gov.uk/government/organisations/department-for-environment-food-rural-affairs
http://www.hse.gov.uk/
http://www.legislation.gov.uk/ukpga/1968/67/contents
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https://www.might.org.my/download/the-malaysian-code-of-responsible-conduct-in-research/
https://www.might.org.my/download/the-malaysian-code-of-responsible-conduct-in-research/
https://www.might.org.my/download/the-malaysian-code-of-responsible-conduct-in-research/
http://www.nccr.gov.my/view_file.cfm?fileid=16
http://www.nccr.gov.my/view_file.cfm?fileid=16
https://uitmethics.uitm.edu.my/v1/images/stories/guidelines/my_code.pdf
https://uitmethics.uitm.edu.my/v1/images/stories/guidelines/my_code.pdf
https://scrpm.ucoz.com/
https://npra.gov.my/index.php/en/
http://www.clinicalresearch.my/wp-content/uploads/2017/03/A-Guide-to-Conduct-Clinical-Trials-in-Malaysia.pdf
http://www.clinicalresearch.my/wp-content/uploads/2017/03/A-Guide-to-Conduct-Clinical-Trials-in-Malaysia.pdf
http://www.clinicalresearch.my/wp-content/uploads/2017/03/A-Guide-to-Conduct-Clinical-Trials-in-Malaysia.pdf
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http://www.hrc.govt.nz/ethics-and-regulatory/applying-ethical-approval
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http://clinregs.niaid.nih.gov/documents/vietnam/DecisionNo460-QD-BYT.pdf
http://clinregs.niaid.nih.gov/documents/vietnam/DecisionNo460-QD-BYT.pdf
http://clinregs.niaid.nih.gov/documents/vietnam/DecisionNo460-QD-BYT.pdf
https://thuvienphapluat.vn/van-ban/The-thao-Y-te/Thong-tu-45-2017-TT-BYT-nhiem-vu-quyen-han-Hoi-dong-dao-duc-nghien-cuu-y-sinh-hoc-354849.aspx
https://thuvienphapluat.vn/van-ban/The-thao-Y-te/Thong-tu-45-2017-TT-BYT-nhiem-vu-quyen-han-Hoi-dong-dao-duc-nghien-cuu-y-sinh-hoc-354849.aspx
http://crc.pasteurhcm.gov.vn/upload/files/1122_2018.pdf
http://crc.pasteurhcm.gov.vn/upload/files/1122_2018.pdf
http://www.moh.gov.vn/homebyt/en/portal/index.jsp
http://www.moh.gov.vn/homebyt/en/portal/index.jsp
http://www.vertic.org/media/National%20Legislation/Vietnam/VN_Law_on_Pharmacy.pdf
http://www.vertic.org/media/National%20Legislation/Vietnam/VN_Law_on_Pharmacy.pdf
http://www.vertic.org/media/National%20Legislation/Vietnam/VN_Law_on_Pharmacy.pdf
http://clinregs.niaid.nih.gov/documents/vietnam/DecisionNo799-QD-BYT.pdf
http://clinregs.niaid.nih.gov/documents/vietnam/DecisionNo799-QD-BYT.pdf
http://clinregs.niaid.nih.gov/documents/vietnam/DecisionNo799-QD-BYT.pdf
http://clinregs.niaid.nih.gov/documents/vietnam/DecisionNo799-QD-BYT.pdf


http://www.sis.gov.eg/Newvr/Dustor-en001.pdf
http://www.sis.gov.eg/Newvr/Dustor-en001.pdf
http://www.eda.mohp.gov.eg/
http://www.mohme.gov.ir/
http://www.irct.ir/
http://www.irct.ir/faq.php
http://www.health.gov.il/english/
http://www.health.gov.il/English/MinistryUnits/HealthDivision/MedicalTechnologies/Drugs/Pages/default.aspx
http://www.health.gov.il/English/MinistryUnits/HealthDivision/MedicalTechnologies/Drugs/Pages/default.aspx
http://www.health.gov.il/English/MinistryUnits/HealthDivision/MedicalTechnologies/Drugs/Pages/default.aspx
https://firstclinical.com/regdocs/doc/?db=INT_Israel_Clinical_Trials
https://firstclinical.com/regdocs/doc/?db=INT_Israel_Clinical_Trials
http://www.justice.gov.il/MOJEng/ILITA/
http://www.justice.gov.il/NR/rdonlyres/6A5EC09A-BDBC-419F-8007-5FD6A6B8E0A5/18334/ProtectionofPrivacyLaw57411981unofficialtranslatio.pdf
http://www.justice.gov.il/NR/rdonlyres/6A5EC09A-BDBC-419F-8007-5FD6A6B8E0A5/18334/ProtectionofPrivacyLaw57411981unofficialtranslatio.pdf
http://www.justice.gov.il/NR/rdonlyres/6A5EC09A-BDBC-419F-8007-5FD6A6B8E0A5/18334/ProtectionofPrivacyLaw57411981unofficialtranslatio.pdf
http://www.justice.gov.il/NR/rdonlyres/6A5EC09A-BDBC-419F-8007-5FD6A6B8E0A5/18334/ProtectionofPrivacyLaw57411981unofficialtranslatio.pdf
http://www.justice.gov.il/NR/rdonlyres/6A5EC09A-BDBC-419F-8007-5FD6A6B8E0A5/18334/ProtectionofPrivacyLaw57411981unofficialtranslatio.pdf
http://www.health.gov.il/english
http://www.moital.gov.il/NR/exeres/66F4DD4E-FA4A-4B76-94BC-DC29543471DE.htm
http://www.moital.gov.il/NR/exeres/66F4DD4E-FA4A-4B76-94BC-DC29543471DE.htm
http://www.moital.gov.il/NR/exeres/66F4DD4E-FA4A-4B76-94BC-DC29543471DE.htm
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http://snrec.sd/wp-content/uploads/2017/05/Accredition-guidelines.pdf
http://snrec.sd/wp-content/uploads/2017/05/Accredition-guidelines.pdf
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http://www.nmpb.gov.sd/en/
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http://www.nmpb.gov.sd/index.php/2015-08-05-11-05-04/regulations/113-laws2009
http://www.nmpb.gov.sd/index.php/2015-08-05-11-05-04/regulations/113-laws2009
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http://www.planalto.gov.br/ccivil_03/_ato2004-2006/2005/Decreto/D5591.htm
http://www.planalto.gov.br/ccivil_03/_ato2004-2006/2005/Decreto/D5591.htm
http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Lei/L13123.htm
http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Lei/L13123.htm
http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Lei/L13123.htm
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Drugs, Biologics, 
and Devices 

���� �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K����
�K�W�W�S�������Z�Z�Z���P�L�Q�V�D�O���F�O
���� �,�Q�V�W�L�W�X�W�H���R�I���3�X�E�O�L�F���+�H�D�O�W�K��
�K�W�W�S�������Z�Z�Z���L�V�S�F�K���F�O

�/�D�Z���1�R�������������������0�R�G�L�I�\�L�Q�J���W�K�H��
�+�H�D�O�W�K���&�R�G�H���L�Q���W�K�H���$�U�H�D���R�I���W�K�H��
�5�H�J�X�O�D�W�L�R�Q���R�I���3�K�D�U�P�D�F�L�H�V���D�Q�G��
�0�H�G�L�F�D�W�L�R�Q�V��������������������������
�K�W�W�S�������Z�Z�Z���O�H�\�F�K�L�O�H���F�O���1�D�Y�H�J�D�U�"�L�G�1
�R�U�P�D� �������������� �K�W�W��������G�å������

http://www.minsal.cl/
http://www.ispch.cl/
http://www.leychile.cl/Navegar?idNorma=1058373
http://www.leychile.cl/Navegar?idNorma=1058373
http://www.leychile.cl/Navegar?idNorma=1032919
http://www.leychile.cl/Navegar?idNorma=1032919
http://www.ispch.cl/ley20285/t_activa/marco_normativo/7c/ds_minsal_3_2010.pdf
http://www.ispch.cl/ley20285/t_activa/marco_normativo/7c/ds_minsal_3_2010.pdf
http://www.ispch.cl/ley20285/t_activa/marco_normativo/7c/ds_minsal_3_2010.pdf
http://www.leychile.cl/Navegar?idNorma=1080011
http://www.leychile.cl/Navegar?idNorma=1080011
http://www.minsal.cl/
http://www.ispch.cl/
http://www.leychile.cl/Navegar?idNorma=253478
http://www.leychile.cl/Navegar?idNorma=253478
http://www.ispch.cl/ley20285/t_activa/marco_normativo/7c/ds_minsal_3_2010.pdf
http://www.ispch.cl/ley20285/t_activa/marco_normativo/7c/ds_minsal_3_2010.pdf
http://www.ispch.cl/ley20285/t_activa/marco_normativo/7c/ds_minsal_3_2010.pdf
http://web.minsal.cl/portal/url/item/c4a31ad6db50e085e040010165017a39.pdf
http://web.minsal.cl/portal/url/item/c4a31ad6db50e085e040010165017a39.pdf
http://web.minsal.cl/portal/url/item/c4a31ad6db50e085e040010165017a39.pdf
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�K�W�W�S�������Z�Z�Z���L�V�S�F�K���F�O���V�L�W�H�V���G�H�I�D�X�O�W���I�L�O�H�V��
�U�H�V�B���������S�G�I��

Privacy/Data 
Protection 

���� �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K��
�K�W�W�S�������Z�Z�Z���P�L�Q�V�D�O���F�O
���� �0�L�Q�L�V�W�U�\���R�I���W�K�H���6�H�F�U�H�W�D�U�\���*�H�Q�H�U�D�O
�R�I���W�K�H���*�R�Y�H�U�Q�P�H�Q�W��
�K�W�W�S�������Z�Z�Z���P�V�J�J���J�R�E���F�O

���� �/�D�Z���I�R�U���W�K�H���3�U�R�W�H�F�W�L�R�Q���R�I
�3�U�L�Y�D�W�H���/�L�I�H���1�R��������������������������������
�K�W�W�S�������Z�Z�Z���E�F�Q���F�O���O�H�\�H�V��������������
���� �/�D�Z���1�R�������������������5�H�J�X�O�D�W�L�Q�J
�W�K�H���5�L�J�K�W�V���D�Q�G���'�X�W�L�H�V���,�Q�F�X�P�E�H�Q�W
�X�S�R�Q���3�H�U�V�R�Q�V���L�Q���&�R�Q�Q�H�F�W�L�R�Q
�Z�L�W�K���$�F�W�L�R�Q�V���/�L�Q�N�H�G���W�R���W�K�H�L�U
�+�H�D�O�W�K���&�D�U�H����������������

http://www.ispch.cl/sites/default/files/res_441.pdf
http://www.ispch.cl/sites/default/files/res_441.pdf
http://www.minsal.cl/
http://www.msgg.gob.cl/
http://www.bcn.cl/leyes/141599
http://www.leychile.cl/Navegar?idNorma=1039348
http://www.leychile.cl/Navegar?idNorma=1039348
http://www.leychile.cl/Navegar?idNorma=1046753
http://www.leychile.cl/Navegar?idNorma=1046753
http://www.minsal.cl/
http://www.leychile.cl./Navegar?idNorma=253478


https://www.invima.gov.co/documents/20143/453029/ASS-RSA-GU031.pdf/2130f364-0b2a-8af3-7672-e9f5e89b6217?version=1.0&t=1540842235665
https://www.invima.gov.co/documents/20143/453029/ASS-RSA-GU031.pdf/2130f364-0b2a-8af3-7672-e9f5e89b6217?version=1.0&t=1540842235665
https://www.invima.gov.co/documents/20143/453029/ASS-RSA-GU031.pdf/2130f364-0b2a-8af3-7672-e9f5e89b6217?version=1.0&t=1540842235665
https://www.invima.gov.co/documents/20143/453029/ASS-RSA-GU031.pdf/2130f364-0b2a-8af3-7672-e9f5e89b6217?version=1.0&t=1540842235665
http://www.colciencias.gov.co/sites/default/files/ckeditor_files/PDF%20Pol%C3%ADtica.pdf
http://www.colciencias.gov.co/sites/default/files/ckeditor_files/PDF%20Pol%C3%ADtica.pdf
http://www.invima.gov.co/
https://www.invima.gov.co/documents/20143/1024715/RESOLUCION+No+2378+DE+2008.pdf/e71f5227-68fe-a85b-bb5c-fae31a5254ff?version=1.0&t=1554955058893
https://www.invima.gov.co/documents/20143/1024715/RESOLUCION+No+2378+DE+2008.pdf/e71f5227-68fe-a85b-bb5c-fae31a5254ff?version=1.0&t=1554955058893
https://www.invima.gov.co/documents/20143/1024715/RESOLUCION+No+2378+DE+2008.pdf/e71f5227-68fe-a85b-bb5c-fae31a5254ff?version=1.0&t=1554955058893
https://www.invima.gov.co/documents/20143/1024715/RESOLUCION+No+2378+DE+2008.pdf/e71f5227-68fe-a85b-bb5c-fae31a5254ff?version=1.0&t=1554955058893
https://www.invima.gov.co/documents/20143/1024715/RESOLUCION+No+2378+DE+2008.pdf/e71f5227-68fe-a85b-bb5c-fae31a5254ff?version=1.0&t=1554955058893
https://www.invima.gov.co/documents/20143/1024715/RESOLUCION+No+2378+DE+2008.pdf/e71f5227-68fe-a85b-bb5c-fae31a5254ff?version=1.0&t=1554955058893
https://www.invima.gov.co/documents/20143/453029/Resoluci%C3%B3n+2011020764+de+2011.pdf/e4d84d9e-3df4-8155-0eef-f50d81e621f4?version=1.0&t=1540830094266
https://www.invima.gov.co/documents/20143/453029/Resoluci%C3%B3n+2011020764+de+2011.pdf/e4d84d9e-3df4-8155-0eef-f50d81e621f4?version=1.0&t=1540830094266
https://www.invima.gov.co/documents/20143/453029/Resoluci%C3%B3n+2011020764+de+2011.pdf/e4d84d9e-3df4-8155-0eef-f50d81e621f4?version=1.0&t=1540830094266
https://www.invima.gov.co/documents/20143/453029/Resoluci%C3%B3n+2011020764+de+2011.pdf/e4d84d9e-3df4-8155-0eef-f50d81e621f4?version=1.0&t=1540830094266
https://www.invima.gov.co/documents/20143/453029/Resoluci%C3%B3n+2011020764+de+2011.pdf/e4d84d9e-3df4-8155-0eef-f50d81e621f4?version=1.0&t=1540830094266
https://www.invima.gov.co/documents/20143/453029/Resoluci%C3%B3n+2011020764+de+2011.pdf/e4d84d9e-3df4-8155-0eef-f50d81e621f4?version=1.0&t=1540830094266
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/ABCBPCultima_version.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/ABCBPCultima_version.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/ABCBPCultima_version.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/normatividad/CIRCULAR_600-5776-14-2.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/normatividad/CIRCULAR_600-5776-14-2.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/normatividad/CIRCULAR_600-5776-14-2.pdf
https://www.invima.gov.co/images/stories/formatotramite/ASS-RSA-GU045.pdf
https://www.invima.gov.co/images/stories/formatotramite/ASS-RSA-GU045.pdf
https://www.invima.gov.co/images/stories/formatotramite/ASS-RSA-GU039.pdf
https://www.invima.gov.co/images/stories/formatotramite/ASS-RSA-GU039.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/normatividad/Circular-600-1081-16-Reporte-de-Eventos-adversos-serios-Nacionales-Febrero2016.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/normatividad/Circular-600-1081-16-Reporte-de-Eventos-adversos-serios-Nacionales-Febrero2016.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/normatividad/Circular-600-1081-16-Reporte-de-Eventos-adversos-serios-Nacionales-Febrero2016.pdf
https://www.invima.gov.co/images/pdf/tecnovigilancia/buenas_practicas/normatividad/Circular-600-1081-16-Reporte-de-Eventos-adversos-serios-Nacionales-Febrero2016.pdf
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�K�W�W�S�V�������Z�Z�Z���L�Q�Y�L�P�D���J�R�Y���F�R���L�P�D�J�H�V���S�G�I���W�H�F�Q�R�Y�L
�J�L�O�D�Q�F�L�D���E�X�H�Q�D�V�B�S�U�D�F�W�L�F�D�V���Q�R�U�P�D�W�L�Y�L�G�D�G���&�L�U�F�X�O�D
�U�B�����������������������B�$�O�F�D�Q�F�H���&�L�U�F�X�O�D�U��������������������
�����B�$�E�U�L�O�����������S�G�I��

Devices
�1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H���R�I���'�U�X�J���D�Q�G���)�R�R�G��
�6�X�U�Y�H�L�O�O�D�Q�F�H�����K�W�W�S�������Z�Z�Z���L�Q�Y�L�P�D���J�R�Y���F�R����

�6�F�L�H�Q�W�L�I�L�F�����7�H�F�K�Q�L�F�D�O�����D�Q�G��
�$�G�P�L�Q�L�V�W�U�D�W�L�Y�H���5�H�J�X�O�D�W�L�R�Q�V���I�R�U��
�+�H�D�O�W�K���5�H�V�H�D�U�F�K�����5�H�V�R�O�X�W�L�R�Q���1�R����
�����������������7�L�W�O�H���,�,�,�����&�K�D�S�W�H�U�V���,���D�Q�G��
�,�,�,������������������
�K�W�W�S�V�������Z�Z�Z���P�L�Q�V�D�O�X�G���J�R�Y���F�R���V�L�W�H�V���U�L�G
���/�L�V�W�V���%�L�E�O�L�R�W�H�F�D�'�L�J�L�W�D�O���5�,�'�(���'�(���'�,
�-���5�(�6�2�/�8�&�,�2�1�������������'�( ��
�����������3�'�)��

Research Injury �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K���D�Q�G���6�R�F�L�D�O��
�3�U�R�W�H�F�W�L�R�Q����
�K�W�W�S�������Z�Z�Z���P�L�Q�V�D�O�X�G���J�R�Y���F�R������

�6�F�L�H�Q�W�L�I�L�F�����7�H�F�K�Q�L�F�D�O�����D�Q�G��
�$�G�P�L�Q�L�V�W�U�D�W�L�Y�H���5�H�J�X�O�D�W�L�R�Q�V���I�R�U��
�+�H�D�O�W�K���5�H�V�H�D�U�F�K�����5�H�V�R�O�X�W�L�R�Q���1�R����
�����������������7�L�W�O�H���,�,�����&�K�D�S�W�H�U���,�����$�U�W����
����������������������
�K�W�W�S�V�������Z�Z�Z���P�L�Q�V�D�O�X�G���J�R�Y���F�R���V�L�W�H�V���U�L�G
���/�L�V�W�V���%�L�E�O�L�R�W�H�F�D�'�L�J�L�W�D�O���5�,�'�(���'�(���'�,
�-���5�(�6�2�/�8�&�,�2�1�������������'�( ��
�����������3�'�)��

Privacy/Data 
Protection 

�0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K���D�Q�G���6�R�F�L�D�O��
�3�U�R�W�H�F�W�L�R�Q����
�K�W�W�S�������Z�Z�Z���P�L�Q�V�D�O�X�G���J�R�Y���F�R������

�����&�R�Q�V�W�L�W�X�W�L�R�Q���R�I���&�R�O�R�P�E�L�D��
�$�U�W�L�F�O�H����������������������
�K�W�W�S�������Z�Z�Z���F�R�U�W�H�F�R�Q�V�W�L�W�X�F�L�R�Q�D�O���J�R�Y��
�F�R���L�Q�L�F�L�R���&�R�Q�V�W�L�W�X�F�L�R�Q�������S�R�O�L�W�L�F�D��
�����G�H�������&�R�O�R�P�E�L�D��������
�����������������S�G�I��
���� �/�D�Z�������������R�I���������������*�H�Q�H�U�D�O
�5�H�J�L�P�H�Q���R�I���3�U�R�W�H�F�W�L�R�Q���R�I
�3�H�U�V�R�Q�D�O���'�D�W�D��
�K�W�W�S�V�������Z�Z�Z���P�L�Q�W�L�F���J�R�Y���F�R���S�R�U�W�D�O������
�����D�U�W�L�F�O�H�V�����������B�G�R�F�X�P�H�Q�W�R���S�G�I��

�6�F�L�H�Q�W�L�I�L�F�����7�H�F�K�Q�L�F�D�O�����D�Q�G��
�$�G�P�L�Q�L�V�W�U�D�W�L�Y�H���5�H�J�X�O�D�W�L�R�Q�V���I�R�U��
�+�H�D�O�W�K���5�H�V�H�D�U�F�K�����5�H�V�R�O�X�W�L�R�Q���1�R����
�����������������7�L�W�O�H���,�,�����&�K�D�S�W�H�U���,����
�$�U�W�L�F�O�H��������������������

Human Biological 
Materials 
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�$�U�W�L�F�O�H������������������������
�K�W�W�S�V�������Z�Z�Z���P�L�Q�V�D�O�X�G���J�R�Y���F�R���V�L�W�H�V���U�L�G
���/�L�V�W�V���%�L�E�O�L�R�W�H�F�D�'�L�J�L�W�D�O���5�,�'�(���'�(���'�,
�-���5�H�V�R�O�X�F�L�y�Q�B���������B�G�H�B�����������S�G�I��

http://www.ministeriodesalud.go.cr/index.php/consejos/conis
http://www.ministeriodesalud.go.cr/index.php/consejos/conis
http://www.ministeriodesalud.go.cr/index.php/consejos/conis
http://www.ministeriodesalud.go.cr/index.php/consejos/conis
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�� ��������

�&�X�E�D��
�1�R�W�H�����$�O�O���Z�H�E�V�L�W�H�V���D�Q�G���G�R�F�X�P�H�Q�W�V���D�U�H���L�Q���6�S�D�Q�L�V�K����

http://www.cecmed.cu/
http://www.cecmed.cu/ensayos-clinicos/autorizos
http://www.cecmed.cu/ensayos-clinicos/autorizos
http://registroclinico.sld.cu/en/home
http://www.dominica.gov.dm/cms/index.php?q=node/21
http://www.dominica.gov.dm/cms/index.php?q=node/21
http://conabios.gob.do/
https://www.dol.gov/ilab/submissions/pdf/20100408-10.pdf
https://www.dol.gov/ilab/submissions/pdf/20100408-10.pdf
http://conabios.gob.do/index.php/reglamentos
http://conabios.gob.do/index.php/reglamentos
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https://medicamentos.mspas.gob.gt/phocadownload/Acuerdo%20Ministerial%2082-2019.pdf
http://mspp.gouv.ht/newsite/
http://www.salud.gob.hn/
https://www.acnur.org/fileadmin/Documentos/BDL/2016/10636.pdf
https://www.acnur.org/fileadmin/Documentos/BDL/2016/10636.pdf
http://www.salud.gob.hn/
https://honduras.eregulations.org/media/Acuerdo-06-2005-REGLAMENTO-PARA-EL-CONTROL-SANITARIO.pdf
https://honduras.eregulations.org/media/Acuerdo-06-2005-REGLAMENTO-PARA-EL-CONTROL-SANITARIO.pdf
https://honduras.eregulations.org/media/Acuerdo-06-2005-REGLAMENTO-PARA-EL-CONTROL-SANITARIO.pdf
https://honduras.eregulations.org/media/Acuerdo-06-2005-REGLAMENTO-PARA-EL-CONTROL-SANITARIO.pdf
http://www.tsc.gob.hn/leyes/Ley_donacion_transp_organos_2014.pdf%20n.%20329-2013
http://www.tsc.gob.hn/leyes/Ley_donacion_transp_organos_2014.pdf%20n.%20329-2013
http://www.tsc.gob.hn/leyes/Ley_donacion_transp_organos_2014.pdf%20n.%20329-2013
https://criterio.hn/wp-content/uploads/2019/05/C%C3%B3digo-Penal-1.pdf
https://criterio.hn/wp-content/uploads/2019/05/C%C3%B3digo-Penal-1.pdf
https://criterio.hn/wp-content/uploads/2019/05/C%C3%B3digo-Penal-1.pdf
http://moh.gov.jm/
http://moh.gov.jm/guidelines/guidelines-for-the-conduct-of-research-on-human-subjects/
http://moh.gov.jm/guidelines/guidelines-for-the-conduct-of-research-on-human-subjects/
http://moh.gov.jm/divisions-agencies/divisions/standards-and-regulation-division/
http://moh.gov.jm/divisions-agencies/divisions/standards-and-regulation-division/
http://moh.gov.jm/divisions-agencies/divisions/standards-and-regulation-division/
http://www.moj.gov.jm/sites/default/files/laws/Food%20and%20Drugs%20Act%20LN%2065%20of%2075.pdf
http://www.moj.gov.jm/sites/default/files/laws/Food%20and%20Drugs%20Act%20LN%2065%20of%2075.pdf
http://www.moj.gov.jm/sites/default/files/laws/Food%20and%20Drugs%20Act%20LN%2065%20of%2075.pdf
http://www.moj.gov.jm/sites/default/files/laws/Food%20and%20Drugs%20Act%20LN%2065%20of%2075.pdf
http://www.moj.gov.jm/sites/default/files/laws/Food%20and%20Drugs%20Act%20LN%2065%20of%2075.pdf
http://www.moj.gov.jm/sites/default/files/laws/Food%20and%20Drugs%20Act%20LN%2065%20of%2075.pdf
http://www.moj.gov.jm/sites/default/files/laws/Food%20and%20Drugs%20Act%20LN%2065%20of%2075.pdf
https://www.gob.mx/salud
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http://www.salud.gob.mx/unidades/cdi/legis/lgs/index-t14.htm
http://www.diputados.gob.mx/LeyesBiblio/regley/Reg_LGS_MT.pdf
http://www.diputados.gob.mx/LeyesBiblio/regley/Reg_LGS_MT.pdf
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http://www.dof.gob.mx/nota_detalle.php?codigo=5468449&fecha=03/01/2017
http://www.dof.gob.mx/nota_detalle.php?codigo=5468449&fecha=03/01/2017
http://www.diputados.gob.mx/LeyesBiblio/regley/Reg_LGS_MIS.pdf
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http://www.diputados.gob.mx/LeyesBiblio/regley/Reg_LBOGM.pdf
http://www.diputados.gob.mx/LeyesBiblio/regley/Reg_LBOGM.pdf
http://www.diputados.gob.mx/LeyesBiblio/regley/Reg_LGS_MIS.pdf
http://www.minsa.gob.ni/
http://www.vertic.org/media/National%20Legislation/Nicaragua/NI_Ley_423_General_de_Salud_2002.pdf
http://www.vertic.org/media/National%20Legislation/Nicaragua/NI_Ley_423_General_de_Salud_2002.pdf
http://www.vertic.org/media/National%20Legislation/Nicaragua/NI_Ley_423_General_de_Salud_2002.pdf
http://www.minsa.gob.pa/
https://cnbi.senacyt.gob.pa/
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Ley-N°84-del-14-de-mayo-de-2019-Ley-de-investigación.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Ley-N°84-del-14-de-mayo-de-2019-Ley-de-investigación.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Ley-N°84-del-14-de-mayo-de-2019-Ley-de-investigación.pdf
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http://www.ccghr.ca/wp-content/uploads/2013/11/national-research-ethics-review-guidline.pdf
http://www.mrc.gm/
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http://clinregs.niaid.nih.gov/single_country.php?c_id=111
http://www.nacosti.go.ke/
http://www.health.go.ke/
https://healthresearchweb.org/?action=download&file=Final%20national%20ethical%20guidelines-last%20draft.pdf
https://healthresearchweb.org/?action=download&file=Final%20national%20ethical%20guidelines-last%20draft.pdf
https://healthresearchweb.org/?action=download&file=Final%20national%20ethical%20guidelines-last%20draft.pdf
http://www.pharmacyboardkenya.org/
http://apps.who.int/medicinedocs/documents/s18245en/s18245en.pdf
http://apps.who.int/medicinedocs/documents/s18245en/s18245en.pdf
http://pharmacyboardkenya.org/downloads/?file=Clinical%20Trial%20Guidelines%202014.pdf
http://pharmacyboardkenya.org/downloads/?file=Clinical%20Trial%20Guidelines%202014.pdf
http://pharmacyboardkenya.org/downloads/?file=Clinical%20Trial%20Guidelines%202014.pdf
http://www.health.go.ke/
https://clinregs.niaid.nih.gov/single_country.php?c_id=122
http://www.mohsw.gov.lr/
http://www.ul-acre.org/wp-content/uploads/2013/03/UL-IRB-Policy-Handbook.pdf
http://www.ul-acre.org/wp-content/uploads/2013/03/UL-IRB-Policy-Handbook.pdf
http://www.ul-acre.org/wp-content/uploads/2013/03/UL-IRB-Policy-Handbook.pdf
http://clinregs.niaid.nih.gov/documents/liberia/G-LIBR-NHSREC.pdf
http://clinregs.niaid.nih.gov/documents/liberia/G-LIBR-NHSREC.pdf
https://clinregs.niaid.nih.gov/sites/default/files/documents/liberia/G-NREB-revised.pdf
https://clinregs.niaid.nih.gov/sites/default/files/documents/liberia/G-NREB-revised.pdf
https://clinregs.niaid.nih.gov/documents/liberia/G-LibClinTrial.pdf
https://clinregs.niaid.nih.gov/documents/liberia/G-LibClinTrial.pdf
https://www.ilo.org/dyn/natlex/docs/ELECTRONIC/97799/116199/F1071917999/MDG-97799.pdf
https://www.ilo.org/dyn/natlex/docs/ELECTRONIC/97799/116199/F1071917999/MDG-97799.pdf
https://www.ilo.org/dyn/natlex/docs/ELECTRONIC/97799/116199/F1071917999/MDG-97799.pdf
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http://clinregs.niaid.nih.gov/single_country.php?c_id=129
http://www.ncst.mw/
http://www.ncst.mw/national-health-science-research-committee-nhsrc/
http://www.ncst.mw/national-health-science-research-committee-nhsrc/
http://www.medcol.mw/
http://www.malawi.gov.mw/
http://www.medcol.mw/comrec/wp-content/uploads/2014/07/comrec_guidelines.pdf
http://www.medcol.mw/comrec/wp-content/uploads/2014/07/comrec_guidelines.pdf
http://www.medcol.mw/comrec/wp-content/uploads/2014/07/comrec_guidelines.pdf
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
http://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB0QFjAAahUKEwi3qf2P2vLIAhUEqh4KHfyNBvw&url=http%3A%2F%2Fwww.malawilii.org%2Ffiles%2Fmw%2Flegislation%2Fconsolidated-act%2F35%3A01%2Fpharmacy_medicines_poisons_act_pdf_19885.pdf&usg=AFQjCNFJR-Y4F7y3eoC6DV0H7Jr77s5Msg
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https://clinregs.niaid.nih.gov/single_country.php?c_id=132&utm_medium=GovDelivery&utm_source=ClinRegs&utm_campaign=MaliPublication#_top
https://clinregs.niaid.nih.gov/documents/LawNo09-059.pdf
https://clinregs.niaid.nih.gov/documents/LawNo09-059.pdf
https://clinregs.niaid.nih.gov/sites/default/files/documents/mali/DecreeNo2017-0245.pdf
https://clinregs.niaid.nih.gov/sites/default/files/documents/mali/DecreeNo2017-0245.pdf
https://clinregs.niaid.nih.gov/sites/default/files/documents/mali/DecreeNo2017-0245.pdf
http://elearning.trree.org/course/view.php?id=14&lang=en
http://elearning.trree.org/pluginfile.php/34764/mod_folder/content/0/02-CodigoDeEtica.pdf?forcedownload=1
http://elearning.trree.org/pluginfile.php/34764/mod_folder/content/0/02-CodigoDeEtica.pdf?forcedownload=1
http://elearning.trree.org/pluginfile.php/34764/mod_folder/content/0/02-CodigoDeEtica.pdf?forcedownload=1
http://elearning.trree.org/mod/page/view.php?id=142
http://nhrec.net/
http://nhrec.net/nhrec/wp-content/uploads/2018/10/NCHRE_Aug_07.zip
http://nhrec.net/nhrec/wp-content/uploads/2018/10/NCHRE_Aug_07.zip
http://nhrec.net/nhrec/Final%20NHREC%20Policy%20Statement%20on%20Enrollment%20of%20Children%20in%20Research.pdf
http://nhrec.net/nhrec/Final%20NHREC%20Policy%20Statement%20on%20Enrollment%20of%20Children%20in%20Research.pdf
http://nhrec.net/nhrec/Final%20NHREC%20Policy%20Statement%20on%20Enrollment%20of%20Children%20in%20Research.pdf
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Social-Behavioral 

http://nctr.nhrec.net/
http://nhrec.net/nhrec/wp-content/uploads/2018/10/NCHRE_Aug_07.zip
http://nhrec.net/nhrec/wp-content/uploads/2018/10/NCHRE_Aug_07.zip
http://nhrec.net/
http://nhrec.net/nhrec/NHREC_Policy_Statement_on_Biobanks_FINAL.pdf
http://nhrec.net/nhrec/NHREC_Policy_Statement_on_Biobanks_FINAL.pdf
http://www.moh.gov.rw/index.php?id=2
http://www.moh.gov.rw/index.php?option=com_docman&task=doc_download&gid=126&Itemid=81
http://www.moh.gov.rw/index.php?option=com_docman&task=doc_download&gid=126&Itemid=81
http://www.moh.gov.rw/index.php?option=com_docman&task=doc_download&gid=126&Itemid=81
https://clinregs.niaid.nih.gov/single_country.php?c_id=193
https://mohs2017.files.wordpress.com/2017/03/guidelines-and-checklist-for-ethical-clearance-2017.pdf
https://mohs2017.files.wordpress.com/2017/03/guidelines-and-checklist-for-ethical-clearance-2017.pdf
https://mohs2017.files.wordpress.com/2017/03/guidelines-and-checklist-for-ethical-clearance-2017.pdf
http://www.sante.gov.bf/
http://pharmacyboard.gov.sl/
http://pharmacyboard.gov.sl/site/LinkClick.aspx?fileticket=9jeTGC2WIZ8%3d&tabid=316&portalid=1&mid=934
http://pharmacyboard.gov.sl/site/LinkClick.aspx?fileticket=9jeTGC2WIZ8%3d&tabid=316&portalid=1&mid=934
http://pharmacyboard.gov.sl/site/LinkClick.aspx?fileticket=9jeTGC2WIZ8%3d&tabid=316&portalid=1&mid=934
https://clinregs.niaid.nih.gov/sites/default/files/documents/sierra_leone/PBSL-GCP-Guideline-V2.pdf
https://clinregs.niaid.nih.gov/sites/default/files/documents/sierra_leone/PBSL-GCP-Guideline-V2.pdf






http://www.zamra.co.zm/
http://www.zamra.co.zm/wp-content/uploads/2016/10/MASA-No-3-2013.pdf
http://www.zamra.co.zm/wp-content/uploads/2016/10/MASA-No-3-2013.pdf
http://www.zamra.co.zm/wp-content/uploads/2016/10/MASA-No-3-2013.pdf
http://www.zamra.co.zm/wp-content/uploads/2016/10/Guidelines-on-Application-for-Clincal-Trial-Authorisation.pdf
http://www.zamra.co.zm/wp-content/uploads/2016/10/Guidelines-on-Application-for-Clincal-Trial-Authorisation.pdf
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