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http://www.pre.ethics.gc.ca/eng/documents/tcps2-2018-en-interactive-final.pdf
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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https://www.dhs.gov/xlibrary/assets/foia/mgmt-directive-026-04-protection-of-human-subjects.pdf
https://www.dhs.gov/xlibrary/assets/foia/mgmt-directive-026-04-protection-of-human-subjects.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
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
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
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http://www.azlp.gov.ba/propisi/Default.aspx?id=5&langTag=en-US&pageIndex=1
http://www.azlp.gov.ba/propisi/Default.aspx?id=5&langTag=en-US&pageIndex=1
http://www.azlp.gov.ba/propisi/Default.aspx?id=5&langTag=en-US&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/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/propisi/default.aspx?id=1321&langTag=bs-BA
http://www.azlp.gov.ba/propisi/default.aspx?id=1321&langTag=bs-BA
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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


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��
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https://www.e-tar.lt/portal/lt/legalAct/0f2f1b70b9db11e5a6588fb85a3cc84b/asr
https://www.e-tar.lt/portal/lt/legalAct/0f2f1b70b9db11e5a6588fb85a3cc84b/asr
https://www.e-tar.lt/portal/lt/legalAct/0f2f1b70b9db11e5a6588fb85a3cc84b/asr
https://e-seimas.lrs.lt/portal/legalAct/lt/TAD/828d53e095ef11e4b92e9028929aad91/asr
https://e-seimas.lrs.lt/portal/legalAct/lt/TAD/828d53e095ef11e4b92e9028929aad91/asr
https://e-seimas.lrs.lt/portal/legalAct/lt/TAD/828d53e095ef11e4b92e9028929aad91/asr
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https://www.e-tar.lt/portal/lt/legalAct/104c2540d3e711e583a295d9366c7ab3
https://www.e-tar.lt/portal/lt/legalAct/104c2540d3e711e583a295d9366c7ab3
https://www.e-tar.lt/portal/lt/legalAct/104c2540d3e711e583a295d9366c7ab3
http://bioetika.sam.lt/index.php?2351851530
http://bioetika.sam.lt/index.php?2351851530
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/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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�&�O�L�F�N���R�Q���I�L�O�H���I�R�O�G�H�U�����������W�K�H�Q���R�S�H�Q��
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�I�L�O�H���������������������"�W���D�F� ��������
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�6�X�S�S�O�H�P�H�Q�W�L�Q�J���W�K�H���5�X�O�H�E�R�R�N���R�Q��
�W�K�H���0�D�Q�Q�H�U���D�Q�G���W�K�H���3�U�R�F�H�G�X�U�H���I�R�U��
�&�O�L�Q�L�F�D�O���7�U�L�D�O�V���R�Q���0�H�G�L�F�L�Q�D�O��
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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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https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/880287913?t:ac=1/1
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/880287913?t:ac=1/1
https://lekovi.zdravstvo.gov.mk/documents.documentcomponent:downloadfile/880287913?t:ac=1/1
http://moh.gov.mk/
https://lekovi.zdravstvo.gov.mk/
http://malmed.gov.mk/
https://lekovi.zdravstvo.gov.mk/documents/2
https://lekovi.zdravstvo.gov.mk/documents/2
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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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Drugs, Biologics, 
and Devices 
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�S�G�I��������
�����5�R�\�D�O���'�H�F�U�H�H�����������������R�Q
�4�X�D�O�L�W�\���D�Q�G���6�H�F�X�U�L�W�\���5�X�O�H�V
�5�H�J�D�U�G�L�Q�J���'�R�Q�D�W�L�Q�J�����*�D�W�K�H�U�L�Q�J��
�(�Y�D�O�X�D�W�L�R�Q�����3�U�R�F�H�V�V�L�Q�J�����6�W�R�U�D�J�H��
�3�U�H�V�H�U�Y�D�W�L�R�Q�����D�Q�G���'�L�V�W�U�L�E�X�W�L�R�Q���R�I
�+�X�P�D�Q���&�H�O�O�V���D�Q�G���7�L�V�V�X�H�V���D�Q�G
�5�X�O�H�V���5�H�J�D�U�G�L�Q�J���&�R�R�U�G�L�Q�D�W�L�R�Q
�D�Q�G���)�X�Q�F�W�L�R�Q�L�Q�J���R�I���W�K�H�L�U���8�V�H���L�Q
�+�X�P�D�Q���%�H�L�Q�J�V��
�K�W�W�S�������Z�Z�Z���E�R�H���H�V���E�X�V�F�D�U���G�R�F���S�K�S�"�L�G
� �%�2�(���$����������������������

Genetic �6�S�D�Q�L�V�K���%�L�R�H�W�K�L�F�V���&�R�P�P�L�W�W�H�H����
�K�W�W�S�������Z�Z�Z���F�R�P�L�W�H�G�H�E�L�R�H�W�L�F�D���H�V���"�O�D�Q�J� �H�Q�B
�8�6��

�/�D�Z�������������������R�I���-�X�O�\�������R�Q��
�%�L�R�P�H�G�L�F�D�O���5�H�V�H�D�U�F�K�����7�L�W�O�H���,����
�$�U�W�L�F�O�H�V�������������7�L�W�O�H���9����
�K�W�W�S�������Z�Z�Z���F�D�W�H�G�U�D�G�H�U�H�F�K�R�\�J�H�Q�R�P�D
�K�X�P�D�Q�R���H�V���L�P�D�J�H�V���Q�R�Y�H�G�D�G�H�V���6�S�D�Q�L
�V�K�/�D�Z�R�Q�%�L�R�P�H�G�L�F�D�O�5�H�V�H�D�U�F�K�(�Q�J�O�L�V
�K���S�G�I

�3�U�L�Y�D�F�\���'�D�W�D��
�3�U�R�W�H�F�W�L�R�Q



�&�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������������

�� ��������


�&�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��
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Drugs, Biologics, 
and Devices 

Drugs
�0�H�G�L�F�D�O���3�U�R�G�X�F�W�V���$�J�H�Q�F�\������
�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
http://www.datainspektionen.se/in-english/
http://www.notisum.se/rnp/sls/lag/20080355.htm
http://www.notisum.se/rnp/sls/lag/20080355.htm
http://www.notisum.se/rnp/sls/lag/20090400.htm
http://www.notisum.se/rnp/sls/lag/20090400.htm
http://www.notisum.se/Pub/Doc.aspx?url=/rnp/sls/lag/20130794.htm
http://www.notisum.se/Pub/Doc.aspx?url=/rnp/sls/lag/20130794.htm
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://www.riksdagen.se/sv/dokument-lagar/dokument/svensk-forfattningssamling/lag-2018218-med-kompletterande-bestammelser_sfs-2018-218
https://www.riksdagen.se/sv/dokument-lagar/dokument/svensk-forfattningssamling/lag-2018218-med-kompletterande-bestammelser_sfs-2018-218
https://www.riksdagen.se/sv/dokument-lagar/dokument/svensk-forfattningssamling/lag-2018218-med-kompletterande-bestammelser_sfs-2018-218
http://www.notisum.se/rnp/sls/lag/20090641.htm
http://www.notisum.se/rnp/sls/lag/20090641.htm
https://www.datainspektionen.se/lagar--regler/dataskyddsforordningen/
https://www.datainspektionen.se/lagar--regler/dataskyddsforordningen/
https://www.datainspektionen.se/lagar--regler/dataskyddsforordningen/tredjelandsoverforing/
https://www.datainspektionen.se/lagar--regler/dataskyddsforordningen/tredjelandsoverforing/
https://www.datainspektionen.se/lagar--regler/dataskyddsforordningen/tredjelandsoverforing/
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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
�����������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

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.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
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
http://www.legislation.gov.uk/ukpga/1968/67/contents
http://www.legislation.gov.uk/uksi/2004/1031/contents/made
http://www.legislation.gov.uk/uksi/2004/1031/contents/made
http://www.legislation.gov.uk/uksi/2006/1928/contents/made
http://www.legislation.gov.uk/uksi/2006/1928/contents/made
http://www.legislation.gov.uk/uksi/2006/2984/pdfs/uksi_20062984_en.pdf
http://www.legislation.gov.uk/uksi/2006/2984/pdfs/uksi_20062984_en.pdf
http://www.legislation.gov.uk/uksi/2006/2984/pdfs/uksi_20062984_en.pdf
http://www.legislation.gov.uk/uksi/2008/941/contents/made
http://www.legislation.gov.uk/uksi/2008/941/contents/made
http://www.legislation.gov.uk/uksi/2002/2443/contents/made
http://www.legislation.gov.uk/uksi/2002/2443/contents/made
http://www.legislation.gov.uk/uksi/2014/1663/part/1/made
http://www.legislation.gov.uk/uksi/2014/1663/part/1/made
http://www.legislation.gov.uk/nisr/2015/339/contents/made
http://www.legislation.gov.uk/nisr/2015/339/contents/made


http://www.abpi.org.uk/
http://www.abpi.org.uk/our-work/library/guidelines/Pages/phase-1-trials-2012.aspx
http://www.abpi.org.uk/our-work/library/guidelines/Pages/phase-1-trials-2012.aspx
http://www.abpi.org.uk/our-work/library/guidelines/Pages/phase-1-trials-2012.aspx
http://www.nihr.ac.uk/
http://www.ct-toolkit.ac.uk/
http://www.hra.nhs.uk/
http://www.hra.nhs.uk/resources/before-you-apply/types-of-study/clinical-trials-of-investigational-medicinal-products/
http://www.hra.nhs.uk/resources/before-you-apply/types-of-study/clinical-trials-of-investigational-medicinal-products/
http://www.hra.nhs.uk/resources/before-you-apply/types-of-study/clinical-trials-of-investigational-medicinal-products/
https://www.gov.uk/government/collections/regulatory-guidance-for-medical-devices
https://www.gov.uk/government/collections/regulatory-guidance-for-medical-devices
http://www.opsi.gov.uk/si/si2002/20020618.htm
http://www.opsi.gov.uk/si/si2002/20020618.htm
http://www.legislation.gov.uk/uksi/2008/2936/contents/made
http://www.legislation.gov.uk/uksi/2008/2936/contents/made
https://www.gov.uk/government/collections/regulatory-guidance-for-medical-devices
https://www.gov.uk/government/collections/regulatory-guidance-for-medical-devices
https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device
https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device
https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device
http://www.hra.nhs.uk/
http://www.hra.nhs.uk/resources/before-you-apply/types-of-study/medical-devices-research-2/
http://www.hra.nhs.uk/resources/before-you-apply/types-of-study/medical-devices-research-2/
http://www.hra.nhs.uk/resources/before-you-apply/types-of-study/medical-devices-research-2/
http://www.isrctn.com/
http://www.hra.nhs.uk/
http://www.isrctn.com/page/faqs
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/research-registration-and-research-project-identifiers/
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/research-registration-and-research-project-identifiers/
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/research-registration-and-research-project-identifiers/
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�G�H�P�Q�L�W�\���S�G�I��

http://www.nhsla.com/claims/Documents/NHS%20Indemnity.pdf
http://www.abpi.org.uk/
http://www.abpi.org.uk/our-work/library/guidelines/Pages/clinical-trials-insurance.aspx
http://www.abpi.org.uk/our-work/library/guidelines/Pages/clinical-trials-insurance.aspx
http://www.abpi.org.uk/our-work/library/guidelines/Pages/clinical-trials-insurance.aspx
http://www.abpi.org.uk/our-work/library/guidelines/Pages/ct-compensation.aspx
http://www.abpi.org.uk/our-work/library/guidelines/Pages/ct-compensation.aspx
http://www.abpi.org.uk/our-work/library/guidelines/Pages/ct-compensation.aspx
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�0�H�G�L�F�D�O���5�H�V�H�D�U�F�K���&�R�X�Q�F�L�O�����0�5�&������
�K�W�W�S�������Z�Z�Z���P�U�F���D�F���X�N������

�8�V�L�Q�J���,�Q�I�R�U�P�D�W�L�R�Q���$�E�R�X�W���3�H�R�S�O�H���L�Q���+�H�D�O�W�K��
�5�H�V�H�D�U�F�K������������������
�K�W�W�S�V�������P�U�F���X�N�U�L���R�U�J���G�R�F�X�P�H�Q�W�V���S�G�I���X�V�L�Q�J��
�L�Q�I�R�U�P�D�W�L�R�Q���D�E�R�X�W���S�H�R�S�O�H���L�Q���K�H�D�O�W�K���U�H�V�H�D�U�F�K��
������������

England and Wales: 
���� �+�H�D�O�W�K���5�H�V�H�D�U�F�K���$�X�W�K�R�U�L�W�\�����+�5�$��
���(�Q�J�O�D�Q�G������
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Scotland: 
�+�H�D�O�W�K�F�D�U�H���,�P�S�U�R�Y�H�P�H�Q�W���6�F�R�W�O�D�Q�G����
�K�W�W�S�������Z�Z�Z���K�H�D�O�W�K�F�D�U�H�L�P�S�U�R�Y�H�P�H�Q�W�V�F�R�W�O�D�Q
�G���R�U�J���R�X�U�B�Z�R�U�N���J�R�Y�H�U�Q�D�Q�F�H�B�D�Q�G�B�D�V�V�X�U�D�Q�F
�H���K�X�P�D�Q�B�W�L�V�V�X�H�B�E�D�Q�N�V���D�V�S�[��

�+�X�P�D�Q���7�L�V�V�X�H�����6�F�R�W�O�D�Q�G�����$�F�W��
������������
�K�W�W�S�������Z�Z�Z���O�H�J�L�V�O�D�W�L�R�Q���J�R�Y���X�N���D�V�S����
�������������F�R�Q�W�H�Q�W�V��

Genetics Research ���� �3�X�E�O�L�F���+�H�D�O�W�K���*�H�Q�H�W�L�F�V���)�R�X�Q�G�D�W�L�R�Q��
�K�W�W�S�������Z�Z�Z���S�K�J�I�R�X�Q�G�D�W�L�R�Q���R�U�J��
���� �*�H�Q�H���7�K�H�U�D�S�\���$�G�Y�L�V�R�U�\
�&�R�P�P�L�W�W�H�H��
�K�W�W�S�������Z�Z�Z���K�U�D���Q�K�V���X�N���U�H�V�R�X�U�F�H�V���D�S�S�O�\�L�Q�J��
�W�R���U�H�F�V���J�H�Q�H���W�K�H�U�D�S�\���D�G�Y�L�V�R�U�\���F�R�P�P�L�W�W�H�H��
�J�W�D�F����
���� �*�H�Q�R�P�L�F�V���(�Q�J�O�D�Q�G��
�K�W�W�S�V�������Z�Z�Z���J�H�Q�R�P�L�F�V�H�Q�J�O�D�Q�G���F�R���X�N��

Embryos, Stem 
Cells, and Cloning 

���� �+�X�P�D�Q���)�H�U�W�L�O�L�V�D�W�L�R�Q���D�Q�G
�(�P�E�U�\�R�O�R�J�\���$�X�W�K�R�U�L�W�\��
�K�W�W�S�������Z�Z�Z���K�I�H�D���J�R�Y���X�N��
���� �+�X�P�D�Q���7�L�V�V�X�H���$�X�W�K�R�U�L�W�\�����+�7�$����
�K�W�W�S�V�������Z�Z�Z���K�W�D���J�R�Y���X�N���U�H�J�X�O�D�W�H�G���V�H�F�W�R�U�V

�����+�X�P�D�Q���)�H�U�W�L�O�L�V�D�W�L�R�Q���D�Q�G
�(�P�E�U�\�R�O�R�J�\���$�F�W����������������
�K�W�W�S�������Z�Z�Z���O�H�J�L�V�O�D�W�L�R�Q���J�R�Y���X�N���X�N�S�J
�D�������������������F�R�Q�W�H�Q�W�V����
�����+�)�(���$�F�W����������������
�K�W�W�S�������Z�Z�Z���O�H�J�L�V�O�D�W�L�R�Q���J�R�Y���X�N���X�N�S�J
�D�������������������F�R�Q�W�H�Q�W�V��

�+�X�P�D�Q���)�H�U�W�L�O�L�V�D�W�L�R�Q���D�Q�G��
�(�P�E�U�\�R�O�R�J�\���5�H�J�X�O�D�W�L�R�Q���D�Q�G��
�&�K�U�R�Q�R�O�R�J�\����
�K�W�W�S�V�������Z�Z�Z���K�I�H�D���J�R�Y���X�N���D�E�R�X�W��
�X�V���K�R�Z���Z�H���U�H�J�X�O�D�W�H����

�+�)�(�$���&�R�G�H���R�I���3�U�D�F�W�L�F�H�����W�K���(�G�L�W�L�R�Q��
����������������
�K�W�W�S�V�������Z�Z�Z���K�I�H�D���J�R�Y���X�N���P�H�G�L�D�������������M�X�Q�H��
�����������F�R�G�H���R�I���S�U�D�F�W�L�F�H�����W�K���H�G�L�W�L�R�Q���G�U�D�I�W���S�G�I��

�+�X�P�D�Q
�%�L�R�O�R�J�L�F�D�O��
�0�D�W�H�U�L�D�O�V

https://www.genomicsengland.co.uk/
http://www.hfea.gov.uk/
https://www.hta.gov.uk/regulated-sectors
http://www.legislation.gov.uk/ukpga/1990/37/contents
http://www.legislation.gov.uk/ukpga/1990/37/contents
http://www.legislation.gov.uk/ukpga/2008/22/contents
http://www.legislation.gov.uk/ukpga/2008/22/contents
https://www.hfea.gov.uk/about-us/how-we-regulate/
https://www.hfea.gov.uk/about-us/how-we-regulate/
https://www.hfea.gov.uk/media/2609/june-2018-code-of-practice-9th-edition-draft.pdf
https://www.hfea.gov.uk/media/2609/june-2018-code-of-practice-9th-edition-draft.pdf
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�$�6�,�$���3�$�&�,�)�,�&��
�$�X�V�W�U�D�O�L�D��
General �����1�D�W�L�R�Q�D�O���+�H�D�O�W�K���D�Q�G���0�H�G�L�F�D�O

�5�H�V�H�D�U�F�K���&�R�X�Q�F�L�O�����1�+�0�5�&����
�K�W�W�S�������Z�Z�Z���Q�K�P�U�F���J�R�Y���D�X��
���� �$�X�V�W�U�D�O�L�D�Q���5�H�V�H�D�U�F�K���&�R�X�Q�F�L�O
���$�5�&�������K�W�W�S�������Z�Z�Z���D�U�F���J�R�Y���D�X

�1�D�W�L�R�Q�D�O���+�H�D�O�W�K���D�Q�G���0�H�G�L�F�D�O��
�5�H�V�H�D�U�F�K���&�R�X�Q�F�L�O���$�F�W
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�O�L�F�H�Q�V�L�Q�J���F�R�P�P�L�W�W�H�H�� �K�W�W�S�V�������Z�Z�Z���O�H�J�L�V�O�D�W�L�R�Q���J�R�Y���D�X���'�H�W�D
�L�O�V���&���������&������������

�1�+�0�5�&����
�(�W�K�L�F�D�O���*�X�L�G�H�O�L�Q�H�V���R�Q���W�K�H���8�V�H���R�I���$�V�V�L�V�W�H�G��
�5�H�S�U�R�G�X�F�W�L�Y�H���7�H�F�K�Q�R�O�R�J�\���L�Q���&�O�L�Q�L�F�D�O��
�3�U�D�F�W�L�F�H���D�Q�G���5�H�V�H�D�U�F�K������������������
�K�W�W�S�V�������Q�K�P�U�F���J�R�Y���D�X���D�E�R�X�W��



�&�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://www.nmpa.gov.cn/
http://www.npc.gov.cn/npc/c30834/201908/26a6b28dd83546d79d17f90c62e59461.shtml
http://www.npc.gov.cn/npc/c30834/201908/26a6b28dd83546d79d17f90c62e59461.shtml
http://www.npc.gov.cn/npc/c30834/201908/26a6b28dd83546d79d17f90c62e59461.shtml
http://www.npc.gov.cn/npc/c30834/201907/11447c85e05840b9b12c62b5b645fe9d.shtml
http://www.npc.gov.cn/npc/c30834/201907/11447c85e05840b9b12c62b5b645fe9d.shtml
http://www.npc.gov.cn/npc/c30834/201907/11447c85e05840b9b12c62b5b645fe9d.shtml
http://www.nmpa.gov.cn/WS04/CL2076/300567.html
http://www.nmpa.gov.cn/WS04/CL2076/300567.html
http://www.nmpa.gov.cn/WS04/CL2077/300595.html
http://www.nmpa.gov.cn/WS04/CL2077/300595.html
http://www.nmpa.gov.cn/WS04/CL2174/300629.html
http://www.nmpa.gov.cn/WS04/CL2174/300629.html
http://www.nmpa.gov.cn/WS04/CL2079/337621.html
http://www.nmpa.gov.cn/WS04/CL2079/337621.html
http://samr.cfda.gov.cn/WS01/CL1031/62621.html
http://samr.cfda.gov.cn/WS01/CL1031/62621.html
http://www.nmpa.gov.cn/WS04/CL2077/300708.html
http://www.nmpa.gov.cn/WS04/CL2077/300708.html
http://samr.cfda.gov.cn/WS01/CL0237/15705.html
http://samr.cfda.gov.cn/WS01/CL0237/15705.html
http://samr.cfda.gov.cn/WS01/CL0055/10307.html
http://samr.cfda.gov.cn/WS01/CL0055/10307.html
http://samr.cfda.gov.cn/WS01/CL0058/55613.html
http://samr.cfda.gov.cn/WS01/CL0058/55613.html
http://samr.cfda.gov.cn/WS01/CL0087/114002.html
http://samr.cfda.gov.cn/WS01/CL0087/114002.html
http://www.nmpa.gov.cn/WS04/CL2196/324118.html
http://www.nmpa.gov.cn/WS04/CL2196/324118.html
http://www.nmpa.gov.cn/
http://www.nmpa.gov.cn/WS04/CL2077/300685.html
http://www.nmpa.gov.cn/WS04/CL2077/300685.html
http://www.nmpa.gov.cn/WS04/CL2076/331389.html
http://www.nmpa.gov.cn/WS04/CL2076/331389.html
http://www.nmpa.gov.cn/WS04/CL2138/299988.html
http://www.nmpa.gov.cn/WS04/CL2138/299988.html
http://www.nmpa.gov.cn/WS04/CL2077/330071.html
http://www.nmpa.gov.cn/WS04/CL2077/330071.html


�&�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��

��������

�K�W�W�S�������Z�Z�Z���Q�P�S�D���J�R�Y���F�Q���:�6�������&�/��
�����������������������K�W�P�O��

���� �$�P�H�Q�G�P�H�Q�W���R�I���0�H�D�V�X�U�H�V���I�R�U
�W�K�H���5�H�J�L�V�W�U�D�W�L�R�Q���D�Q�G
�$�G�P�L�Q�L�V�W�U�D�W�L�R�Q���R�I���,�Q���9�L�W�U�R
�'�L�D�J�Q�R�V�W�L�F���5�H�D�J�H�Q�W�V�����X�S�G�D�W�H�G
�$�U�W���������L�Q��������������
�K�W�W�S�������Z�Z�Z���Q�P�S�D���J�R�Y���F�Q���:�6�������&�/��
�����������������������K�W�P�O��
���� �$�G�P�L�Q�L�V�W�U�D�W�L�Y�H���0�H�D�V�X�U�H�V���I�R�U
�5�H�F�D�O�O���R�I���0�H�G�L�F�D�O���'�H�Y�L�F�H�V
��������������
�K�W�W�S�������Z�Z�Z���Q�P�S�D���J�R�Y���F�Q���:�6�������&�/��
�����������������������K�W�P�O��

���� �(�W�K�L�F�D�O���5�H�Y�L�H�Z���$�S�S�O�L�F�D�W�L�R�Q���$�Q�G
�5�H�Y�L�H�Z���)�R�U�P
���� �,�Q�I�R�U�P�H�G���&�R�Q�V�H�Q�W���)�R�U�P
���� �&�5�)���7�H�P�S�O�D�W�H
���� �3�U�R�W�R�F�R�O���7�H�P�S�O�D�W�H
�����&�O�L�Q�L�F�D�O���7�U�L�D�O���5�H�S�R�U�W���7�H�P�S�O�D�W�H
���� �5�H�T�X�L�U�H�G���'�R�F�X�P�H�Q�W�V���/�L�V�W���I�R�U���$�U�F�K�L�Y�L�Q�J

Access����
�K�W�W�S�������V�D�P�U���F�I�G�D���J�R�Y���F�Q���:�6�������&�/������������������������
�K�W�P�O��

Clinical Trials 
Registry 

�&�K�L�Q�H�V�H���&�O�L�Q�L�F�D�O���7�U�L�D�O���5�H�J�L�V�W�U�\����
�K�W�W�S�������Z�Z�Z���F�K�L�F�W�U���R�U�J���F�Q���H�Q�,�Q�G�H�[���D�V�S�[��

�)�$�4�V����
�K�W�W�S�������Z�Z�Z���F�K�L�F�W�U���R�U�J���F�Q���T�X�H�V�W�L�R�Q�H�Q���D�V�S�[��

Privacy/Data 
Protection 

Mainland: 
���� �0�L�Q�L�V�W�U�\���R�I���,�Q�G�X�V�W�U�\���D�Q�G
�,�Q�I�R�U�P�D�W�L�R�Q���7�H�F�K�Q�R�O�R�J�\���R�I���3�H�R�S�O�H�¶�V
�5�H�S�X�E�O�L�F���R�I���&�K�L�Q�D��
�K�W�W�S�������Z�Z�Z���P�L�L�W���J�R�Y���F�Q��
���� �2�I�I�L�F�H���R�I���W�K�H���&�H�Q�W�U�D�O���&�\�E�H�U�V�S�D�F�H
�$�I�I�D�L�U�V���&�R�P�P�L�V�V�L�R�Q��
�K�W�W�S�������Z�Z�Z���F�D�F���J�R�Y���F�Q��
�����1�D�W�L�R�Q�D�O���,�Q�I�R�U�P�D�W�L�R�Q���6�H�F�X�U�L�W�\
�6�W�D�Q�G�D�U�G�L�]�D�W�L�R�Q���7�H�F�K�Q�L�F�D�O
�&�R�P�P�L�W�W�H�H�����K�W�W�S�V�������Z�Z�Z���W�F���������R�U�J���F�Q��

�����3�H�R�S�O�H�
�V���5�H�S�X�E�O�L�F���R�I���&�K�L�Q�D
�&�\�E�H�U���6�H�F�X�U�L�W�\���/�D�Z����������������
�K�W�W�S�������Z�Z�Z���F�D�F���J�R�Y���F�Q������������
�������������F�B�����������������������K�W�P��
���� �3�H�R�S�O�H�
�V���5�H�S�X�E�O�L�F���R�I���&�K�L�Q�D
�(�O�H�F�W�U�R�Q�L�F���&�R�P�P�H�U�F�H���/�D�Z��
�$�U�W�L�F�O�H�V���������������D�Q�G����������������������
�K�W�W�S�������Z�Z�Z���F�D�F���J�R�Y���F�Q������������
�������������F�B�����������������������K�W�P��

�,�Q�I�R�U�P�D�W�L�R�Q���6�H�F�X�U�L�W�\���7�H�F�K�Q�R�O�R�J�\���3�H�U�V�R�Q�D�O��
�,�Q�I�R�U�P�D�W�L�R�Q���6�H�F�X�U�L�W�\���6�S�H�F�L�I�L�F�D�W�L�R�Q����������������
�*�%���7����������������������������
�K�W�W�S�V�������Z�Z�Z���W�F���������R�U�J���F�Q���I�U�R�Q�W���S�R�V�W�'�H�W�D�L�O���K�W�P�O
�"�L�G� ��������������������������������

Hong Kong:
�����3�U�L�Y�D�F�\���&�R�P�P�L�V�V�L�R�Q�H�U���I�R�U���3�H�U�V�R�Q�D�O
�'�D�W�D�����+�R�Q�J���.�R�Q�J��
�K�W�W�S�������Z�Z�Z���S�F�S�G���R�U�J���K�N
���� �H�+�H�D�O�W�K���(�O�H�F�W�U�R�Q�L�F���+�H�D�O�W�K���5�H�F�R�U�G
�6�K�D�U�L�Q�J���6�\�V�W�H�P��
�K�W�W�S�V�������Z�Z�Z���H�K�H�D�O�W�K���J�R�Y���K�N���H�Q���K�R�P�H���L�Q�G�H
�[���K�W�P�O

�3�H�U�V�R�Q�D�O���'�D�W�D�����3�U�L�Y�D�F�\����
�2�U�G�L�Q�D�Q�F�H������������������
�K�W�W�S�V�������Z�Z�Z���H�O�H�J�L�V�O�D�W�L�R�Q���J�R�Y���K�N���K�N��
�F�D�S���������H�Q���]�K���+�D�Q�W��
�+�.���S�G�I�"�)�5�2�0�&�$�3�,�1�'�(�;� �<��

�����&�R�G�H���R�I���3�U�D�F�W�L�F�H���R�Q���W�K�H���,�G�H�Q�W�L�W�\���&�D�U�G
�1�X�P�E�H�U���D�Q�G���2�W�K�H�U���3�H�U�V�R�Q�D�O���,�G�H�Q�W�L�I�L�H�U�V
��������������
�K�W�W�S�V�������Z�Z�Z���S�F�S�G���R�U�J���K�N���H�Q�J�O�L�V�K���G�D�W�D�B�S�U�L�Y�D�F�\�B
�O�D�Z���F�R�G�H�B�R�I�B�S�U�D�F�W�L�F�H�V���I�L�O�H�V���S�L�F�R�G�H�B�H�Q���S�G�I��
���� �&�R�G�H���R�I���3�U�D�F�W�L�F�H���R�Q���+�X�P�D�Q���5�H�V�R�X�U�F�H
�0�D�Q�D�J�H�P�H�Q�W����������������
�K�W�W�S�V�������Z�Z�Z���S�F�S�G���R�U�J���K�N���H�Q�J�O�L�V�K���G�D�W�D�B�S�U�L�Y�D�F�\�B
�O�D�Z���F�R�G�H�B�R�I�B�S�U�D�F�W�L�F�H�V���I�L�O�H�V���3�&�3�'�B�+�5�B�%�R�R�N�O�H
�W�B�(�Q�J�B�$�:�����B�:�H�E���S�G�I��

Research Injury �����1�D�W�L�R�Q�D�O���+�H�D�O�W�K���&�R�P�P�L�V�V�L�R�Q���R�I���W�K�H
�3�H�R�S�O�H�¶�V���5�H�S�X�E�O�L�F���R�I���&�K�L�Q�D�����1�+�&����
�K�W�W�S�������Z�Z�Z���Q�K�I�S�F���J�R�Y���F�Q��
�����1�D�W�L�R�Q�D�O���0�H�G�L�F�D�O���3�U�R�G�X�F�W�V
�$�G�P�L�Q�L�V�W�U�D�W�L�R�Q��
�K�W�W�S�������Z�Z�Z���Q�P�S�D���J�R�Y���F�Q

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

�����&�K�L�Q�H�V�H���*�R�R�G���&�O�L�Q�L�F�D�O
�3�U�D�F�W�L�F�H�����$�U�W�L�F�O�H����������������������
�K�W�W�S�������Z�Z�Z���Q�P�S�D���J�R�Y���F�Q���:�6�������&�/��
�����������������������K�W�P�O��
�����$�G�P�L�Q�L�V�W�U�D�W�L�Y�H���0�H�D�V�X�U�H�V���I�R�U
�5�H�F�D�O�O���R�I���0�H�G�L�F�D�O���' �H�Y�L�F�H�V��

���� �*�X�L�G�H�O�L�Q�H���R�Q���9�D�F�F�L�Q�H���&�O�L�Q�L�F�D�O���7�U�L�D�O�V��
�3�D�U�W��������������������
�K�W�W�S�������V�D�P�U���F�I�G�D���J�R�Y���F�Q���:�6�������&�/�����������������������K
�W�P�O��������
���� �*�X�L�G�H�O�L�Q�H���R�Q���(�W�K�L�F�D�O���5�H�Y�L�H�Z���R�I���'�U�X�J
�&�O�L�Q�L�F�D�O���7�U�L�D�O�V�����$�S�S�H�Q�G�L�[���������6�H�F�W�L�R�Q����������

�'�U�X�J�V��
�%�L�R�O�R�J�L�F�V����
�D�Q�G���'�H�Y�L�F�H�V

http://www.pcpd.org.hk/
https://www.ehealth.gov.hk/en/home/index.html
https://www.ehealth.gov.hk/en/home/index.html
https://www.elegislation.gov.hk/hk/cap486!en-zh-Hant-HK.pdf?FROMCAPINDEX=Y


�&�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��

https://fuwu.most.gov.cn/r/cms/zwpt/web/assets/pdf/4.rlyczycjspfwzn.pdf
https://fuwu.most.gov.cn/r/cms/zwpt/web/assets/pdf/4.rlyczycjspfwzn.pdf
http://www.nhfpc.gov.cn/
http://www.most.cn/eng/
http://www.moh.gov.cn/qjjys/s3581/200805/f69a925d55b44be2a9b4ada7fcdec835.shtml
http://www.moh.gov.cn/qjjys/s3581/200805/f69a925d55b44be2a9b4ada7fcdec835.shtml
http://www.moh.gov.cn/qjjys/s3581/200805/f69a925d55b44be2a9b4ada7fcdec835.shtml
http://www.jzswjw.gov.cn/upfile/201809/2018092558392053.pdf
http://www.jzswjw.gov.cn/upfile/201809/2018092558392053.pdf
http://www.nmpa.gov.cn/WS04/CL2077/300673.html
http://www.nmpa.gov.cn/WS04/CL2077/300673.html
http://www.most.gov.cn/fggw/zfwj/zfwj2003/200512/t20051214_54948.htm
http://www.most.gov.cn/fggw/zfwj/zfwj2003/200512/t20051214_54948.htm
http://www.nmpa.gov.cn/WS04/CL2196/324124.html
http://www.nmpa.gov.cn/WS04/CL2196/324124.html




http://icmr.nic.in/guidelines/ICMR_Ethical_Guidelines_2017.pdf
http://icmr.nic.in/guidelines/ICMR_Ethical_Guidelines_2017.pdf


�&�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��

��������



�&�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��

��������

�&�R�Q�W�U�R�O�O�H�U���*�H�Q�H�U�D�O���R�I���,�Q�G�L�D�����'�&�*�,������
�K�W�W�S�V�������F�G�V�F�R���J�R�Y���L�Q����

�,�Q�G�R�Q�H�V�L�D��
�)�R�U���D�Q���R�Y�H�U�Y�L�H�Z���R�I���K�H�D�O�W�K���U�H�V�H�D�U�F�K���H�W�K�L�F�V�����V�H�H�����K�W�W�S�������Z�Z�Z���I�H�U�F�D�S���V�L�G�F�H�U���R�U�J���Q�H�Z�V�O�H�W�W�H�U�������������������3�3�7�������������6�X�U�L�D�G�L�������*�X�Z�D�Q�D�Q���3�3�7���S�G�I��
General �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K�����1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H��

�R�I���+�H�D�O�W�K���5�H�V�H�D�U�F�K���D�Q�G���'�H�Y�H�O�R�S�P�H�Q�W����
�K�W�W�S�������L�Q�G�R�Q�H�V�L�D���J�R���L�G���H�Q����

�,�Q�G�R�Q�H�V�L�D�Q���+�H�D�O�W�K���$�F�W���1�R����
�����������������6�H�F�W�L�R�Q���R�Q���+�H�D�O�W�K��
�5�H�V�H�D�U�F�K�����$�U�W�L�F�O�H��������

�����5�H�J�X�O�D�W�L�R�Q���1�R���������������������R�Q
�+�H�D�O�W�K���5�H�V�H�D�U�F�K���D�Q�G
�'�H�Y�H�O�R�S�P�H�Q�W
���� �3�U�H�V�L�G�H�Q�W�L�D�O���'�H�F�U�H�H���1�R��
���������������������5�H�V�H�D�U�F�K���E�\���)�R�U�H�L�J�Q�H�U�V

�1�D�W�L�R�Q�D�O���*�X�L�G�H�O�L�Q�H�V���R�Q���(�W�K�L�F�V���L�Q���+�H�D�O�W�K��
�5�H�V�H�D�U�F�K����������������

Drugs, Biologics, 
and Devices 

�1�D�W�L�R�Q�D�O���$�J�H�Q�F�\���R�I���'�U�X�J���D�Q�G���)�R�R�G��
�&�R�Q�W�U�R�O����
�K�W�W�S�������Z�Z�Z���S�R�P���J�R���L�G���L�Q�G�H�[���S�K�S���K�R�P�H���H�Q��

���� �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K���'�H�F�U�H�H���1�R��
�������������������*�X�L�G�H�O�L�Q�H�V���R�Q���&�O�L�Q�L�F�D�O
�7�U�L�D�O�V���R�I���7�U�D�G�L�W�L�R�Q�D�O���'�U�X�J�V
�����*�X�L�G�H�O�L�Q�H�V���R�Q���*�R�R�G���&�O�L�Q�L�F�D�O
�3�U�D�F�W�L�F�H��������������

Human Biological 
Materials 

�1�D�W�L�R�Q�D�O���*�X�L�G�H�O�L�Q�H�V���R�Q���8�V�H���R�I��
�6�W�R�U�H�G���%�L�R�O�R�J�L�F�D�O���0�D�W�H�U�L�D�O�V��
��������������

�-�D�S�D�Q
General ���� �0�L�Q�L�V�W�U�\���R�I���(�G�X�F�D�W�L�R�Q�����&�X�O�W�X�U�H��

�6�S�R�U�W�V�����6�F�L�H�Q�F�H�����D�Q�G���7�H�F�K�Q�R�O�R�J�\
���0�(�;�7�������K�W�W�S�������Z�Z�Z���P�H�[�W���J�R���M�S���H�Q�J�O�L�V�K��
���� �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K�����/�D�E�R�U�����D�Q�G
�:�H�O�I�D�U�H�����0�+�/�:����
�K�W�W�S�������Z�Z�Z���P�K�O�Z���J�R���M�S���H�Q�J�O�L�V�K���L�Q�G�H�[���K�W�P
�O��

�0�(�;�7���D�Q�G���0�+�/�:����
�(�W�K�L�F�V���*�X�L�G�H�O�L�Q�H�V���I�R�U���0�H�G�L�F�D�O���D�Q�G���+�H�D�O�W�K��
�5�H�V�H�D�U�F�K���,�Q�Y�R�O�Y�L�Q�J���+�X�P�D�Q���6�X�E�M�H�F�W�V��
����������������
�K�W�W�S�V�������Z�Z�Z���O�L�I�H�V�F�L�H�Q�F�H���P�H�[�W���J�R���M�S���I�L�O�H�V���S�G�I���Q��
�������B�������S�G�I��

https://cdsco.gov.in/
http://www.fercap-sidcer.org/newsletter/2013/12/PPT/04%20Suriadi%20Guwanan-PPT.pdf
http://indonesia.go.id/en
http://www.pom.go.id/index.php/home/en
http://www.mext.go.jp/english/
http://www.mhlw.go.jp/english/index.html
http://www.mhlw.go.jp/english/index.html
https://www.lifescience.mext.go.jp/files/pdf/n2181_01.pdf
https://www.lifescience.mext.go.jp/files/pdf/n2181_01.pdf


�&�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����������

��������

�6�H�L�V�D�N�X�M�R�X�K�R�X��������������������
�,�V�H�L�N�\�R�N�X�������������������������S�G�I��

�����������Y�H�U�V�L�R�Q�����(�Q�J�O�L�V�K������
�K�W�W�S�V�������Z�Z�Z���S�P�G�D���J�R���M�S���I�L�O�H�V��������������
���������S�G�I

Clinical Trials 
Registry 

���� �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K�����/�D�E�R�U�����D�Q�G
�:�H�O�I�D�U�H�����0�+�/�:����
�K�W�W�S�������Z�Z�Z���P�K�O�Z���J�R���M�S���H�Q�J�O�L�V�K���L�Q�G�H�[
���K�W�P�O��
���� �1�D�W�L�R�Q�D�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�V�������Z�Z�Z���Q�L�S�K���J�R���M�S���L�Q�G�H�[�B�H�Q���K�W�P�O
�����-�D�S�D�Q���5�H�J�L�V�W�U�\���R�I���&�O�L�Q�L�F�D�O���7�U�L�D�O�V��
�K�W�W�S�V�������M�U�F�W���Q�L�S�K���J�R���M�S��

�&�O�L�Q�L�F�D�O���7�U�L�D�O�V���$�F�W������������������
�K�W�W�S�V�������Z�Z�Z���P�K�O�Z���J�R���M�S���I�L�O�H������

https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/0000213334.pdf
https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/0000213334.pdf
http://www.mhlw.go.jp/english/index.html
http://www.mhlw.go.jp/english/index.html
https://www.niph.go.jp/index_en.html
https://jrct.niph.go.jp/
https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/0000213334.pdf
https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/0000213334.pdf
https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/0000213334.pdf
http://rctportal.niph.go.jp/en/
http://www.ppc.go.jp/en/
http://www.kantei.go.jp/jp/singi/kenkouiryou/en/
http://www.kantei.go.jp/jp/singi/kenkouiryou/en/
https://www.ppc.go.jp/files/pdf/Act_on_the_Protection_of_Personal_Information.pdf
https://www.ppc.go.jp/files/pdf/Act_on_the_Protection_of_Personal_Information.pdf
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General �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K�����.�X�Z�D�L�W���,�Q�V�W�L�W�X�W�H��

�I�R�U���0�H�G�L�F�D�O���6�S�H�F�L�D�O�L�]�D�W�L�R�Q����
�K�W�W�S�������Z�Z�Z���N�L�P�V���R�U�J���N�Z������

�(�W�K�L�F�D�O���*�X�L�G�H�O�L�Q�H�V���I�R�U���%�L�R�P�H�G�L�F�D�O��
�5�H�V�H�D�U�F�K����
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���'�H�V�L�J�Q���������(�W�K�L�F�D�O�������5�H�Y�L�H�Z���������D�Q�G������
�&�R�Q�G�X�F�W�������R�I�������*�H�Q�R�P�L�F�������5�H�V�H�D�U�F�K������
�L�Q�������4�D�W�D�U���S�G�I��
���� �*�X�L�G�H�O�L�Q�H�V���I�R�U���*�H�Q�H���7�U�D�Q�V�I�H�U���5�H�V�H�D�U�F�K
�L�Q���+�X�P�D�Q�V��
�K�W�W�S�V�������U�H�V�H�D�U�F�K�Z�H�E�D�G�P�L�Q���P�R�S�K���J�R�Y���T�D�����'�H�S�D�U�W
�P�H�Q�W�D�O�'�R�F�X�P�H�Q�W�V���*�X�L�G�H�O�L�Q�H�V�������I�R�U�������*�H�Q�H
�������7�U�D�Q�V�I�H�U�������5�H�V�H�D�U�F�K�������L�Q�������+�X�P�D�Q�V��
�S�G�I��

Embryos, Stem 
Cells, and Cloning 

�0�L�Q�L�V�W�U�\���R�I���3�X�E�O�L�F���+�H�D�O�W�K������
�+�H�D�O�W�K���5�H�V�H�D�U�F�K���*�R�Y�H�U�Q�D�Q�F�H��
�'�H�S�D�U�W�P�H�Q�W����
�K�W�W�S�V�������U�H�V�H�D�U�F�K�Z�H�E�D�G�P�L�Q���P�R�S�K���J�R�Y���T�D���H�Q
���3�D�J�H�V���5�H�J�X�O�D�W�L�R�Q�V���D�V�S�[��

�*�X�L�G�D�Q�F�H���I�R�U���5�H�V�H�D�U�F�K���,�Q�Y�R�O�Y�L�Q�J���+�X�P�D�Q�V����
�*�X�L�G�D�Q�F�H���I�R�U���5�H�V�H�D�U�F�K���,�Q�Y�R�O�Y�L�Q�J��
�+�X�P�D�Q���6�W�H�P���&�H�O�O�V�����*�H�U�P���&�H�O�O�V�����D�Q�G��
�&�H�O�O�V���2�E�W�D�L�Q�H�G���I�U�R�P���&�R�U�G���%�O�R�R�G����
�K�W�W�S�V�������U�H�V�H�D�U�F�K�Z�H�E�D�G�P�L�Q���P�R�S�K���J�R�Y���T�D�����'�H�S�D�U�W
�P�H�Q�W�D�O�'�R�F�X�P�H�Q�W�V���*�X�L�G�D�Q�F�H�������I�R�U�������5�H�V�H�D�U
�F�K�������,�Q�Y�R�O�Y�L�Q�J�������+�X�P�D�Q�������������6�W�H�P������
�&�H�O�O�V���S�G�I��

�6�D�X�G�L���$�U�D�E�L�D��
General �1�D�W�L�R�Q�D�O���&�R�P�P�L�W�W�H�H���R�I���%�L�R�(�W�K�L�F�V����

�K�W�W�S�������E�L�R�H�W�K�L�F�V���N�D�F�V�W���H�G�X���V�D���"�O�D�Q�J� �H�Q���8�6��
�/�D�Z���R�I���(�W�K�L�F�V���R�I���5�H�V�H�D�U�F�K���R�Q��
�/�L�Y�L�Q�J���&�U�H�D�W�X�U�H�V����
�K�W�W�S�������E�L�R�H�W�K�L�F�V���N�D�F�V�W���H�G�X���V�D���J�H�W�D�W�W�D�F
�K�P�H�Q�W�����E�G���G���H�������E���������F�������E��������
�����������������I�D�H�����%�L�R�H�W�K�L�F���5�J�O���I�L�Q��
�E�N�V���D�V�S�[��

�,�P�S�O�H�P�H�Q�W�L�Q�J���5�H�J�X�O�D�W�L�R�Q�V���R�I���W�K�H��
�/�D�Z���R�I���(�W�K�L�F�V���R�I���5�H�V�H�D�U�F�K���R�Q��
�/�L�Y�L�Q�J���&�U�H�D�W�X
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�����$�F�F�U�H�G�L�W�D�W�L�R�Q���*�X�L�G�H�O�L�Q�H�V���I�R�U
�5�H�V�H�D�U�F�K���(�W�K�L�F�V���&�R�P�P�L�W�W�H�H�V���,�Q
�6�X�G�D�Q����������������
�K�W�W�S�������V�Q�U�H�F���V�G���Z�S��
�F�R�Q�W�H�Q�W���X�S�O�R�D�G�V�������������������$�F�F�U�H�G�L�W�L�R�Q��
�J�X�L�G�H�O�L�Q�H�V���S�G�I��
���� �2�S�H�U�D�W�L�R�Q���*�X�L�G�H�O�L�Q�H�V�����)�X�Q�F�W�L�R�Q�V�����D�Q�G
�3�U�R�F�H�G�X�U�H�V��������������
�����1�+�5�(�&���S�U�R�W�R�F�R�O���D�S�S�O�L�F�D�W�L�R�Q���I�R�U�P
�K�W�W�S�������V�Q�U�H�F���V�G���Z�S��
�F�R�Q�W�H�Q�W���X�S�O�R�D�G�V�������������������1�+�5�(�&��
�3�5�2�7�2�&�2�/���$�3�3�/�,�&�$�7�,�2�1���)�2�5�0���S�G�I��

Drugs, Biologics, 
and Devices 

�1�D�W�L�R�Q�D�O���0�H�G�L�F�L�Q�H�V���D�Q�G���3�R�L�V�R�Q�V��
�%�R�D�U�G������
�K�W�W�S�������Z�Z�Z���Q�P�S�E���J�R�Y���V�G���H�Q����

�$�F�W���R�Q���3�K�D�U�P�D�F�H�X�W�L�F�D�O�V���D�Q�G��
�3�R�L�V�R�Q�V�������������������$�U�D�E�L�F������
�K�W�W�S�������Z�Z�Z���Q�P�S�E���J�R�Y���V�G���L�Q�G�H�[���S�K�S��
����������������������������������
�������U�H�J�X�O�D�W�L�R�Q�V�����������O�D�Z�V����������

http://snrec.sd/wp-content/uploads/2017/05/Accredition-guidelines.pdf
http://snrec.sd/wp-content/uploads/2017/05/Accredition-guidelines.pdf
http://snrec.sd/wp-content/uploads/2017/05/Accredition-guidelines.pdf
http://snrec.sd/wp-content/uploads/2017/05/NHREC-PROTOCOL-APPLICATION-FORM.pdf
http://snrec.sd/wp-content/uploads/2017/05/NHREC-PROTOCOL-APPLICATION-FORM.pdf
http://snrec.sd/wp-content/uploads/2017/05/NHREC-PROTOCOL-APPLICATION-FORM.pdf
http://www.nmpb.gov.sd/en/
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
http://www.nmpb.gov.sd/index.php/2015-08-05-11-05-04/regulations/113-laws2009
http://www.fmoh.gov.sd/
http://iend.uofk.edu/index.php?lang=en
http://www.pasteur.tn/
http://www.saglik.gov.tr/
http://www.resmigazete.gov.tr/eskiler/2016/02/20160226-1.pdf
http://www.resmigazete.gov.tr/eskiler/2016/02/20160226-1.pdf
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Drugs, Biologics, 
and Devices 

Drugs 
���� �7�X�U�N�H�\���3�K�D�U�P�D�F�H�X�W�L�F�D�O�V���D�Q�G
�0�H�G�L�F�D�O���'�H�Y�L�F�H�V���$�J�H�Q�F�\�����7�X�U�N�L�V�K��
���7�,�7�&�.����
�K�W�W�S�������Z�Z�Z���W�L�W�F�N���J�R�Y���W�U
���� �&�O�L�Q�L�F�D�O���5�H�V�H�D�U�F�K���$�V�V�R�F�L�D�W�L�R�Q
���&�5�$�������Z�Z�Z���N�O�L�Q�L�N�D�U�D�V�W�L�U�P�D�O�D�U���R�U�J

�7�X�U�N�L�V�K���3�H�Q�D�O���/�D�Z�����$�U�W�L�F�O�H��������
��������������

���� �)�X�Q�G�D�P�H�Q�W�D�O���/�D�Z�����������������R�Q
�+�H�D�O�W�K���6�H�U�Y�L�F�H�V�����6�X�S�S�O�H�P�H�Q�W�D�O
�$�U�W�L�F�O�H����������������������
���� �5�H�J�X�O�D�W�L�R�Q���R�Q���&�O�L�Q�L�F�D�O���7�U�L�D�O�V
�Z�L�W�K���'�U�X�J�V���D�Q�G���%�L�R�O�R�J�L�F�D�O
�3�U�R�G�X�F�W�V�������������������$�Q���8�S�G�D�W�H���R�I
�����������&�O�L�Q�L�F�D�O���7�U�L�D�O�V���5�H�J�X�O�D�W�L�R�Q��
�K�W�W�S�������Z�Z�Z���N�O�L�Q�L�N�D�U�D�V�W�L�U�P�D�O�D�U���R�U�J���'�H�W
�D�L�O�������������L�O�D�F���Y�H���E�L�\�R�O�R�M�L�N���X�U�X�Q�O�H�U�L�Q��
�N�O�L�Q�L�N���D�U�D�V�W�L�U�P�D�O�D�U�L���K�D�N�N�L�Q�G�D��
�\�R�Q�H�W�P�H�O�L�N�W�H���G�H�J�L�V�L�N�O�L�N���\�D�S�L�O�P�D�V�L�Q�D��
�G�D�L�U���\�R�Q�H�W�P�H�O�L�N������������
���� �5�H�J�X�O�D�W�L�R�Q���R�Q���(�I�I�L�F�D�F�\�����6�D�I�H�W�\��
�D�Q�G���&�O�L�Q�L�F�D�O���7�U�L�D�O�V���R�I���&�R�V�P�H�W�L�F
�3�U�R�G�X�F�W�V����������������
�K�W�W�S�������Z�Z�Z���N�O�L�Q�L�N�D�U�D�V�W�L�U�P�D�O�D�U���R�U�J���W�U���G
�R�F���I�L�O�H�B���������S�G�I��
���� �8�S�G�D�W�H���R�Q���W�K�H���5�H�J�X�O�D�W�L�R�Q���R�I
�W�K�H���0�D�Q�D�J�H�P�H�Q�W���D�Q�G���,�Q�V�S�H�F�W�L�R�Q
�R�I���W�K�H���6�X�S�S�R�U�W���R�I���5�H�V�H�D�U�F�K���D�Q�G
�'�H�Y�H�O�R�S�P�H�Q�W���$�F�W�L�Y�L�W�L�H�V����������������
�2�I�I�L�F�L�D�O���*�D�]�H�W�W�H��
�K�W�W�S�������Z�Z�Z���U�H�V�P�L�J�D�]�H�W�H���J�R�Y���W�U���H�V�N�L�O�H�U
�����������������������������������������K�W�P��
���� �%�\�O�D�Z���R�Q���&�O�L�Q�L�F�D�O���5�H�V�H�D�U�F�K���R�I
�7�U�D�G�L�W�L�R�Q�D�O���D�Q�G���&�R�P�S�O�H�P�H�Q�W�D�U�\
�0�H�G�L�F�L�Q�H����������������
�K�W�W�S�������Z�Z�Z���N�O�L�Q�L�N�D�U�D�V�W�L�U�P�D�O�D�U���R�U�J���'�H�W
�D�L�O�������������J�H�O�H�Q�H�N�V�H�O���Y�H���W�D�P�D�P�O�D�\�L�F�L��
�W�L�S���X�\�J�X�O�D�P�D�O�D�U�L�Q�L�Q���N�O�L�Q�L�N��
�D�U�D�V�W�L�U�P�D�O�D�U�L���K�D�N�N�L�Q�G�D���\�R�Q�H�W�P�H�O�L�N��
����������
�����*�X�L�G�H�O�L�Q�H���R�Q���3�K�D�V�H�������&�O�L�Q�L�F�D�O
�5�H�V�H�D�U�F�K���&�H�Q�W�H�U�V��������������
�K�W�W�S�V�������W�L�W�F�N���J�R�Y���W�U���V�W�R�U�D�J�H���$�U�F�K�L�Y�H������
�������O�H�J�L�V�O�D�W�L�R�Q���D�G�������G���������E���H���������F��
�����G�E�����������F�����D�G�G���G���S�G�I��

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

http://www.titck.gov.tr/
http://www.klinikarastirmalar.org/
http://www.klinikarastirmalar.org/Detail/1992/ilac-ve-biyolojik-urunlerin-klinik-arastirmalari-hakkinda-yonetmelikte-degisiklik-yapilmasina-dair-yonetmelik-2015
http://www.klinikarastirmalar.org/Detail/1992/ilac-ve-biyolojik-urunlerin-klinik-arastirmalari-hakkinda-yonetmelikte-degisiklik-yapilmasina-dair-yonetmelik-2015
http://www.klinikarastirmalar.org/Detail/1992/ilac-ve-biyolojik-urunlerin-klinik-arastirmalari-hakkinda-yonetmelikte-degisiklik-yapilmasina-dair-yonetmelik-2015
http://www.klinikarastirmalar.org/Detail/1992/ilac-ve-biyolojik-urunlerin-klinik-arastirmalari-hakkinda-yonetmelikte-degisiklik-yapilmasina-dair-yonetmelik-2015
http://www.klinikarastirmalar.org/Detail/1992/ilac-ve-biyolojik-urunlerin-klinik-arastirmalari-hakkinda-yonetmelikte-degisiklik-yapilmasina-dair-yonetmelik-2015
http://www.klinikarastirmalar.org.tr/doc/file_346.pdf
http://www.klinikarastirmalar.org.tr/doc/file_346.pdf
http://www.resmigazete.gov.tr/eskiler/2016/08/20160810-7.htm
http://www.resmigazete.gov.tr/eskiler/2016/08/20160810-7.htm
http://www.klinikarastirmalar.org/Detail/2631/geleneksel-ve-tamamlayici-tip-uygulamalarinin-klinik-arastirmalari-hakkinda-yonetmelik-2019
http://www.klinikarastirmalar.org/Detail/2631/geleneksel-ve-tamamlayici-tip-uygulamalarinin-klinik-arastirmalari-hakkinda-yonetmelik-2019
http://www.klinikarastirmalar.org/Detail/2631/geleneksel-ve-tamamlayici-tip-uygulamalarinin-klinik-arastirmalari-hakkinda-yonetmelik-2019
http://www.klinikarastirmalar.org/Detail/2631/geleneksel-ve-tamamlayici-tip-uygulamalarinin-klinik-arastirmalari-hakkinda-yonetmelik-2019
http://www.klinikarastirmalar.org/Detail/2631/geleneksel-ve-tamamlayici-tip-uygulamalarinin-klinik-arastirmalari-hakkinda-yonetmelik-2019
https://titck.gov.tr/storage/Archive/2019/legislation/ad316d19-8b9e-420c-86db-3946c56add1d.pdf
https://titck.gov.tr/storage/Archive/2019/legislation/ad316d19-8b9e-420c-86db-3946c56add1d.pdf
https://titck.gov.tr/storage/Archive/2019/legislation/ad316d19-8b9e-420c-86db-3946c56add1d.pdf
http://www.klinikarastirmalar.org.tr/dokuman.php?id=374
http://www.klinikarastirmalar.org.tr/dokuman.php?id=374
https://titck.gov.tr/storage/Archive/2019/legislation/05ef1188-6756-4165-b0d5-bb0a28bbebb3.pdf
https://titck.gov.tr/storage/Archive/2019/legislation/05ef1188-6756-4165-b0d5-bb0a28bbebb3.pdf
https://titck.gov.tr/storage/Archive/2019/legislation/05ef1188-6756-4165-b0d5-bb0a28bbebb3.pdf
http://www.klinikarastirmalar.org.tr/en/documents.php?dok_cat=0
http://www.klinikarastirmalar.org.tr/en/documents.php?dok_cat=0
http://www.titck.gov.tr/
http://www.klinikarastirmalar.org.tr/doc/file_318.pdf
http://www.klinikarastirmalar.org.tr/doc/file_318.pdf
http://www.titck.gov.tr/
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http://www.klinikarastirmalar.org.tr/dokuman.php?id=133
http://www.klinikarastirmalar.org.tr/dokuman.php?id=133
http://www.klinikarastirmalar.org.tr/dokuman.php?id=133
http://www.haad.ae/haad/
http://www.haad.ae/HAAD/LinkClick.aspx?fileticket=UL7o8f5mukc%3D&tabid=820
http://www.haad.ae/HAAD/LinkClick.aspx?fileticket=UL7o8f5mukc%3D&tabid=820
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http://carpha.org/What-We-Do/Research-Training-and-Policy-Development
http://carpha.org/What-We-Do/Research-Training-and-Policy-Development
http://www.paho.org/
http://www.paho.org/english/ad/ths/ev/GCP-Eng-doct.pdf
http://www.paho.org/english/ad/ths/ev/GCP-Eng-doct.pdf
http://www.paho.org/
http://www.paho.org/English/HSP/HSE/medical_devices.pdf
http://www.paho.org/English/HSP/HSE/medical_devices.pdf
https://www.argentina.gob.ar/salud
http://servicios.infoleg.gob.ar/infolegInternet/anexos/235000-239999/235975/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/235000-239999/235975/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/235000-239999/235975/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
https://www.argentina.gob.ar/anmat
http://www.anmat.gov.ar/Comunicados/Dispo_6677-10_en.pdf
http://www.anmat.gov.ar/Comunicados/Dispo_6677-10_en.pdf
http://www.anmat.gov.ar/boletin_anmat/Noviembre_2016/Dispo_12792-16.pdf
http://www.anmat.gov.ar/boletin_anmat/Noviembre_2016/Dispo_12792-16.pdf
http://www.anmat.gov.ar/boletin_anmat/Noviembre_2016/Dispo_12792-16.pdf
http://www.anmat.gov.ar/boletin_anmat/enero_2017/Dispo_0828-17.pdf
http://www.anmat.gov.ar/boletin_anmat/enero_2017/Dispo_0828-17.pdf
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Registries 

�1�D�W�L�R�Q�D�O���5�H�J�L�V

https://www.argentina.gob.ar/anmat
http://www.anmat.gov.ar/webanmat/Legislacion/Medicamentos/Disp_969-97_actualizada.pdf
http://www.anmat.gov.ar/webanmat/Legislacion/Medicamentos/Disp_969-97_actualizada.pdf
http://www.anmat.gov.ar/webanmat/Legislacion/Medicamentos/Disp_969-97_actualizada.pdf
https://www.argentina.gob.ar/salud/registroinvestigaciones
https://www.argentina.gob.ar/salud/registroinvestigaciones
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
https://sisa.msal.gov.ar/sisa/#Renis
https://www.argentina.gob.ar/aaip/datospersonales
https://www.argentina.gob.ar/aaip/datospersonales
http://www.protecciondedatos.com.ar/law25326.htm
http://www.protecciondedatos.com.ar/law25326.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/70000-74999/70368/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/70000-74999/70368/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/70000-74999/70368/norma.htm
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�%�H�U�P�X�G�D��
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�K�W�W�S�V�������Z�Z�Z���J�R�Y���E�P���G�H�S�D�U�W�P�H�Q�W���K�H�D�O�W�K��
�5�H�V�H�D�U�F�K���*�R�Y�H�U�Q�D�Q�F�H���)�U�D�P�H�Z�R�U�N������������������
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�%�R�O�L�Y�L�D��
General ���� �0�L�Q�L�V�W�U�\���R�I���+�H�D�O�W�K���D�Q�G���6�S�R�U�W
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���� �1�H�Z���3�R�O�L�W�L�F�D�O���&�R�Q�V�W�L�W�X�W�L�R�Q���R�I
�W�K�H���6�W�D�W�H�����$�U�W�L�F�O�H����������������������
�K�W�W�S�V�������Z�Z�Z���F�R�Q�V�W�L�W�X�W�H�S�U�R�M�H�F�W���R�U�J���F�R

https://www.argentina.gob.ar/salud
http://servicios.infoleg.gob.ar/infolegInternet/anexos/120000-124999/122199/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/120000-124999/122199/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/120000-124999/122199/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://servicios.infoleg.gob.ar/infolegInternet/anexos/185000-189999/187206/norma.htm
http://www.cavehill.uwi.edu/researchethics/home.aspx
http://www.cavehill.uwi.edu/researchethics/home.aspx
https://www.gov.bm/department/health
http://citeseerx.ist.psu.edu/viewdoc/download?doi=10.1.1.592.8671&rep=rep1&type=pdf
http://citeseerx.ist.psu.edu/viewdoc/download?doi=10.1.1.592.8671&rep=rep1&type=pdf
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�B�B�6�R�E�U�H�B�F�R�P�S�R�V�L�R�B�G�D�B�&�2�1�(�3���S�G�I��
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http://www.portalmedico.org.br/resolucoes/cfm/2008/1885_2008.htm
http://www.portalmedico.org.br/resolucoes/cfm/2008/1885_2008.htm
https://clinregs.niaid.nih.gov/documents/brazil/ResolutionNo9-English.pdf
https://clinregs.niaid.nih.gov/documents/brazil/ResolutionNo9-English.pdf
https://clinregs.niaid.nih.gov/documents/brazil/ResolutionNo9-English.pdf
https://clinregs.niaid.nih.gov/documents/brazil/ResolutionNo9-English.pdf
http://portal.anvisa.gov.br/documents/10181/2718376/RDC_260_2018_.pdf/dd889184-bd4a-40ea-ae1c-b93155b20ea1
http://portal.anvisa.gov.br/documents/10181/2718376/RDC_260_2018_.pdf/dd889184-bd4a-40ea-ae1c-b93155b20ea1
http://portal.anvisa.gov.br/documents/10181/2718376/RDC_260_2018_.pdf/dd889184-bd4a-40ea-ae1c-b93155b20ea1
http://portal.anvisa.gov.br/documents/10181/2718376/RDC_260_2018_.pdf/dd889184-bd4a-40ea-ae1c-b93155b20ea1
http://portal.anvisa.gov.br/documents/33836/2492465/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos+-+4%C2%AA+edi%C3%A7%C3%A3o/85672ffa-db76-4869-b286-ff59bc3fcf60
http://portal.anvisa.gov.br/documents/33836/2492465/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos+-+4%C2%AA+edi%C3%A7%C3%A3o/85672ffa-db76-4869-b286-ff59bc3fcf60
http://portal.anvisa.gov.br/documents/33836/2492465/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos+-+4%C2%AA+edi%C3%A7%C3%A3o/85672ffa-db76-4869-b286-ff59bc3fcf60
http://portal.anvisa.gov.br/documents/33836/2492465/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos+-+4%C2%AA+edi%C3%A7%C3%A3o/85672ffa-db76-4869-b286-ff59bc3fcf60
http://portal.anvisa.gov.br/documents/33836/2492465/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos+-+4%C2%AA+edi%C3%A7%C3%A3o/85672ffa-db76-4869-b286-ff59bc3fcf60
http://portal.anvisa.gov.br/documents/33836/2492465/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos+-+4%C2%AA+edi%C3%A7%C3%A3o/85672ffa-db76-4869-b286-ff59bc3fcf60
http://portal.anvisa.gov.br/documents/33836/2492465/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos+-+4%C2%AA+edi%C3%A7%C3%A3o/85672ffa-db76-4869-b286-ff59bc3fcf60
http://portal.anvisa.gov.br/english
http://pesquisa.in.gov.br/imprensa/jsp/visualiza/index.jsp?data=03/03/2015&jornal=1&pagina=73&totalArquivos=140
http://pesquisa.in.gov.br/imprensa/jsp/visualiza/index.jsp?data=03/03/2015&jornal=1&pagina=73&totalArquivos=140
http://pesquisa.in.gov.br/imprensa/jsp/visualiza/index.jsp?data=03/03/2015&jornal=1&pagina=73&totalArquivos=140
http://pesquisa.in.gov.br/imprensa/jsp/visualiza/index.jsp?data=03/03/2015&jornal=1&pagina=73&totalArquivos=140
http://portal.anvisa.gov.br/documents/33912/2785629/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos/431fa7ef-24e6-4b14-80b9-ce68bccc24d8
http://portal.anvisa.gov.br/documents/33912/2785629/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos/431fa7ef-24e6-4b14-80b9-ce68bccc24d8
http://portal.anvisa.gov.br/documents/33912/2785629/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos/431fa7ef-24e6-4b14-80b9-ce68bccc24d8
http://portal.anvisa.gov.br/documents/33912/2785629/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos/431fa7ef-24e6-4b14-80b9-ce68bccc24d8
http://portal.anvisa.gov.br/documents/33912/2785629/Manual+Para+Submiss%C3%A3o+de+Modifica%C3%A7%C3%B5es%2C+Emendas%2C+Suspens%C3%B5es+e+Cancelamentos/431fa7ef-24e6-4b14-80b9-ce68bccc24d8
http://www.ensaiosclinicos.gov.br/
http://www.ensaiosclinicos.gov.br/assistance/faq/
http://www.ensaiosclinicos.gov.br/assistance/faq/
http://portal.anvisa.gov.br/english
http://www.planalto.gov.br/ccivil_03/leis/l6360.htm
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http://conselho.saude.gov.br/comissoes-cns/conep
http://conselho.saude.gov.br/comissoes-cns/conep
https://www.inca.gov.br/en
http://portal.anvisa.gov.br/english
https://www.inca.gov.br/sites/ufu.sti.inca.local/files/media/document/portaria-ms-gm-2201-11.pdf
https://www.inca.gov.br/sites/ufu.sti.inca.local/files/media/document/portaria-ms-gm-2201-11.pdf
https://www.inca.gov.br/sites/ufu.sti.inca.local/files/media/document/portaria-ms-gm-2201-11.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Resoluo_n_441_-_2011_-_Armazenamento_de_Material_Biolgico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Resoluo_n_441_-_2011_-_Armazenamento_de_Material_Biolgico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Resoluo_n_441_-_2011_-_Armazenamento_de_Material_Biolgico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Resoluo_n_441_-_2011_-_Armazenamento_de_Material_Biolgico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Resoluo_n_441_-_2011_-_Armazenamento_de_Material_Biolgico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Resoluo_n_441_-_2011_-_Armazenamento_de_Material_Biolgico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Resoluo_n_441_-_2011_-_Armazenamento_de_Material_Biolgico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Portaria_MS_n%C2%BA_2.201_de_2011.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Portaria_MS_n%C2%BA_2.201_de_2011.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Portaria_MS_n%C2%BA_2.201_de_2011.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Portaria_MS_n%C2%BA_2.201_de_2011.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/NORMAS-RESOLUCOES/Portaria_MS_n%C2%BA_2.201_de_2011.pdf
http://www.saude.pr.gov.br/arquivos/File/RDC_20_de_10_de_abril_2014_Transporte_de_material_Biologico.pdf
http://www.saude.pr.gov.br/arquivos/File/RDC_20_de_10_de_abril_2014_Transporte_de_material_Biologico.pdf
http://www.saude.pr.gov.br/arquivos/File/RDC_20_de_10_de_abril_2014_Transporte_de_material_Biologico.pdf
http://www.saude.pr.gov.br/arquivos/File/RDC_20_de_10_de_abril_2014_Transporte_de_material_Biologico.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/CARTAS/CartaCircular014.pdf
http://conselho.saude.gov.br/images/comissoes/conep/documentos/CARTAS/CartaCircular014.pdf
http://conselho.saude.gov.br/comissoes-cns/conep
http://conselho.saude.gov.br/comissoes-cns/conep
http://ctnbio.mcti.gov.br/inicio
http://www.conselho.saude.gov.br/
http://www.ghente.org/doc_juridicos/lei11105.htm
http://www.planalto.gov.br/ccivil_03/_ato2004-2006/2005/lei/l11105.htm
http://www.planalto.gov.br/ccivil_03/_ato2004-2006/2005/lei/l11105.htm
http://www.planalto.gov.br/ccivil_03/_ato2004-2006/2005/lei/l11105.htm
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/_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
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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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Protection 
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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
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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.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/
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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/Decreto-Ejecutivo-N°1-del-21-de-Enero-de-2013.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Decreto-Ejecutivo-N°1-del-21-de-Enero-de-2013.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Decreto-Ejecutivo-N°1-del-21-de-Enero-de-2013.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Decreto-Ejecutivo-N°1-del-21-de-Enero-de-2013.pdf
https://www.gacetaoficial.gob.pa/.../GacetaNo_27716_20150206.pdf
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https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Ley-68-del-20-de-noviembre-de-2003.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Ley-68-del-20-de-noviembre-de-2003.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/28743_A/GacetaNo_28743a_20190329.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/28743_A/GacetaNo_28743a_20190329.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/28743_A/GacetaNo_28743a_20190329.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/27160_A/39630.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/26468_B/GacetaNo_26468b_20100210.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/26468_B/GacetaNo_26468b_20100210.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/26468_B/GacetaNo_26468b_20100210.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/28546_A/68013.pdf
https://www.gacetaoficial.gob.pa/pdfTemp/28546_A/68013.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Decreto-Ejecutivo-N°-179-del-8-de-junio-de-2018.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Decreto-Ejecutivo-N°-179-del-8-de-junio-de-2018.pdf
https://cnbi.senacyt.gob.pa/wp-content/uploads/2019/07/Decreto-Ejecutivo-N°-179-del-8-de-junio-de-2018.pdf
https://docs.panama.justia.com/federales/leyes/3-de-2004-jan-19-2004.pdf
https://docs.panama.justia.com/federales/leyes/3-de-2004-jan-19-2004.pdf
https://docs.panama.justia.com/federales/leyes/3-de-2004-jan-19-2004.pdf
http://www.ins.gov.py/
https://www.mspbs.gov.py/dependencias/cnbioetica/adjunto/a03ba4-CEIINS.VersionFinal.pdf
https://www.mspbs.gov.py/dependencias/cnbioetica/adjunto/a03ba4-CEIINS.VersionFinal.pdf
https://www.mspbs.gov.py/dependencias/cnbioetica/adjunto/a03ba4-CEIINS.VersionFinal.pdf
https://www.mspbs.gov.py/index.php
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https://www.gob.pe/institucion/minsa/normas-legales/189280-021-2017-sa
https://www.gob.pe/institucion/minsa/normas-legales/189280-021-2017-sa
http://www.ins.gob.pe/
http://www.ins.gob.pe/portal/jerarquia/2/990/reglamento-de-ensayos-clinicos/jer.990
http://www.ins.gob.pe/portal/jerarquia/2/990/reglamento-de-ensayos-clinicos/jer.990
http://www.ins.gob.pe/portal/jerarquia/2/990/reglamento-de-ensayos-clinicos/jer.990
http://www.digemid.minsa.gob.pe/
http://www.minjus.gob.pe/legislacion/
http://www.minjus.gob.pe/legislacion/
http://elperuanolegal.blogspot.com/2013/05/ley-30024-ley-que-crea-el-registro.html
http://elperuanolegal.blogspot.com/2013/05/ley-30024-ley-que-crea-el-registro.html
http://elperuanolegal.blogspot.com/2013/05/ley-30024-ley-que-crea-el-registro.html
https://www.minjus.gob.pe/wp-content/uploads/2013/04/DS-3-2013-JUS.REGLAMENTO.LPDP_.pdf
https://www.minjus.gob.pe/wp-content/uploads/2013/04/DS-3-2013-JUS.REGLAMENTO.LPDP_.pdf
https://www.minjus.gob.pe/wp-content/uploads/2013/04/DS-3-2013-JUS.REGLAMENTO.LPDP_.pdf
https://busquedas.elperuano.pe/normaslegales/aprueban-el-reglamento-de-la-ley-n-30024-ley-que-crea-el-r-decreto-supremo-n-009-2017-sa-1500555-3/
https://busquedas.elperuano.pe/normaslegales/aprueban-el-reglamento-de-la-ley-n-30024-ley-que-crea-el-r-decreto-supremo-n-009-2017-sa-1500555-3/
https://busquedas.elperuano.pe/normaslegales/aprueban-el-reglamento-de-la-ley-n-30024-ley-que-crea-el-r-decreto-supremo-n-009-2017-sa-1500555-3/
https://busquedas.elperuano.pe/normaslegales/aprueban-el-reglamento-de-la-ley-n-30024-ley-que-crea-el-r-decreto-supremo-n-009-2017-sa-1500555-3/
https://busquedas.elperuano.pe/normaslegales/aprueban-el-reglamento-de-la-ley-n-30024-ley-que-crea-el-r-decreto-supremo-n-009-2017-sa-1500555-3/
http://slugovprintery.com/template/files/document_for_sale/laws/3742/Act%2010%20of%202016.pdf
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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.kznhealth.gov.za/research/ethics2.pdf
http://www.kznhealth.gov.za/research/ethics2.pdf
http://elearning.trree.org/mod/resource/view.php?id=41&lang=en
http://clinregs.niaid.nih.gov/single_country.php?c_id=212
http://www.nimr.or.tz/
file:///C:/Documents%20and%20Settings/ebartlet/Application%20Data/Microsoft/Word/www.costech.or.tz
http://www.parliament.go.tz/Polis/PAMS/Docs/23-1979.pdf
http://www.parliament.go.tz/Polis/PAMS/Docs/23-1979.pdf
https://clinregs.niaid.nih.gov/documents/tanzania/G-EthicsHR.pdf
https://clinregs.niaid.nih.gov/documents/tanzania/G-EthicsHR.pdf
http://www.tfda.or.tz/
http://www.tfda.or.tz/index.php?option=com_phocadownload&view=category&download=44:tfdc-acts-2003&id=52:tfdc-acts-2003&Itemid=417
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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
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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�)�L�Q�O�D�Q�G�����2�X�W�L���.�R�Q�W�W�L�Q�H�Q����
�)�U�D�Q�F�H�����(�P�P�D�Q�X�H�O�O�H���5�L�D�O���6�H�E�E�D�J��
�*�H�U�P�D�Q�\�����&�O�D�X�G�L�D���/�H�X�N�H�U��
�,�F�H�O�D�Q�G�����5�|�J�Q�Y�D�O�G�X�U���*�����*�X�Q�Q�D�U�V�V�R�Q��
�/�D�W�Y�L�D�����6�L�J�Q�H���0�H�]�L�Q�V�N�D
�/�L�W�K�X�D�Q�L�D�����9�L�O�P�D���/�X�N�D�V�H�Y�L�F�L�H�Q�H����
�/�X�[�H�P�E�R�X�U�J�����0�D�O�L�N�D���3�D�L�O�K�H�V��
�0�D�F�H�G�R�Q�L�D�����0�D�U�L�M�D���7�R�G�R�U�R�Y�V�N�D
�1�R�U�Z�D�\�����&�D�P�L�O�O�D���%�¡���6�W�D�Q�G�D�O��
�3�R�O�D�Q�G�����0�D�U�H�N���&�]�D�U�N�R�Z�V�N�L���D�Q�G���$�J�Q�L�H�V�]�N�D��
�6�H�Z�H�U�\�Q�L�D�N��
�6�H�U�E�L�D�����-�H�O�H�Q�D���5�D�N�R�E�U�D�G�R�Y�L�ü��
�6�O�R�Y�H�Q�L�D�����0�D�U�L�M�D �/�D�S
�6�Z�H�G�H�Q�����6�W�H�I�D�Q���(�U�L�N�V�V�R�Q
�6�Z�L�W�]�H�U�O�D�Q�G�����%�U�L�J�L�W�W�H���0�H�L�H�U �D�Q�G���5�R�V�L�Q�H��
�0�X�F�K�O�R�Z
�6�S�D�L�Q�����,�x�L�J�R���G�H���0�L�J�X�H�O���%�H�U�L�D�L�Q��

Asia/Pacific: 
�$�X�V�W�U�D�O�L�D�����-�H�U�H�P�\���.�H�Q�Q�H�U��
�&�K�L�Q�D�����3�H�R�S�O�H�¶�V���5�H�S�X�E�O�L�F���R�I�����<�D�O�L���&�R�Q�J���D�Q�G��
�+�D�L�K�R�Q�J���=�K�D�Q�J��
�-�D�S�D�Q�����6�K�L�P�R�Q���7�D�V�K�L�U�R����

�0�D�O�D�\�V�L�D�����&�K�L�U�N���-�H�Q�Q���1�J��
�3�D�N�L�V�W�D�Q�����6�D�L�P�D���,�T�E�D�O��
�7�D�L�Z�D�Q�����%�H�Q�M�D�P�L�Q���.�X�R��

Middle East/North Africa: 



��������

Africa:  
�6�L�H�U�U�D���/�H�R�Q�H�����(�G�G�L�H���)�R�G�D�\��
�6�X�G�D�Q�����)�D�L�]�D���2�V�P�D�Q���D�Q�G���/�D�P�L�V���%�H�V�K�L�U��
�8�J�D�Q�G�D�����:�L�Q�I�U�H�G���%�D�G�D�Q�J�D���1�D�]�]�L�Z�D���D�Q�G��
�-�R�K�Q���%�D�U�X�J�D�K�D�U�H��
�=�D�P�E�L�D�����0�D�X�U�H�H�Q���0�X�S�H�W�D���.�R�P�E�H��

�8�S�G�D�W�H�G���1�R�Y�H�P�E�H�U������������������
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