
children.guidelines.doc Rev. 10/2024 ��

�8�Q�L�Y�H�U�V�L�W�\���R�I���6�R�X�W�K���$�O�D�E�D�P�D��
�,�Q�V�W�L�W�X�W�L�R�Q�D�O���5�H�Y�L�H�Z���%�R�D�U�G��

�* �8�,�'�(�/�,�1�(�6���)�2�5���5�(�6�(�$�5�&�+���,�1�9�2�/�9�,�1�*���&�+�,�/�'�5�(�1��

��
�*�H�Q�H�U�D�O���,�Q�I�R�U�P�D�W�L�R�Q����

�&�K�L�O�G�U�H�Q���D�U�H���F�R�Q�V�L�G�H�U�H�G���D���Y�X�O�Q�H�U�D�E�O�H���U�H�V�H�D�U�F�K���S�R�S�X�O�D�W�L�R�Q���D�V���W�K�H�L�U���H�P�R�W�L�R�Q�D�O���D�Q�G���L�Q�W�H�O�O�H�F�W�X�D�O���F�D�S�D�F�L�W�L�H�V���D�U�H��
�O�L�P�L�W�H�G���D�Q�G���W�K�H�\���D�U�H���O�H�J�D�O�O�\���L�Q�F�R�P�S�H�W�H�Q�W���W�R���J�L�Y�H���Y�D�O�L�G���F�R�Q�V�H�Q�W���� �7�K�H�U�H�I�R�U�H�����V�S�H�F�L�D�O���D�G�G�L�W�L�R�Q�D�O���S�U�R�W�H�F�W�L�R�Q�V��
�D�U�H���U�H�T�X�L�U�H�G���E�\���W�K�H���I�H�G�H�U�D�O���U�H�J�X�O�D�W�L�R�Q�V���I�R�U���W�K�H���U�H�Y�L�H�Z���R�I���U�H�V�H�D�U�F�K���V�W�X�G�L�H�V���L�Q�Y�R�O�Y�L�Q�J���F�K�L�O�G�U�H�Q�����7�K�H��
�'�H�S�D�U�W�P�H�Q�W���R�I���+�H�D�O�W�K���D�Q�G���+�X�P�D�Q���6�H�U�Y�L�F�H�V���D�Q�G���)�'�$���K�D�Y�H���U�H�J�X�O�D�W�L�R�Q�V���J�R�Y�H�U�Q�L�Q�J���W�K�H���F�R�Q�G�X�F�W���R�I���U�H�V�H�D�U�F�K��
�L�Q�Y�R�O�Y�L�Q�J���F�K�L�O�G�U�H�Q���� �7�K�H�V�H���U�H�J�X�O�D�W�L�R�Q�V���D�U�H���F�L�W�H�G���D�V���'�+�+�6���������&�)�5���������6�X�E�S�D�U�W���'���D�Q�G���)�'�$���������&�)�5���3�D�U�W��������
�6�X�E�S�D�U�W���'�����U�H�V�S�H�F�W�L�Y�H�O�\����
��
�,�I���D���S�U�R�S�R�V�H�G���U�H�V�H�D�U�F�K���V�W�X�G�\���L�Q�Y�R�O�Y�H�V���P�L�Q�R�U�V�����W�K�H���S�U�L�Q�F�L�S�D�O���L�Q�Y�H�V�W�L�J�D�W�R�U���V�K�R�X�O�G���I�L�U�V�W���F�R�Q�V�L�G�H�U���I�R�X�U��
�L�V�V�X�H�V����

�� �:�K�D�W���L�V���W�K�H���U�D�W�L�R�Q�D�O�H���I�R�U���L�Q�F�O�X�G�L�Q�J���P�L�Q�R�U�V�"���7�K�L�V���L�Q�I�R�U�P�D�W�L�R�Q���V�K�R�X�O�G���E�H���L�Q�F�R�U�S�R�U�D�W�H�G���L�Q���W�K�H���,�5�%��
�S�U�R�W�R�F�R�O���D�S�S�O�L�F�D�W�L�R�Q���L�Q���W�K�H���V�H�F�W�L�R�Q���H�Q�W�L�W�O�H�G���³�5�H�O�H�Y�D�Q�W���%�D�F�N�J�U�R�X�Q�G���D�Q�G���5�D�W�L�R�Q�D�O�H���I�R�U���W�K�H��
�5�H�V�H�D�U�F�K�´���� ���H���J�������Z�K�D�W���X�Q�L�T�X�H���R�X�W�F�R�P�H�V���E�H�Q�H�I�L�W�V���U�L�V�N�V���Z�L�O�O���F�R�P�H���I�U�R�P���V�W�X�G�\�L�Q�J���P�L�Q�R�U�V�"����

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

�� 

https://codes.findlaw.com/al/title-26-infants-and-incompetents/al-code-sect-26-1-1.html




children.guidelines.doc Rev. 10/2024 






	GUIDELINES FOR RESEARCH INVOLVING CHILDREN
	General Information:
	Age of Majority:
	Submission Requirements:
	IRB Review of Research Involving Children – Determinations:
	Research Category 1: (46.404 and 50.51)
	Research Category 2: (46.405 and 50.52)
	Research Category 3: (46.406 and 50.53)
	Research Category 4: (46.407 and 50.54)

	IRB review of research with Wards of the State
	Parental Permission/Assent from Children:
	Request for Waiver of Assent (45 CFR 46.408 and 46.116, Subpart A)
	Safety Monitoring
	Further Information:


