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�7�K�H�U�H�� �L�V�� �Q�R�� �H�Y�L�G�H�Q�F�H�� �'�U���� �<�D�Q�F�H�\�� �L�Q�I�U�L�Q�J�H�G�� �R�Q�� �D�Q�\�� �R�I�� �3�O�D�L�Q�W�L�I�I�V�¶�� �F�L�Y�L�O�� �U�L�J�K�W�V����

�)�X�U�W�K�H�U�P�R�U�H�����W�K�H���G�R�F�W�U�L�Q�H���R�I���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���D�Y�R�L�G�D�Q�F�H���L�V���W�U�L�J�J�H�U�H�G�����D�V���W�R���W�K�H���H�[�W�H�Q�W��

�3�O�D�L�Q�W�L�I�I�V���V�H�H�N���L�Q�M�X�Q�F�W�L�Y�H���U�H�O�L�H�I�����W�K�H�\���F�D�Q���R�E�W�D�L�Q���W�K�H���U�H�T�X�H�V�W�H�G���U�H�O�L�H�I���±���G�H�V�W�U�X�F�W�L�R�Q���R�I��

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

�K�D�Y�H���Q�R���F�D�V�H�����'�U�����$�Q�W�R�Q�L�R���<�D�Q�F�H�\���V�K�R�X�O�G���K�D�Y�H���V�X�P�P�D�U�\���M�X�G�J�P�H�Q�W���J�U�D�Q�W�H�G���L�Q���K�L�V��

�I�D�Y�R�U�����D�Q�G���K�H���V�K�R�X�O�G���E�H���G�L�V�P�L�V�V�H�G���I�U�R�P���W�K�L�V���F�D�V�H������

� � � �
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�8�Q�G�H�U�� �)�H�G���5���&�L�Y���3���� �������� �V�X�P�P�D�U�\�� �M�X�G�J�P�H�Q�W���L�V�� �S�U�R�S�H�U�� �³�L�I�� �W�K�H�� �S�O�H�D�G�L�Q�J�V����

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

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

�W�K�D�W���W�K�H���P�R�Y�L�Q�J���S�D�U�W�\���L�V���H�Q�W�L�W�O�H�G���W�R���D���M�X�G�J�P�H�Q�W���D�V���D���P�D�W�W�H�U���R�I���O�D�Z���´���7�K�H���S�O�D�L�Q��

�O�D�Q�J�X�D�J�H���R�I���5�X�O�H���������F�����P�D�Q�G�D�W�H�V���W�K�H���H�Q�W�U�\���R�I���V�X�P�P�D�U�\���M�X�G�J�P�H�Q�W�����D�I�W�H�U���D�G�H�T�X�D�W�H��

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

�V�X�I�I�L�F�L�H�Q�W���W�R���H�V�W�D�E�O�L�V�K���W�K�H���H�[�L�V�W�H�Q�F�H���R�I���D�Q���H�O�H�P�H�Q�W���H�V�V�H�Q�W�L�D�O���W�R���W�K�D�W���S�D�U�W�\�¶�V���F�D�V�H����

�D�Q�G���R�Q���Z�K�L�F�K���W�K�D�W���S�D�U�W�\���Z�L�O�O���E�H�D�U���W�K�H���E�X�U�G�H�Q���R�I���S�U�R�R�I���D�W���W�U�L�D�O�����,�Q���V�X�F�K���D���V�L�W�X�D�W�L�R�Q����

�W�K�H�U�H���F�D�Q���E�H���³�Q�R���J�H�Q�X�L�Q�H���L�V�V�X�H���D�V���W�R���D�Q�\���P�D�W�H�U�L�D�O���I�D�F�W���´���V�L�Q�F�H���D���F�R�P�S�O�H�W�H���I�D�L�O�X�U�H��

�R�I�� �S�U�R�R�I�� �F�R�Q�F�H�U�Q�L�Q�J�� �D�Q�� �H�V�V�H�Q�W�L�D�O�� �H�O�H�P�H�Q�W�� �R�I�� �W�K�H�� �Q�R�Q�P�R�Y�L�Q�J�� �S�D�U�W�\�
�V�� �F�D�V�H��

�Q�H�F�H�V�V�D�U�L�O�\���U�H�Q�G�H�U�V���D�O�O���R�W�K�H�U���I�D�F�W�V���L�P�P�D�W�H�U�L�D�O�����7�K�H���P�R�Y�L�Q�J���S�D�U�W�\���L�V���³�H�Q�W�L�W�O�H�G���W�R���D��

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

�V�X�I�I�L�F�L�H�Q�W���V�K�R�Z�L�Q�J���R�Q���D�Q���H�V�V�H�Q�W�L�D�O���H�O�H�P�H�Q�W���R�I���K�H�U���F�D�V�H���Z�L�W�K���U�H�V�S�H�F�W�����W�R�����Z�K�L�F�K����

�V�K�H�����K�D�V�����W�K�H�����E�X�U�G�H�Q�����R�I�����S�U�R�R�I����Celotex Corp. v. Catrett�������������8���6����������������������������

�)�L�Q�D�O�O�\���� �³�>�L�@�Q�� �P�D�N�L�Q�J�� �W�K�L�V�� �D�V�V�H�V�V�P�H�Q�W���� �Z�H�� �P�X�V�W�� �Y�L�H�Z�� �D�O�O�� �H�Y�L�G�H�Q�F�H�� �L�Q�� �W�K�H�� �O�L�J�K�W��

�P�R�V�W���I�D�Y�R�U�D�E�O�H���W�R���W�K�H���Q�R�Q�P�R�Y�L�Q�J���S�D�U�W�\���´��Tennial v. United Parcel Serv., Inc.����

���������)�����G�������������������������W�K�����&�L�U������������������ ��
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�$���� �7�K�H���3�D�U�W�L�H�V����
��
�� �3�O�D�L�Q�W�L�I�I�V���L�Q���W�K�L�V���D�F�W�L�R�Q���D�U�H���H�D�F�K���W�K�H���S�D�U�H�Q�W�V���J�X�D�U�G�L�D�Q�V�����³�3�D�U�H�Q�W�V�´�����R�I���R�Q�H���R�U��

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

�'�H�I�H�Q�G�D�Q�W�V�� �'�U���� �6�D�Q�G�L�S�� �6�K�D�K���� �'�U���� �6�D�U�D�K�� �/�\�R�Q���&�D�O�O�R�����(�O�L�]�D�E�H�W�K�� �+�H�U�W�H�O�� �D�Q�G�� �0�D�U�\��

�.�O�H�L�Q�� �D�U�H�� �R�I�I�L�F�L�D�O�V�� �L�Q�� �W�K�H�� �0�L�F�K�L�J�D�Q�� �'�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��

���F�R�O�O�H�F�W�L�Y�H�O�\���³�6�W�D�W�H���'�H�I�H�Q�G�D�Q�W�V�´�������'�H�I�H�Q�G�D�Q�W���'�U�����$�Q�W�R�Q�L�R���<�D�Q�F�H�\���L�V���W�K�H���(�[�H�F�X�W�L�Y�H��

�'�L�U�H�F�W�R�U���R�I���W�K�H���0�L�F�K�L�J�D�Q���1�H�R�Q�D�W�D�O���%�L�R�E�D�Q�N������

�%���� �3�U�R�F�H�G�X�U�D�O���+�L�V�W�R�U�\����
��
�� �7�K�H���3�D�U�H�Q�W�V���I�L�O�H�G���W�K�H���)�L�U�V�W���$�P�H�Q�G�H�G���&�R�P�S�O�D�L�Q�W���R�Q���$�S�U�L�O�������������������������5�(������������

�2�Q���0�D�\�����������������������0�L�F�K�L�J�D�Q���1�H�R�Q�D�W�D�O���%�L�R�E�D�Q�N�����,�Q�F�����D�Q�G���'�U�����$�Q�W�R�Q�L�R���<�D�Q�F�H�\�����L�Q���K�L�V��

�F�D�S�D�F�L�W�\���D�V���'�L�U�H�F�W�R�U���R�I���W�K�H���0�L�F�K�L�J�D�Q���1�H�R�Q�D�W�D�O���%�L�R�E�D�Q�N���I�L�O�H�G���D���P�R�W�L�R�Q���W�R���G�L�V�P�L�V�V���W�K�H��

�I�L�U�V�W���D�P�H�Q�G�H�G���F�R�P�S�O�D�L�Q�W�������5�(�������������7�K�D�W���V�D�P�H���G�D�\�����W�K�H���6�W�D�W�H���'�H�I�H�Q�G�D�Q�W�V���I�L�O�H�G���W�K�H�L�U��

�R�Z�Q���0�R�W�L�R�Q���W�R���'�L�V�P�L�V�V�����5�(�������������D�V���G�L�G���'�U�����$�Q�W�R�Q�L�R���<�D�Q�F�H�\���L�Q���K�L�V���S�H�U�V�R�Q�D�O���F�D�S�D�F�L�W�\����

���5�(�������������$�O�O���R�I���W�K�H���0�R�W�L�R�Q�V���W�R���'�L�V�P�L�V�V���D�U�J�X�H�G���W�K�D�W���'�H�I�H�Q�G�D�Q�W�V���K�D�G���I�D�L�O�H�G���W�R���V�W�D�W�H���D��

�F�O�D�L�P�� �D�V�� �D�� �P�D�W�W�H�U�� �R�I�� �O�D�Z���� �7�K�H���%�L�R�E�D�Q�N�� �'�H�I�H�Q�G�D�Q�W�V�� �D�G�G�L�W�L�R�Q�D�O�O�\�� �D�U�J�X�H�G�� �W�K�D�W�� �W�K�H��

�3�D�U�H�Q�W�V�� �O�D�F�N�H�G�� �V�W�D�Q�G�L�Q�J�� �W�R�� �E�U�L�Q�J� � �D� � �F�O�D�L�P� � � I�R�U� � �W�K�H� � �V�W�R�U�D�J�H� � �R� I� � �W�K�H�� �'�%�6�� �F�D�U�G�V���� �D�V�� �W�K�H��

�3�D�U�H�Q�W�V���K�D�G���Q�R�W���U�H�T�X�H�V�W�H�G���W�K�H���G�H�V�W�U�X�F�W�L�R�Q���R�I���V�D�P�H���D�Q�G���G�L�G���Q�R�W���D�O�O�H�J�H���D�Q�\���P�L�V�X�V�H���R�I��

�W�K�H���,�Q�I�D�Q�W�V�¶���'�%�6���F�D�U�G�V����
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�� �7�K�H�� �'�L�V�W�U�L�F�W�� �&�R�X�U�W�� �D�J�U�H�H�G�� �Z�L�W�K�� �W�K�H�� �Y�D�U�L�R�X�V�� �'�H�I�H�Q�G�D�Q�W�V�� �D�Q�G�� �J�U�D�Q�W�H�G�� �W�K�H�L�U��

�P�R�W�L�R�Q�V�� �W�R�� �G�L�V�P�L�V�V�� �R�Q�� �$�X�J�X�V�W�� ������ ������������ ���5�(�� ���������� �7�K�H�� �'�L�V�W�U�L�F�W�� �&�R�X�U�W�� �J�U�D�Q�W�H�G�� �W�K�H��

�P�R�W�L�R�Q�V���W�R���G�L�V�P�L�V�V���R�Q���W�K�H���J�U�R�X�Q�G�V���W�K�D�W���W�K�H���3�D�U�H�Q�W�V���K�D�G���Q�R�W���S�O�H�G���I�D�F�W�V���V�X�I�I�L�F�L�H�Q�W���W�R��

�V�K�R�Z���W�K�D�W���W�K�H���Q�H�Z�E�R�U�Q���E�O�R�R�G���V�F�U�H�H�Q�L�Q�J���Y�L�R�O�D�W�H�G���W�K�H���I�R�X�U�W�K���R�U���I�R�X�U�W�H�H�Q���D�P�H�Q�G�P�H�Q�W��

�U�L�J�K�W�V���R�I���W�K�H���3�D�U�H�Q�W�V���R�U���W�K�H���,�Q�I�D�Q�W�V�������5�(�������������7�K�H���'�L�V�W�U�L�F�W���&�R�X�U�W���I�X�U�W�K�H�U���K�H�O�G���W�K�D�W���W�K�H��

�3�D�U�H�Q�W�V���K�D�G���Q�R�W���G�H�P�R�Q�V�W�U�D�W�H�G���V�W�D�Q�G�L�Q�J���W�R���F�R�Q�W�H�V�W���W�R���V�W�R�U�D�J�H���R�I���W�K�H���'�%�6���F�D�U�G�V�������5�(��

�����������-�X�G�J�H�P�H�Q�W���G�L�V�P�L�V�V�L�Q�J���W�K�H���)�L�U�V�W���$�P�H�Q�G�H�G���&�R�P�S�O�D�L�Q�W���Z�L�W�K���S�U�H�M�X�G�L�F�H���Z�D�V���H�Q�W�H�U�H�G��

�W�K�D�W���V�D�P�H���G�D�\�������5�(�������������7�K�H���3�O�D�L�Q�W�L�I�I�V���I�L�O�H�G���D���&�O�D�L�P���R�I���$�S�S�H�D�O�����R�Q���$�X�J�X�V�W��������������������

�2�Q���-�X�Q�H���������������������W�K�H���6�L�[�W�K���&�L�U�F�X�L�W���&�R�X�U�W���R�I���$�S�S�H�D�O�V���X�S�K�H�O�G���W�K�H���G�L�V�P�L�V�V�D�O���L�Q���S�D�U�W���D�Q�G��

�U�H�Y�H�U�V�H�G�� �L�W�� �L�Q�� �S�D�U�W���� �U�H�W�X�U�Q�L�Q�J�� �W�K�H�� �P�D�W�W�H�U�� �W�R�� �W�K�H�� �'�L�V�W�U�L�F�W�� �&�R�X�U�W�� �W�R�� �O�R�R�N�� �D�W�� �Z�K�H�W�K�H�U��

�L�Q�M�X�Q�F�W�L�Y�H���R�U���G�H�F�O�D�U�D�W�R�U�\���U�H�O�L�H�I���Z�D�V���D�Y�D�L�O�D�E�O�H���W�R���W�K�H���3�O�D�L�Q�W�L�I�I�V���D�J�D�L�Q�V�W���W�K�H���L�Q�G�L�Y�L�G�X�D�O��

�G�H�I�H�Q�G�D�Q�W�V���L�Q���W�K�H�L�U���S�U�R�I�H�V�V�L�R�Q�D�O���F�D�S�D�F�L�W�L�H�V������

�&���� �7�K�H���3�R�O�L�F�\���&�K�D�O�O�H�Q�J�H�G����
��

�7�K�H���S�R�O�L�F�\�� �L�Q���T�X�H�V�W�L�R�Q���K�H�U�H���U�H�T�X�L�U�H�V���E�O�R�R�G���W�R���E�H���G�U�D�Z�Q���I�U�R�P���D�� �Q�H�Z�E�R�U�Q���� �D�W��

�Z�K�L�F�K���W�L�P�H���W�K�H���L�Q�I�D�Q�W���L�V���V�F�U�H�H�Q�H�G���I�R�U���R�Y�H�U���������F�R�Q�J�H�Q�L�W�D�O���F�R�Q�G�L�W�L�R�Q�V�����7�K�H���0�L�F�K�L�J�D�Q��

�3�X�E�O�L�F�� �+�H�D�O�W�K�� �&�R�G�H�� �U�H�T�X�L�U�H�V�� �W�K�D�W�� �Q�H�Z�E�R�U�Q�V�� �E�H�� �W�H�V�W�H�G�� �I�R�U�� �F�K�U�R�Q�L�F� � � G� L� V� R� U� G� H� U� V� �� � � 7� K� H� �

�V�W�D�W�X�W�H���D�W���L�V�V�X�H�����0�&�/�����������������������V�W�D�W�H�V�����L�Q���U�H�O�H�Y�D�Q�W���S�D�U�W������

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

���D�������3�K�H�Q�\�O�N�H�W�R�Q�X�U�L�D����
���E�������*�D�O�D�F�W�R�V�H�P�L�D����
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���F�������+�\�S�R�W�K�\�U�R�L�G�L�V�P����
���G�������0�D�S�O�H���V�\�U�X�S���X�U�L�Q�H���G�L�V�H�D�V�H����
���H�������%�L�R�W�L�Q�L�G�D�V�H���G�H�I�L�F�L�H�Q�F�\����
���I�������6�L�F�N�O�H���F�H�O�O���D�Q�H�P�L�D����
���J�������&�R�Q�J�H�Q�L�W�D�O���D�G�U�H�Q�D�O���K�\�S�H�U�S�O�D�V�L�D����
���K�������0�H�G�L�X�P���F�K�D�L�Q���D�F�\�O���F�R�H�Q�]�\�P�H���$���G�H�K�\�G�U�R�J�H�Q�D�V�H���G�H�I�L�F�L�H�Q�F�\����
���L�������2�W�K�H�U���W�U�H�D�W�D�E�O�H���E�X�W���R�W�K�H�U�Z�L�V�H���G�L�V�D�E�O�L�Q�J���F�R�Q�G�L�W�L�R�Q�V���D�V���G�H�V�L�J�Q�D�W�H�G���E�\��

�W�K�H���G�H�S�D�U�W�P�H�Q�W����
�0�&�/������������������������������

�7�K�H���E�O�R�R�G���G�U�D�Z�V���W�D�N�H�Q���I�U�R�P���Q�H�Z�E�R�U�Q�V���W�R���V�F�U�H�H�Q���I�R�U���F�R�Q�J�H�Q�L�W�D�O���G�L�V�H�D�V�H�V���R�U���G�L�V�R�U�G�H�U�V��

�D�U�H�� �V�H�O�I���H�Y�L�G�H�Q�W�O�\�� �G�R�Q�H�� �W�R�� �S�U�H�V�H�U�Y�H�� �W�K�H�� �S�X�E�O�L�F�� �K�H�D�O�W�K���� �,�I�� �W�K�H�� �U�H�V�X�O�W�V�� �R�I�� �D�� �W�H�V�W�� �F�R�P�H��

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

�S�H�U�V�R�Q��in loco parentis� ´� � �W�R� � �D�O�O�R�Z� � �W�K�H�P� � �W�R� � �G�H�W�H�U�P�L�Q�H� � �W�K�H� � �F�R�X�U�V�H� � �R� I� � �D�F�W�L�R�Q� � �W�R� � �W�D�N�H� �� �

�0�&�/�����������������������������)�X�U�W�K�H�U�����W�K�H���0�L�F�K�L�J�D�Q���S�U�R�F�H�V�V���L�V���R�Y�H�U�V�H�H�Q���E�\���D���F�R�P�P�L�W�W�H�H���R�I���W�H�Q��

�����������L�Q�G�L�Y�L�G�X�D�O�V�����0�&�/�����������������������7�K�H���F�R�P�P�L�W�W�H�H���F�R�Q�V�L�V�W�V���R�I���W�Z�R���P�H�P�E�H�U�V���I�U�R�P���W�K�H��

�J�H�Q�H�U�D�O�� �S�X�E�O�L�F�� �D�Q�G�� �R�Q�H�� �P�H�P�E�H�U�� �I�U�R�P�� �H�D�F�K�� �R�I�� �W�K�H�� �I�R�O�O�R�Z�L�Q�J�� �J�U�R�X�S�V���� �D�� �0�L�F�K�L�J�D�Q��

�Q�R�Q�S�U�R�I�L�W���K�H�D�O�W�K���F�D�U�H���F�R�U�S�R�U�D�W�L�R�Q�����W�K�H���0�L�F�K�L�J�D�Q���K�H�D�O�W�K���D�Q�G���K�R�V�S�L�W�D�O���D�V�V�R�F�L�D�W�L�R�Q�����W�K�H��

�0�L�F�K�L�J�D�Q�� �V�W�D�W�H�� �P�H�G�L�F�D�O�� �V�R�F�L�H�W�\�����W�K�H�� �0�L�F�K�L�J�D�Q�� �R�V�W�H�R�S�D�W�K�L�F�� �D�V�V�R�F�L�D�W�L�R�Q���� �0�'�+�+�6�¶�V��

�P�H�G�L�F�D�O�� �V�H�U�Y�L�F�H�V�� �D�G�P�L�Q�L�V�W�U�D�W�L�R�Q���� �0�'�+�+�6�¶�V�� �S�X�E�O�L�F�� �K�H�D�O�W�K�� �D�G�P�L�Q�L�V�W�U�D�W�L�R�Q���� �D��

�Q�H�R�Q�D�W�R�O�R�J�L�V�W�� �Z�L�W�K�� �H�[�S�H�U�L�H�Q�F�H�� �D�Q�G���E�D�F�N�J�U�R�X�Q�G�� �L�Q�� �Q�H�Z�E�R�U�Q�� �V�F�U�H�H�Q�L�Q�J���� �D�Q�G�� �K�H�D�O�W�K��

�P�D�L�Q�W�H�Q�D�Q�F�H���R�U�J�D�Q�L�]�D�W�L�R�Q�V����See���0�&�/������������������������

�2�Q�F�H���W�K�H���L�Q�L�W�L�D�O���V�F�U�H�H�Q�L�Q�J���L�V���G�R�Q�H�����W�K�H���O�D�Z���S�H�U�P�L�W�V���W�K�H���'�%�6���F�D�U�G�V���W�R���E�H���³�W�R���E�H��

�X�V�H�G���I�R�U���P�H�G�L�F�D�O���U�H�V�H�D�U�F�K���G�X�U�L�Q�J���W�K�H���U�H�W�H�Q�W�L�R�Q���S�H�U�L�R�G���H�V�W�D�E�O�L�V�K�H�G���X�Q�G�H�U���V�X�E�G�L�Y�L�V�L�R�Q��

���D������ �D�V�� �O�R�Q�J�� �D�V�� �W�K�H�� �P�H�G�L�F�D�O�� �U�H�V�H�D�U�F�K�� �L�V�� �F�R�Q�G�X�F�W�H�G�� �L�Q�� �D�� �P�D�Q�Q�H�U�� �W�K�D�W�� �S�U�H�V�H�U�Y�H�V�� �W�K�H��
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�F�R�Q�I�L�G�H�Q�W�L�D�O�L�W�\���R�I���W�K�H���W�H�V�W���V�X�E�M�H�F�W�V���D�Q�G���L�V���F�R�Q�V�L�V�W�H�Q�W���W�R���S�U�R�W�H�F�W���K�X�P�D�Q���V�X�E�M�H�F�W�V���I�U�R�P��

�U�H�V�H�D�U�F�K���U�L�V�N�V���X�Q�G�H�U���V�X�E�S�D�U�W���$���R�I���S�D�U�W���������R�I���V�X�E�F�K�D�S�W�H�U���$���R�I���W�L�W�O�H���������R�I���W�K�H���F�R�G�H���R�I��

�I�H�G�H�U�D�O���U�H�J�X�O�D�W�L�R�Q�V���´���0�&�/���������������������������E������

�7�K�H�� �'�%�6�� �F�D�U�G�V�� �D�U�H�� �V�H�Q�W�� �W�R�� �0�'�+�+�6�� �D�Q�G�� �S�O�D�F�H�G�� �L�Q�� �W�K�H�� �S�R�V�V�H�V�V�L�R�Q�� �R�I� � � W� K� H� �

�0�'�+�+�6���%�X�U�H�D�X���R�I���/�D�E�R�U�D�W�R�U�L�H�V�����7�K�H���G�U�L�H�G���E�O�R�R�G���V�S�R�W�V���D�U�H���D�W���W�K�D�W���W�L�P�H���X�Q�G�H�U���W�K�H��

�F�X�V�W�R�G�\���D�Q�G���F�R�Q�W�U�R�O���R�I���'�U�����6�D�Q�G�L�S���6�K�D�K�����$�W���W�K�D�W���S�R�L�Q�W�����W�H�V�W�V���D�U�H���F�R�Q�G�X�F�W�H�G���W�R���G�H�W�H�F�W��

�D�Q�G���O�H�D�U�Q���R�I���D�Q�\���P�D�O�D�G�L�H�V�����G�L�V�R�U�G�H�U�V�����R�U���G�L�V�H�D�V�H�V�����$�W���S�U�H�V�H�Q�W�����������G�L�I�I�H�U�H�Q�W���G�L�V�R�U�G�H�U�V��

�D�U�H���W�H�V�W�H�G���I�R�U�����L�Q�F�O�X�G�L�Q�J���F�\�V�W�L�F���I�L�E�U�R�V�L�V�����V�L�F�N�O�H���F�H�O�O���D�Q�H�P�L�D�����F�U�L�W�L�F�D�O���F�R�Q�J�H�Q�L�W�D�O���K�H�D�U�W��

�G�L�V�H�D�V�H�����D�Q�G���I�L�I�W�\���W�K�U�H�H���R�W�K�H�U���G�L�V�R�U�G�H�U�V�����3�U�H�V�H�Q�W�O�\�����S�D�U�H�Q�W�V���K�D�Y�H���W�K�H���R�S�W�L�R�Q���W�R���R�S�W���L�Q��

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

�F�K�L�O�G�U�H�Q�� �L�I�� �W�K�H�\�� �Z�L�V�K���� �W�K�H�\�� �P�D�\�� �U�H�I�X�V�H���� �D�Q�G�� �W�K�H�\�� �P�D�\�� �H�Y�H�Q�� �K�D�Y�H���W�K�H�� �'�%�6�� �F�D�U�G��

�G�H�V�W�U�R�\�H�G���H�Q�W�L�U�H�O�\�������(�[�������������)�U�R�P���W�K�H���V�W�D�W�H�¶�V���S�H�U�V�S�H�F�W�L�Y�H�����³�Z�K�H�Q���W�K�H���O�D�E�R�U�D�W�R�U�\���V�W�D�I�I��

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

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

�U�H�V�L�G�X�D�O�� �G�U�L�H�G�� �E�O�R�R�G�� �V�S�R�W�V�� �J�R�� �W�R�� �W�K�H�� �0�L�F�K�L�J�D�Q�� �1�H�R�Q�D�W�D�O�� �%�L�R�E�D�Q�N���Z�K�H�U�H�� �W�K�H�\�� �D�U�H��

�P�D�Q�D�J�H�G���I�R�U���W�K�H���S�X�U�S�R�V�H�V���R�I���0�L�F�K�L�J�D�Q���%�L�R�7�U�X�V�W���´�����(�[�����������'�H�S�����R�I���'�U�����6�D�U�D�K���/�\�R�Q��

�&�D�O�O�R�����S����������������������������

�'���� �5�R�O�H���R�I���W�K�H���%�L�R�E�D�Q�N����
��

�7�K�H�� �%�L�R�E�D�Q�N�� �L�Q�G�H�I�L�Q�L�W�H�O�\�� �V�W�R�U�H�V�� �W�K�H�� �,�Q�I�D�Q�W�V�¶�� �E�O�R�R�G�� �L�Q�� �D�� �W�H�P�S�H�U�D�W�X�U�H�� �D�Q�G��

�K�X�P�L�G�L�W�\���F�R�Q�W�U�R�O�O�H�G���I�D�F�L�O�L�W�\���L�Q���D�Q���D�U�H�D���L�Q���R�U���Q�H�D�U���:�D�\�Q�H���6�W�D�W�H���8�Q�L�Y�H�U�V�L�W�\���N�Q�R�Z�Q���D�V��
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�7�H�F�K���7�R�Z�Q�����'�U�����<�D�Q�F�H�\���W�H�V�W�L�I�L�H�G���W�K�D�W���³�6�R���W�K�H���%�L�R�E�D�Q�N���U�H�D�O�O�\���L�Q���V�L�P�S�O�H���W�H�U�P�V�����L�V���W�K�D�W��

�Z�H�¶�U�H���M�X�V�W���D���G�H�S�R�V�L�W�R�U�\�����D���V�W�R�U�D�J�H���D�U�H�D�����V�R���R�X�U���M�R�E���L�V���W�R���V�W�U�L�F�W�O�\���V�W�R�U�H���W�K�H���E�O�R�R�G���V�S�R�W�V����

�7�K�D�W�
�V���Z�K�D�W���Z�H���G�R���´�����(�[�����������S�����������������������������7�K�D�W���L�V���W�K�H���E�H�J�L�Q�Q�L�Q�J���D�Q�G���H�Q�G���R�I���Z�K�D�W���W�K�H��

�%�L�R�E�D�Q�N���G�R�H�V���Z�L�W�K���W�K�H���'�%�6���F�D�U�G�V�����5�H�V�H�D�U�F�K���U�H�T�X�H�V�W�V�����I�R�U���H�[�D�P�S�O�H�����D�U�H���E�H�\�R�Q�G���W�K�H��

�V�F�R�S�H�� �R�I�� �W�K�H�� �%�L�R�E�D�Q�N�¶�V�� �U�H�V�S�R�Q�V�L�E�L�O�L�W�L�H�V���� �'�U���� �<�D�Q�F�H�\�� �W�H�V�W�L�I�L�H�G�� �W�K�D�W�� �³�>�Z�@�K�H�Q�� �W�K�L�Q�J�V��

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

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

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

�V�S�R�W�V���I�R�U���Z�K�D�W�H�Y�H�U���U�H�V�H�D�U�F�K���S�X�U�S�R�V�H�V���´�����(�[�����������S�S������������������������������

������ �7�K�H���%�L�R�E�D�Q�N�¶�V���5�H�O�D�W�L�R�Q�V�K�L�S���:�L�W�K���7�K�H���6�W�D�W�H����
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�Z�R�X�O�G���O�R�V�H���W�K�D�W���D�E�L�O�L�W�\���W�R���G�R���L�W�������,�I���Z�H���K�D�G���W�R���U�X�Q���D���T�X�D�O�L�W�\���D�V�V�X�U�D�Q�F�H�����Z�H���Z�R�X�O�G���O�R�V�H��

�W�K�D�W�� �D�E�L�O�L�W�\�� �D�V�� �D�� �O�D�E�R�U�D�W�R�U�\���´�� ���(�[���� ������ �'�H�S�� �R�I�� �'�U���� �6�D�Q�G�L�S�� �6�K�D�K�����3�D�J�H�� ������������������������

�$�G�G�L�W�L�R�Q�D�O�O�\�����U�H�W�H�Q�W�L�R�Q���R�I���W�K�H���'�%�6���F�D�U�G�V���I�R�U���I�X�U�W�K�H�U���U�H�V�H�D�U�F�K���L�V���L�P�S�R�U�W�D�Q�W���W�R���D�O�O�R�Z��

�Q�H�Z���G�L�V�H�D�V�H�V���W�R���E�H���G�H�W�H�F�W�H�G�������7�K�L�V���L�V���G�H�H�S�O�\�����G�H�H�S�O�\���L�P�S�R�U�W�D�Q�W���Z�R�U�N�����$�V���Z�D�V���Q�R�W�H�G����

�³�>�W�@�K�L�V���U�H�V�R�X�U�F�H�V���L�V���V�R�P�H�W�K�L�Q�J���W�K�D�W���F�D�Q���E�H���X�V�H�G���W�R���L�G�H�Q�W�L�I�\���������W�R���D�L�G���L�Q���W�K�H���G�H�Y�H�O�R�S�P�H�Q�W��

�R�I�� �Q�H�Z�� �W�H�V�W�V�� �I�R�U�� �Q�H�Z�� �G�L�V�R�U�G�H�U�V���� �«�� �,�W�
�V�� �D�Q�� �L�P�S�R�U�W�D�Q�W�� �U�H�V�R�X�U�F�H�� �I�R�U�� �E�H�L�Q�J�� �D�E�O�H�� �W�R�� �«��

�G�H�Y�H�O�R�S���Q�H�Z���W�H�V�W�V���W�K�D�W���Z�R�X�O�G���H�Q�D�E�O�H���W�K�H���G�H�W�H�F�W�L�R�Q���R�I���V�H�Y�H�U�H���G�L�V�R�U�G�H�U�V���R�I���W�K�H���Q�H�Z�E�R�U�Q��

�S�H�U�L�R�G���W�K�U�R�X�J�K���W�K�H���Q�H�Z�E�R�U�Q���V�F�U�H�H�Q�L�Q�J���S�U�R�F�H�V�V���R�U���R�W�K�H�U���P�H�G�L�F�D�O���S�U�R�F�H�V�V�H�V���D�W���W�L�P�H���R�I��

�E�L�U�W�K���´�����(�[�����������S�����������������������������3�H�U���'�U�����6�K�D�K�����R�Q���W�K�H���D�Y�H�U�D�J�H�����D�E�R�X�W���W�Z�R���W�H�V�W�V���D�U�H���D�G�G�H�G��

�H�Y�H�U�\���\�H�D�U�������(�[�����������S����������������������

�)���� �7�K�H���3�O�D�L�Q�W�L�I�I�V�¶���(�[�S�H�U�L�H�Q�F�H���:�L�W�K���7�K�H���1�H�Z�E�R�U�Q���6�F�U�H�H�Q�L�Q�J���3�U�R�F�H�V�V����
��

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

�V�D�P�S�O�H�V���R�I���E�O�R�R�G�����N�Q�R�Z�Q���D�V���E�O�R�R�G���V�S�R�W�V�����L�Q���W�K�H���K�R�V�S�L�W�D�O�����D�I�W�H�U���W�K�H���,�Q�I�D�Q�W�V�¶���E�L�U�W�K�������7�K�H��

�,�Q�I�D�Q�W�V�¶���E�O�R�R�G���V�S�R�W�V���Z�H�U�H���W�K�H�Q���W�U�D�Q�V�I�H�U�U�H�G���Z�L�W�K�L�Q���������������K�R�X�U�V���R�I���E�L�U�W�K���W�R���D���I�L�O�W�H�U���S�D�S�H�U��
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�F�R�O�O�H�F�W�L�R�Q�� �G�H�Y�L�F�H�� �F�U�H�D�W�H�G�� �I�R�U�� �X�V�H�� �E�\�� �0�'�+�+�6�� �D�Q�G�� �N�Q�R�Z�Q�� �D�V�� �D�� �'�U�L�H�G�� �%�O�R�R�G�� �6�S�R�W��

���³�'�%�6�´�����F�D�U�G�����7�K�H���E�O�R�R�G���V�D�P�S�O�H���I�U�R�P���H�D�F�K���L�Q�I�D�Q�W���Z�D�V���W�K�H�Q���X�V�H�G���W�R���V�F�U�H�H�Q���I�R�U���G�R�]�H�Q�V��

�R�I���G�L�V�H�D�V�H�V���D�Q�G���R�U���G�L�V�R�U�G�H�U�V��������

�)�R�U���E�O�R�R�G���V�D�P�S�O�H�V���G�U�D�Z�Q���S�U�L�R�U���W�R���������������³�3�D�U�H�Q�W�V�����O�H�J�D�O���J�X�D�U�G�L�D�Q�V���R�I�����D�Q�G���R�U��

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

may request that their specimen not be used for any research,���E�\���F�R�Q�W�D�F�W�L�Q�J���'�&�+��

�E�\���W�H�O�H�S�K�R�Q�H���R�U���P�D�L�O���´�����(�[�������������$�I�W�H�U�������������W�K�H���0�'�+�+�6���S�R�O�L�F�\���R�Q���Q�H�Z�E�R�U�Q���V�F�U�H�H�Q�L�Q�J��

�Z�D�V�� �F�K�D�Q�J�H�G���W�R���U�H�T�X�L�U�H���S�D�U�H�Q�W�V���W�R���³�2�S�W���,�Q���´�� �P�H�D�Q�L�Q�J�� �S�D�U�H�Q�W�V���K�D�G���W�R���D�I�I�L�U�P�D�W�L�Y�H�O�\��

�S�H�U�P�L�W���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���'�%�6���W�R���E�H���X�V�H�G���I�R�U���U�H�V�H�D�U�F�K���S�X�U�S�R�V�H�V�������(�[������������ �)�X�U�W�K�H�U�����D�O�O��

�S�D�U�H�Q�W�V���D�U�H���L�Q�I�R�U�P�H�G�����³�<�R�X���P�D�\���D�V�N���I�R�U���\�R�X�U���V�S�R�W�V���W�R���E�H���G�H�V�W�U�R�\�H�G�����<�R�X���P�D�\���D�O�V�R��

�D�V�N���W�K�D�W���\�R�X�U���V�S�R�W�V���U�H�P�D�L�Q���V�W�R�U�H�G�����E�X�W���Q�R�W���X�V�H�G���L�Q���U�H�V�H�D�U�F�K�����3�O�H�D�V�H���F�D�O�O���0�'�+�+�6���I�R�U��

�P�R�U�H���G�H�W�D�L�O�V�����7�R�O�O���I�U�H�H�����������������������������������´�����(�[�������������7�K�H���3�D�U�H�Q�W�V���L�Q���W�K�L�V���P�D�W�W�H�U���K�D�Y�H��

�Q�R�W�� �H�O�H�F�W�H�G�� �W�R�� �R�S�W�� �R�X�W�� �R�I�� �W�H�V�W�L�Q�J���� �D�Q�G�� �W�K�H�\�� �K�D�Y�H�� �Q�R�W�� �U�H�T�X�H�V�W�H�G���W�K�H�� �'�%�6�� �F�D�U�G�V�� �E�H��

�G�H�V�W�U�R�\�H�G�������6�H�H�����H���J�����(�[������������������

������ �3�O�D�L�Q�W�L�I�I�V�¶���)�H�D�U�V���$�U�H���8�Q�I�R�X�Q�G�H�G����

�8�O�W�L�P�D�W�H�O�\���3�O�D�L�Q�W�L�I�I�V�¶���I�H�D�U�V���R�I���D�F�F�H�V�V���W�R���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���J�H�Q�H�W�L�F���L�Q�I�R�U�P�D�W�L�R�Q���L�V��

�X�Q�I�R�X�Q�G�H�G�����7�K�H���%�L�R�E�D�Q�N���G�R�H�V���Q�R�W���D�F�F�H�V�V���W�K�H���L�Q�I�R�U�P�D�W�L�R�Q���R�Q���W�K�H���'�%�6���F�D�U�G�V���D�W���D�O�O����

�Q�R�U���G�R���W�K�H�\���K�D�Y�H���D���Z�D�\���W�R���L�G�H�Q�W�L�I�\���D�Q���L�Q�G�L�Y�L�G�X�D�O���Z�K�R�V�H���'�%�6���F�D�U�G���L�V���V�W�R�U�H�G�������(�[����������

�S�����������������������������$�V���I�R�U���W�K�H���6�W�D�W�H���'�H�I�H�Q�G�D�Q�W�V�����³�:�H���G�R�Q�
�W���W�H�V�W���I�R�U���J�H�Q�H�W�L�F���S�U�R�I�L�O�H���R�I���D�Q��

�L�Q�G�L�Y�L�G�X�D�O�����Q�R�����7�K�H�V�H���D�U�H���I�L�[�H�G���������W�H�V�W�V�������7�K�D�W�
�V���W�K�H���R�Q�O�\���L�Q�I�R�U�P�D�W�L�R�Q���Z�H���K�D�Y�H�����D�Q�G��
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�W�K�H�\�� �D�U�H�� �D�O�O���L�Q�W�R���R�X�U���/�,�0�6�� �P�H�D�Q�L�Q�J�� �W�K�H���O�D�E�R�U�D�W�R�U�\�� �L�Q�I�R�U�P�D�W�L�R�Q���V�\�V�W�H�P���D�Q�G���L�W�
�V�� �D�O�O��

�K�L�J�K�O�\���V�H�F�X�U�H�������,�W�
�V���Q�R�W���H�Y�H�Q���R�Q���W�K�H���Z�H�E�������,�W�¶�V���Y�H�U�\���O�R�F�D�O�����U�L�J�K�W���K�H�U�H���R�Q���R�X�U���V�H�U�Y�H�U�V���D�Q�G��

�F�R�P�S�O�H�W�H�O�\���V�H�D�O�H�G���´�����(�[�����������S�S��������������������������������

������ �$�Q���$�O�W�H�U�Q�D�W�H���5�H�P�H�G�\���,�V���$�Y�D�L�O�D�E�O�H����

�3�O�D�L�Q�W�L�I�I�V���W�H�V�W�L�I�L�H�G���W�K�D�W���W�K�H�L�U���F�R�Q�F�H�U�Q�V���Z�R�X�O�G���E�H���D�G�G�U�H�V�V�H�G���E�\���W�K�H���G�H�V�W�U�X�F�W�L�R�Q��

�R�I���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���'�%�6���F�D�U�G�V�������6�H�H�����H���J�������(�[�����������'�H�S�R�V�L�W�L�R�Q���R�I���$�V�K�O�H�\���.�D�Q�X�V�]�H�Z�V�N�L����

�D�W�����������������������(�[�������������'�H�S�����2�I���6�K�D�Q�Q�R�Q���/�D�3�R�U�W�H���D�W�������������������������(�[�������������'�H�S�����2�I���/�\�Q�H�W�W�H��

�:�L�H�J�D�Q�G�� �D�W�� ������������������������ �)�R�U�W�X�Q�D�W�H�O�\�� �I�R�U�� �W�K�H�P���� �W�K�H�U�H�� �L�V�� �D�� �Q�R�Q���M�X�G�L�F�L�D�O�� �U�H�P�H�G�\��

�D�Y�D�L�O�D�E�O�H�����W�K�H�\���F�D�Q���U�H�T�X�H�V�W���W�K�H���G�H�V�W�U�X�F�W�L�R�Q���R�I���D���'�%�6���F�D�U�G�����'�U�����6�D�U�D�K���/�\�R�Q���&�D�O�O�R���R�I��

�0�'�+�+�6���W�H�V�W�L�I�L�H�G����

�4�� �� �� �� �$�Q�G�� �W�K�H�U�H���D�U�H�� �S�R�O�L�F�L�H�V���L�Q���S�O�D�F�H�� �Z�K�H�U�H�� �D�� �S�D�U�H�Q�W���R�U���D�� �V�X�E�M�H�F�W���� �\�R�X��
�N�Q�R�Z�����R�Q�F�H���W�K�H�\���U�H�D�F�K���W�K�H���D�J�H���R�I���P�D�M�R�U�L�W�\���� �F�D�Q���U�H�T�X�H�V�W���W�K�D�W���W�K�H���G�U�L�H�G��
�E�O�R�R�G���V�S�R�W���F�D�U�G�V���E�H���G�H�V�W�U�R�\�H�G�����F�R�U�U�H�F�W�"��
�$���������&�R�U�U�H�F�W����
�4���������$�Q�G���G�R�H�V���W�K�D�W���U�H�T�X�H�V�W���J�R���W�R���'�+�6���G�L�U�H�F�W�O�\�"��
�$����� � � � �<�H�V���� �� �,�W���J�R�H�V���W�R���W�K�H���0�L�F�K�L�J�D�Q��� '�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�������7�K�H�U�H���L�V���D���I�R�U�P�������7�K�H�U�H�
�V���Q�H�H�G���I�R�U���L�G�H�Q�W�L�I�L�F�D�W�L�R�Q�����\�R�X���N�Q�R�Z����
�G�U�L�Y�H�U�¶�V���O�L�F�H�Q�V�H�����E�L�U�W�K���F�H�U�W�L�I�L�F�D�W�H�����V�R���W�K�D�W���Z�H�
�U�H���D�V�V�X�U�L�Q�J���W�K�D�W���W�K�H���S�H�U�V�R�Q��
�Z�K�R���L�V���U�H�T�X�H�V�W�L�Q�J���G�H�V�W�U�X�F�W�L�R�Q���K�D�V���W�K�H���D�E�L�O�L�W�\���W�R���G�R���V�R���D�Q�G���W�K�D�W���Z�H�
�Y�H���J�R�W��
�W�K�H���U�L�J�K�W���P�D�W�H�U�L�D�O���D�V���Z�H�O�O����
���(�[�����������'�H�S�����2�I���6�D�U�D�K���/�\�R�Q���&�D�O�O�R�����S��������������������������

�$�P�D�]�L�Q�J�O�\�����Q�R�Q�H���R�I���W�K�H���3�O�D�L�Q�W�L�I�I�V���W�R�R�N���D�Q�\���D�F�W�L�R�Q���W�R���K�D�Y�H���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���'�%�6���F�D�U�G�V��

�G�H�V�W�U�R�\�H�G���� �D�Q�G�� �Q�R�Q�H�� �R�I�� �W�K�H�P�� �H�Y�H�Q�� �N�Q�H�Z�� �W�K�L�V�� �Z�D�V�� �D�Q�� �R�S�W�L�R�Q���� �2�Q�H�� �H�[�F�K�D�Q�J�H�� �Z�L�W�K��

�3�O�D�L�Q�W�L�I�I���$�V�K�O�H�\���.�D�Q�X�V�]�H�Z�V�N�L���Z�D�V���S�D�U�W�L�F�X�O�D�U�O�\���U�H�Y�H�D�O�L�Q�J��������

�4���������'�R���\�R�X���K�D�Y�H���D�Q�\���H�Y�L�G�H�Q�F�H���R�I���D�Q�\�E�R�G�\���X�V�L�Q�J���\�R�X�U���F�K�L�O�G�U�H�Q�
�V���'�1�$��
�I�R�U���D�Q�\�W�K�L�Q�J�"��
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�$���������1�R����
�4���������6�R���W�K�L�V���L�V���D���V�S�H�F�X�O�D�W�L�Y�H���U�L�V�N�����Q�R�W���D�Q���D�F�W�X�D�O���������Q�R�W���D�Q���D�F�W�X�D�O���F�R�Q�F�H�U�Q��
�W�K�D�W���\�R�X�
�Y�H���V�H�H�Q���K�D�S�S�H�Q���D�O�U�H�D�G�\�"��
�«��
�$���������<�H�V����
�4���������'�R���\�R�X���K�D�Y�H���D�Q�\���H�Y�L�G�H�Q�F�H���R�I���D�Q�\�R�Q�H�
�V���J�H�Q�H�W�L�F���L�Q�I�R�U�P�D�W�L�R�Q���E�H�L�Q�J��
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�W�K�H�L�U�� �D�E�L�O�L�W�\�� �W�R�� �G�L�U�H�F�W�� �P�H�G�L�F�D�O�� �G�H�F�L�V�L�R�Q�V�� �I�R�U�� �W�K�H�L�U�� �F�K�L�O�G�U�H�Q�� �Z�D�V�� �L�Q�� �D�Q�\�� �Z�D�\��

�F�R�P�S�U�R�P�L�V�H�G���� ��See, e.g������ �(�[���� ������ �S���� ���������������������� �(�[���� ������ �S�S���� �������������������������� �(�[���� �������� �S�S����
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�$���� �7�K�H���4�X�H�V�W�L�R�Q���%�H�I�R�U�H���W�K�H���&�R�X�U�W����
��

�� �7�K�H�� �R�Q�O�\�� �U�H�P�D�L�Q�L�Q�J�� �T�X�H�V�W�L�R�Q�� �E�H�I�R�U�H�� �W�K�L�V�� �&�R�X�U�W�� �L�V�� �Z�K�H�W�K�H�U�� �'�H�I�H�Q�G�D�Q�W�V�¶��

�V�X�E�V�H�T�X�H�Q�W�� �U�H�W�H�Q�W�L�R�Q���� �W�U�D�Q�V�I�H�U���� �D�Q�G�� �V�W�R�U�D�J�H�� �R�I�� �W�K�H�� �V�D�P�S�O�H�V�� �Y�L�R�O�D�W�H�� �W�K�H�� �3�O�D�L�Q�W�L�I�I�V�¶��

�I�X�Q�G�D�P�H�Q�W�D�O���U�L�J�K�W�V�� Kanuszewski v. Mich. HHS�������������)�����G���������������W�K���&�L�U���������������������$�V��

�W�K�H�� �6�L�[�W�K�� �&�L�U�F�X�L�W�� �F�D�U�H�I�X�O�O�\�� �L�Q�V�W�U�X�F�W�H�G���� �³�W�K�H�� �T�X�H�V�W�L�R�Q�V�� �R�Q�� �U�H�P�D�Q�G�� �>�D�U�H�@�� �Z�K�H�W�K�H�U�� �W�K�H��

�H�Y�L�G�H�Q�F�H���G�H�P�R�Q�V�W�U�D�W�H�V���W�K�D�W���'�H�I�H�Q�G�D�Q�W�V�¶���D�F�W�L�R�Q�V���L�Q�W�H�U�I�H�U�H�G���Z�L�W�K���W�K�H���S�D�U�H�Q�W�V�¶���U�L�J�K�W���W�R��

�G�L�U�H�F�W�� �W�K�H�L�U�� �F�K�L�O�G�U�H�Q�¶�V�� �P�H�G�L�F�D�O�� �F�D�U�H���� �D�Q�G���� �W�R�� �W�K�H�� �H�[�W�H�Q�W�� �W�K�H�\�� �G�L�G� � �L�Q�W�H�U� I�H�U�H� � �Z�L�W�K� � �W�K�H� �

�S�D�U�H�Q�W�V�¶�� �I�X�Q�G�D�P�H�Q�W�D�O�� �U�L�J�K�W�V���� �Z�K�H�W�K�H�U�� �W�K�R�V�H�� �D�F�W�L�R�Q�V�� �V�X�U�Y�L�Y�H�� �V�W�U�L�F�W�� �V�F�U�X�W�L�Q�\���´��Id������ �D�W��

���������� �$�V�� �D�S�S�O�L�H�G�� �W�R�� �'�U�����<�D�Q�F�H�\���� �W�K�H�� �T�X�H�V�W�L�R�Q�� �L�V�� �³�G�L�G�� �'�U���� �$�Q�W�R�Q�L�R�� �<�D�Q�F�H�\���� �L�Q�� �K�L�V��

�R�I�I�L�F�L�D�O���F�D�S�D�F�L�W�\���D�V���(�[�H�F�X�W�L�Y�H���'�L�U�H�F�W�R�U���R�I���W�K�H���0�L�F�K�L�J�D�Q���1�H�R�Q�D�W�D�O���%�L�R�E�D�Q�N�����Y�L�R�O�D�W�H��

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

�W�K�D�W���W�K�H�U�H���L�V���Q�R���T�X�H�V�W�L�R�Q���R�I���P�D�W�H�U�L�D�O���I�D�F�W���W�K�D�W���'�U�����<�D�Q�F�H�\���K�D�V���Q�R�W���W�D�N�H�Q���D�Q�\���D�F�W�L�R�Q���W�R��

�Y�L�R�O�D�W�H���W�K�H���U�L�J�K�W�V���R�I���3�O�D�L�Q�W�L�I�I�V�����Q�R�U���K�D�Y�H���W�K�H���3�O�D�L�Q�W�L�I�I�V�����E�\���W�K�H�L�U���R�Z�Q���D�G�P�L�V�V�L�R�Q�����K�D�G��

�W�K�H�L�U���D�E�L�O�L�W�\���W�R���G�L�U�H�F�W���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���P�H�G�L�F�D�O���F�D�U�H���L�Q�W�H�U�I�H�U�H�G���Z�L�W�K���E�\���W�K�H���D�F�W�L�R�Q�V���R�I��

�'�U�����<�D�Q�F�H�\������

�%���� �1�R���5�L�J�K�W�V���+�D�Y�H���%�H�H�Q���,�Q�W�H�U�I�H�U�H�G���:�L�W�K���%�\���'�U�����<�D�Q�F�H�\����
��
�� �7�K�H���6�L�[�W�K���&�L�U�F�X�L�W���D�V�N�H�G���Z�K�H�W�K�H�U���W�K�H���H�Y�L�G�H�Q�F�H���G�H�P�R�Q�V�W�U�D�W�H�V���W�K�D�W���'�H�I�H�Q�G�D�Q�W�V�¶��

�D�F�W�L�R�Q�V���L�Q�W�H�U�I�H�U�H�G���Z�L�W�K���W�K�H���S�D�U�H�Q�W�V�¶���U�L�J�K�W���W�R���G�L�U�H�F�W���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���P�H�G�L�F�D�O���F�D�U�H�����7�K�H��

�H�Y�L�G�H�Q�F�H���F�O�H�D�U�O�\���L�Q�G�L�F�D�W�H�V���W�K�D�W���3�O�D�L�Q�W�L�I�I�V���F�D�Q�Q�R�W���P�H�H�W���W�K�L�V���E�X�U�G�H�Q�����7�K�H�U�H���K�D�V���E�H�H�Q���Q�R��
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�L�Q�W�H�U�I�H�U�H�Q�F�H���Z�L�W�K���D�Q�\���R�I���W�K�H���U�L�J�K�W�V���R�I���W�K�H���3�O�D�L�Q�W�L�I�I�V�����D�Q�G���D�Q�\���³�L�Q�M�X�U�\�´���W�K�H�\���F�D�Q���S�R�L�Q�W��

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

�L�Q�M�X�U�\���R�U���L�Q�W�H�U�I�H�U�H�Q�F�H���Z�L�W�K���D���S�U�R�W�H�F�W�H�G���U�L�J�K�W������

������ �6�H�L�]�X�U�H���'�H�I�L�Q�H�G����

�� �$���³�V�H�L�]�X�U�H�´���R�I���S�U�R�S�H�U�W�\�����S�H�U���W�K�H���6�X�S�U�H�P�H���&�R�X�U�W�����R�F�F�X�U�V���Z�K�H�Q���³�W�K�H�U�H���L�V���V�R�P�H��

�P�H�D�Q�L�Q�J�I�X�O���L�Q�W�H�U�I�H�U�H�Q�F�H���Z�L�W�K���D�Q���L�Q�G�L�Y�L�G�X�D�O�¶�V���S�R�V�V�H�V�V�R�U�\���L�Q�W�H�U�H�V�W�V���L�Q���W�K�D�W���S�U�R�S�H�U�W�\���´��

United States v. Jacobsen���� �������� �8���6���� ���������� ���������� ������ �/���� �(�G���� ���G�� �������� �������� �6���� �&�W���� ����������

���������������� �$�� �Y�L�R�O�D�W�L�R�Q�� �R�I�� �W�K�H�� �)�R�X�U�W�K�� �$�P�H�Q�G�P�H�Q�W�¶�V�� �S�U�R�K�L�E�L�W�L�R�Q�� �D�J�D�L�Q�V�W�� �X�Q�U�H�D�V�R�Q�D�E�O�H��

�V�H�L�]�X�U�H�V���U�H�T�X�L�U�H�V���O�R�R�N�L�Q�J���W�R���W�K�H���W�R�W�D�O�L�W�\���R�I���W�K�H���F�L�U�F�X�P�V�W�D�Q�F�H�V�����³�0�R�U�H���V�L�J�Q�L�I�L�F�D�Q�W�O�\����

�µ�U�H�D�V�R�Q�D�E�O�H�Q�H�V�V�� �L�V�� �V�W�L�O�O�� �W�K�H�� �X�O�W�L�P�D�W�H�� �V�W�D�Q�G�D�U�G�¶�� �X�Q�G�H�U�� �W�K�H���)�R�X�U�W�K�� �$�P�H�Q�G�P�H�Q�W����

Camara, supra�����D�W�������������Z�K�L�F�K���P�H�D�Q�V���W�K�D�W���Q�X�P�H�U�R�X�V���V�H�L�]�X�U�H�V���R�I���W�K�L�V���W�\�S�H���Z�L�O�O���V�X�U�Y�L�Y�H��

�F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�� �V�F�U�X�W�L�Q�\�����$�V�� �L�V�� �W�U�X�H�� �L�Q�� �R�W�K�H�U�� �F�L�U�F�X�P�V�W�D�Q�F�H�V���� �W�K�H�� �U�H�D�V�R�Q�D�E�O�H�Q�H�V�V��

�G�H�W�H�U�P�L�Q�D�W�L�R�Q�� �Z�L�O�O�� �U�H�I�O�H�F�W�� �D�� �µ�F�D�U�H�I�X�O�� �E�D�O�D�Q�F�L�Q�J�� �R�I�� �J�R�Y�H�U�Q�P�H�Q�W�D�O� � � D� Q� G� � � S� U� L� Y� D� W� H� �

�L�Q�W�H�U�H�V�W�V���¶��T. L. O., supra�����D�W�����������´��Soldal v. Cook County�������������8���6��������������������������

������ �7�K�H�� �3�D�U�H�Q�W�V�¶�� �5�L�J�K�W�� �7�R�� �0�D�N�H�� �0�H�G�L�F�D�O�� �'�H�F�L�V�L�R�Q�V�� �+�D�V�� �1�R�W�� �%�H�H�Q��
�,�Q�W�H�U�I�H�U�H�G���:�L�W�K���%�\���'�U�����<�D�Q�F�H�\����

��
�� �$�V�� �Q�R�W�H�G���� �W�K�H�� �6�L�[�W�K�� �&�L�U�F�X�L�W�� �U�H�P�D�Q�G�H�G�� �W�K�L�V�� �P�D�W�W�H�U�� �I�R�U�� �W�H�V�W�L�P�R�Q�\�� �U�H�J�D�U�G�L�Q�J��

�Z�K�H�W�K�H�U���W�K�H���Q�H�Z�E�R�U�Q���V�F�U�H�H�Q�L�Q�J���S�U�R�J�U�D�P���L�Q�W�H�U�I�H�U�H�G���Z�L�W�K���W�K�H���S�D�U�H�Q�W�V�¶���U�L�J�K�W���W�R���G�L�U�H�F�W��

�W�K�H�L�U�� �F�K�L�O�G�U�H�Q�¶�V�� �P�H�G�L�F�D�O�� �F�D�U�H���� �$�I�W�H�U�� �G�L�V�F�R�Y�H�U�\���� �L�W�� �L�V�� �F�O�H�D�U�� �W�K�H�� �S�U�R�J�U�D�P�� �G�L�G�� �Q�R�W��

�L�Q�W�H�U�I�H�U�H�����:�K�H�Q���D�V�N�H�G���S�R�L�Q�W���E�O�D�Q�N���Z�K�H�W�K�H�U���W�K�H���Q�H�Z�E�R�U�Q���V�F�U�H�H�Q�L�Q�J���S�U�R�J�U�D�P���D�Q�G���W�K�H��

�V�W�R�U�D�J�H���R�I���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���'�%�6���F�D�U�G�V���L�Q�W�H�U�I�H�U�H�G���Z�L�W�K���W�K�H�L�U���D�E�L�O�L�W�\���W�R���G�L�U�H�F�W���P�H�G�L�F�D�O��
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�G�H�F�L�V�L�R�Q�V���I�R�U���W�K�H�L�U���F�K�L�O�G�U�H�Q���W�K�H���3�D�U�H�Q�W�V���D�O�O���V�D�L�G���W�K�D�W���L�W���G�L�G���Q�R�W���L�Q�W�H�U�I�H�U�H������See, e.g�������(�[����

�������S���������������������������(�[���������S�S�������������������������������(�[�������������S�S���������������������������������,�Q�G�H�H�G�����D�V�L�G�H���I�U�R�P��

�W�K�R�V�H�� �R�X�W�U�L�J�K�W�� �D�G�P�L�V�V�L�R�Q�V���� �Q�R�W�� �R�Q�H�� �R�I�� �W�K�H�� �3�D�U�H�Q�W�V�� �F�D�Q�� �S�R�L�Q�W�� �W�R���D�� �F�R�Q�F�U�H�W�H���� �Q�R�Q��

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

�R�Q���H�Y�L�G�H�Q�F�H�����E�X�W���I�H�D�U����

�4���������'�R���\�R�X���K�D�Y�H���D�Q�\���H�Y�L�G�H�Q�F�H���R�I���D�Q�\�E�R�G�\���X�V�L�Q�J���\�R�X�U���F�K�L�O�G�U�H�Q�
�V���'�1�$��
�I�R�U���D�Q�\�W�K�L�Q�J�"��
�$���������1�R����
�4���������6�R���W�K�L�V���L�V���D���V�S�H�F�X�O�D�W�L�Y�H���U�L�V�N�����Q�R�W���D�Q���D�F�W�X�D�O���������Q�R�W���D�Q���D�F�W�X�D�O���F�R�Q�F�H�U�Q��
�W�K�D�W���\�R�X�
�Y�H���V�H�H�Q���K�D�S�S�H�Q���D�O�U�H�D�G�\�"��
�«��
�$���������<�H�V����
�4���������'�R���\�R�X���K�D�Y�H���D�Q�\���H�Y�L�G�H�Q�F�H���R�I���D�Q�\�R�Q�H�¶�V���J�H�Q�H�W�L�F���L�Q�I�R�U�P�D�W�L�R�Q���E�H�L�Q�J��
�R�E�W�D�L�Q�H�G���I�U�R�P���W�K�H���Q�H�Z�E�R�U�Q���V�F�U�H�H�Q�L�Q�J���S�U�R�J�U�D�P�"��
�$���������1�R����
���(�[�����������$�V�K�O�H�\���.�D�Q�X�V�]�H�Z�V�N�L���'�H�S�������S�S��������������������������������
��

�7�K�H���F�R�Q�F�H�U�Q�V���±���W�K�D�W���W�K�H���V�S�H�F�L�P�H�Q�V��might �E�H���X�V�H�G���I�R�U���U�H�V�H�D�U�F�K���±���D�U�H���V�S�H�F�X�O�D�W�L�Y�H���D�Q�G��

�K�\�S�R�W�K�H�W�L�F�D�O���� �(�Y�H�Q�� �L�I�� �W�K�H�\�� �Z�H�U�H���Q�R�W�� �K�\�S�R�W�K�H�W�L�F�D�O���� �'�U���� �<�D�Q�F�H�\�� �G�R�H�V�� �Q�R�W�� �K�D�Y�H�� �W�K�H��

�D�X�W�K�R�U�L�W�\�� �W�R�� �U�H�P�H�G�\�� �W�K�H�L�U�� �K�D�U�P���� �W�K�H�� �%�L�R�%�D�Q�N�� �P�H�U�H�O�\�� �V�W�R�U�H�V�� �W�K�H�� �'�%�6�� �F�D�U�G�V�� �D�W�� �W�K�H��

�G�L�U�H�F�W�L�R�Q���R�I���0�'�+�+�6�����)�X�U�W�K�H�U�P�R�U�H�����W�K�H�U�H���L�V���D���U�H�P�H�G�\���D�Y�D�L�O�D�E�O�H���R�X�W�V�L�G�H���R�I���O�L�W�L�J�D�W�L�R�Q��

�W�R���S�U�H�Y�H�Q�W���W�K�L�V���V�S�H�F�X�O�D�W�L�Y�H���K�D�U�P���I�U�R�P���R�F�F�X�U�U�L�Q�J�����W�K�H���3�D�U�H�Q�W�V���F�D�Q���V�L�P�S�O�\���U�H�T�X�H�V�W���W�K�D�W��

�W�K�H���'�%�6���F�D�U�G�V���H�L�W�K�H�U���Q�R�W���E�H���X�V�H�G�����R�U���W�K�H�\���E�H���G�H�V�W�U�R�\�H�G���H�Q�W�L�U�H�O�\����

�D���� �$�Q�\���$�O�O�H�J�H�G���,�Q�M�X�U�L�H�V���$�U�H���&�R�Q�M�H�F�W�X�U�H����

�3�O�D�L�Q�W�L�I�I�V�� �I�D�L�O�V�� �W�R�� �G�H�P�R�Q�V�W�U�D�W�H�� �D�Q�\�� �D�F�W�X�D�O�� �R�U�� �L�P�P�L�Q�H�Q�W�� �K�D�U�P�� �F�D�X�V�H�G�� �E�\�� �'�U����

�<�D�Q�F�H�\���� �³�$�F�W�X�D�O�� �R�U�� �L�P�P�L�Q�H�Q�W�´�� �G�D�P�D�J�H�V�� �U�H�T�X�L�U�H�� �W�K�D�W�� �W�K�H�� �K�D�U�P�� �K�D�V���K�D�S�S�H�Q�H�G�� �R�U�� �L�V��
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�V�X�I�I�L�F�L�H�Q�W�O�\�� �W�K�U�H�D�W�H�Q�L�Q�J���� �D�Q�G�� �Q�R�W�� �P�H�U�H�O�\�� �W�K�D�W�� �L�W�� �P�D�\�� �R�F�F�X�U�� �D�W�� �V�R�P�H�� �I�X�W�X�U�H�� �W�L�P�H���� �$��

�S�O�D�L�Q�W�L�I�I���Z�K�R���K�D�V���E�H�H�Q���V�X�E�M�H�F�W���W�R���L�Q�M�X�U�L�R�X�V���F�R�Q�G�X�F�W���R�I���R�Q�H���N�L�Q�G���G�R�H�V���Q�R�W���S�R�V�V�H�V�V�����E�\��

�Y�L�U�W�X�H���R�I�� �W�K�D�W���L�Q�M�X�U�\���� �W�K�H���Q�H�F�H�V�V�D�U�\�� �V�W�D�N�H���W�R���O�L�W�L�J�D�W�L�Q�J���F�R�Q�G�X�F�W���W�R���Z�K�L�F�K���K�H���K�D�V���Q�R�W��

�E�H�H�Q���V�X�E�M�H�F�W�����U�H�J�D�U�G�O�H�V�V���R�I���K�R�Z���V�L�P�L�O�D�U���W�K�H���K�D�U�P�V�����6�H�H��Moose Lodge No. 107 v. Irvis����

�������� �8���6���� ���������� ���������������� ���������������� ���2�I�� �F�R�X�U�V�H���� �³�>�R�Q�H�@�� �G�R�H�V�� �Q�R�W�� �K�D�Y�H���W�R���D�Z�D�L�W�� �W�K�H��

�F�R�Q�V�X�P�P�D�W�L�R�Q�� �R�I�� �W�K�U�H�D�W�H�Q�H�G�� �L�Q�M�X�U�\�� �W�R�� �R�E�W�D�L�Q�� �S�U�H�Y�H�Q�W�L�Y�H�� �U�H�O�L�H�I���´��Pennsylvania v. 

West Virginia�������������8���6���������������������������������������T�X�R�W�H�G���L�Q��Babbitt v.��Farm Workers������������

�8���6�����������������������������������������³�>�7�K�H�@���T�X�H�V�W�L�R�Q���E�H�F�R�P�H�V���Z�K�H�W�K�H�U���D�Q�\���S�H�U�F�H�L�Y�H�G���W�K�U�H�D�W���«���L�V��

�V�X�I�I�L�F�L�H�Q�W�O�\�� �U�H�D�O�� �D�Q�G�� �L�P�P�H�G�L�D�W�H�� �W�R�� �V�K�R�Z�� �D�Q�� �H�[�L�V�W�L�Q�J�� �F�R�Q�W�U�R�Y�H�U�V�\…�´��

O'Shea���Y����Littleton�������������8���6��������������������������������������

�7�K�H�� �6�W�D�W�H�� �R�I�� �0�L�F�K�L�J�D�Q�� �'�H�S�D�U�W�P�H�Q�W�� �R�I�� �&�R�P�P�X�Q�L�W�\�� �+�H�D�O�W�K�¶�V�� �3�R�O�L�F�\�� �D�Q�G��

�3�U�R�F�H�G�X�U�H�� �R�Q�� �1�H�Z�E�R�U�Q�� �6�F�U�H�H�Q�L�Q�J�� �6�S�H�F�L�P�H�Q�V���� �H�I�I�H�F�W�L�Y�H�� �6�H�S�W�H�P�E�H�U�� ������ ���������� �V�W�D�W�H�V����

�F�O�H�D�U�O�\�� �D�Q�G�� �X�Q�D�P�E�L�J�X�R�X�V�O�\���� �W�K�D�W�� �Q�R�W�� �R�Q�O�\�� �F�D�Q�� �D�� �S�D�U�H�Q�W�� �R�U�� �J�X�D�U�G�L�D�Q�� �U�H�T�X�H�V�W�� �W�K�D�W�� �D��

�E�O�R�R�G�� �V�S�H�F�L�P�H�Q�� �Q�R�W�� �E�H�� �X�V�H�G�� �I�R�U�� �U�H�V�H�D�U�F�K���� �E�X�W�� �D�O�V�R�� �W�K�D�W�� �W�K�H�\�� �F�D�Q� � � U� H� T� X� H� V� W� � � W� K� D� W� � � W� K� H� �

�V�S�H�F�L�P�H�Q���E�H���G�H�V�W�U�R�\�H�G�����7�K�H���S�R�O�L�F�\���U�H�D�G�V���L�Q���U�H�O�H�Y�D�Q�W���S�D�U�W����

�7�K�H���'�&�+���Z�L�O�O���P�D�L�Q�W�D�L�Q�����R�U���F�D�X�V�H���W�R���E�H���V�W�R�U�H�G�����Q�H�Z�E�R�U�Q���V�F�U�H�H�Q�L�Q�J���G�U�L�H�G��
�E�O�R�R�G�� �V�S�R�W�V�� �L�Q�G�H�I�L�Q�L�W�H�O�\���� �3�D�U�H�Q�W� V� �� � � O� H� J� D� O� � � J� X� D� U� G� L� D� Q� V� � � R� I� �� � � D� Q� G� �� R� U� � � S�H�U�V�R�Q�V��
�I�U�R�P�� �Z�K�R�P�� �W�K�H�� �V�S�H�F�L�P�H�Q�� �Z�D�V�� �F�R�O�O�H�F�W�H�G�� �D�I�W�H�U�� �U�H�D�F�K�L�Q�J�� �W�K�H�� �D�J�H�� �R�I��
�P�D�M�R�U�L�W�\����may request that their specimen not be used for any 
research,�� �E�\�� �F�R�Q�W�D�F�W�L�Q�J�� �'�&�+�� �E�\�� �W�H�O�H�S�K�R�Q�H�� �R�U�� �P�D�L�O���� �3�D�U�H�Q�W�V���� �O�H�J�D�O��
�J�X�D�U�G�L�D�Q�V�� �R�I���� �D�Q�G���R�U�� �S�H�U�V�R�Q�V�� �I�U�R�P�� �Z�K�R�P�� �W�K�H�� �V�S�H�F�L�P�H�Q�� �Z�D�V�� �F�R�O�O�H�F�W�H�G��
�D�I�W�H�U���U�H�D�F�K�L�Q�J���W�K�H���D�J�H���R�I���P�D�M�R�U�L�W�\����may request that their specimen be 
destroyed �E�\���S�U�R�Y�L�G�L�Q�J���W�K�H���Q�D�P�H�����G�D�W�H���R�I���E�L�U�W�K���D�Q�G���W�K�H�L�U���U�H�O�D�W�L�R�Q�V�K�L�S���W�R��
�W�K�H���L�Q�G�L�Y�L�G�X�D�O���I�U�R�P���Z�K�R�P���W�K�H���V�S�H�F�L�P�H�Q���Z�D�V���F�R�O�O�H�F�W�H�G���D�Q�G���P�X�V�W���S�U�R�Y�L�G�H��
�F�R�S�L�H�V�� �R�I�� �W�K�H�� �L�Q�G�L�Y�L�G�X�D�O�¶�V�� �E�L�U�W�K�� �F�H�U�W�L�I�L�F�D�W�H�� �D�Q�G�� �D�� �J�R�Y�H�U�Q�P�H�Q�W���L�V�V�X�H�G��
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�L�G�H�Q�W�L�I�L�F�D�W�L�R�Q�� ���H���J������ �G�U�L�Y�H�U�V�� �O�L�F�H�Q�V�H�� �R�U�� �S�D�V�V�S�R�U�W���� �W�R�� �F�R�Q�I�L�U�P�� �W�K�D�W�� �W�K�H�\��
�K�D�Y�H���D�X�W�K�R�U�L�W�\���W�R���P�D�N�H���V�X�F�K���D���U�H�T�X�H�V�W������
���(�[�����������H�P�S�K�D�V�L�V���V�X�S�S�O�L�H�G��������

��
�$�G�G�L�W�L�R�Q�D�O�O�\���� �X�Q�G�H�U�� �0�&�/�� �������������������� �Z�K�L�O�H�� �'�%�6�� �F�D�U�G�V�� �P�D�\�� �E�H�� �X�V�H�G�� �I�R�U�� �P�H�G�L�F�D�O��

�U�H�V�H�D�U�F�K�����W�K�L�V���F�D�Q���R�Q�O�\���E�H���G�R�Q�H���³�D�V���O�R�Q�J���D�V���W�K�H���P�H�G�L�F�D�O���U�H�V�H�D�U�F�K���L�V���F�R�Q�G�X�F�W�H�G���L�Q���D��

�P�D�Q�Q�H�U�� �W�K�D�W�� �S�U�H�V�H�U�Y�H�V�� �W�K�H�� �F�R�Q�I�L�G�H�Q�W�L�D�O�L�W�\�� �R�I�� �W�K�H�� �W�H�V�W�� �V�X�E�M�H�F�W�V���D�Q�G�� �L�V�� �F�R�Q�V�L�V�W�H�Q�W�� �W�R��

�S�U�R�W�H�F�W���K�X�P�D�Q���V�X�E�M�H�F�W�V���I�U�R�P���U�H�V�H�D�U�F�K���U�L�V�N�V���X�Q�G�H�U���V�X�E�S�D�U�W���$���R�I���S�D�U�W���������R�I���V�X�E�F�K�D�S�W�H�U��

�$���R�I���W�L�W�O�H���������R�I���W�K�H���F�R�G�H���R�I���I�H�G�H�U�D�O���U�H�J�X�O�D�W�L�R�Q�V���´���0�&�/���������������������������E�������1�R�W���R�Q�O�\���D�U�H��

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

�E�X�W���X�Q�G�H�U���W�K�H�������������S�R�O�L�F�\���W�K�H�\���K�D�Y�H���W�K�H���R�S�W�L�R�Q���W�R���R�S�W���R�X�W���D�Q�G���K�D�Y�H���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V��

�E�O�R�R�G���V�D�P�S�O�H�V���G�H�V�W�U�R�\�H�G���H�Q�W�L�U�H�O�\������

�&���� �(�Y�H�Q���,�I���3�O�D�L�Q�W�L�I�I�V�¶���5�L�J�K�W�V���+�D�Y�H���%�H�H�Q���,�Q�W�H�U�I�H�U�H�G���:�L�W�K�����7�K�H���3�R�O�L�F�\��
�6�X�U�Y�L�Y�H�V���6�W�U�L�F�W���6�F�U�X�W�L�Q�\����

����
������ �7�K�H�U�H���L�V���$���&�R�P�S�H�O�O�L�Q�J���6�W�D�W�H���,�Q�W�H�U�H�V�W����

�,�W���L�V���X�Q�G�L�V�S�X�W�H�G���W�K�D�W���W�K�H���V�W�D�W�H�V���U�H�W�D�L�Q���W�K�H���D�X�W�K�R�U�L�W�\���W�R���S�D�V�V���O�D�Z�V���W�R���S�U�R�W�H�F�W���W�K�H��

�S�X�E�O�L�F���K�H�D�O�W�K�����7�K�H���6�X�S�U�H�P�H���&�R�X�U�W���L�Q��Jacobson v. Massachusetts�������������8���6��������������������������

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

�S�R�[�����V�W�D�W�H�G���W�K�D�W����

�7�K�H���D�X�W�K�R�U�L�W�\���R�I���W�K�H���6�W�D�W�H���W�R���H�Q�D�F�W���W�K�L�V���V�W�D�W�X�W�H���L�V���W�R���E�H���U�H�I�H�U�U�H�G���W�R���Z�K�D�W��
�L�V���F�R�P�P�R�Q�O�\���F�D�O�O�H�G���W�K�H���S�R�O�L�F�H���S�R�Z�H�U���±���D���S�R�Z�H�U���Z�K�L�F�K���W�K�H���6�W�D�W�H���G�L�G���Q�R�W��
�V�X�U�U�H�Q�G�H�U�� �Z�K�H�Q�� �E�H�F�R�P�L�Q�J�� �D�� �P�H�P�E�H�U�� �R�I�� �W�K�H�� �8�Q�L�R�Q�� �X�Q�G�H�U�� �W�K�H��
�&�R�Q�V�W�L�W�X�W�L�R�Q���� �$�O�W�K�R�X�J�K�� �W�K�L�V�� �F�R�X�U�W���K�D�V�� �U�H�I�U�D�L�Q�H�G�� �I�U�R�P�� �D�Q�\�� �D�W�W�H�P�S�W�� �W�R��
�G�H�I�L�Q�H�� �W�K�H�� �O�L�P�L�W�V�� �R�I�� �W�K�D�W�� �S�R�Z�H�U���� �\�H�W�� �L�W�� �K�D�V�� �G�L�V�W�L�Q�F�W�O�\�� �U�H�F�R�J�Q�L�]�H�G�� �W�K�H��
�D�X�W�K�R�U�L�W�\���R�I���D���6�W�D�W�H���W�R���H�Q�D�F�W���T�X�D�U�D�Q�W�L�Q�H���O�D�Z�V���D�Q�G���³�K�H�D�O�W�K���O�D�Z�V���R�I���H�Y�H�U�\��
�G�H�V�F�U�L�S�W�L�R�Q���´���«���$�F�F�R�U�G�L�Q�J���W�R���V�H�W�W�O�H�G���S�U�L�Q�F�L�S�O�H�V���W�K�H���S�R�O�L�F�H���S�R�Z�H�U���R�I���D��
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�6�W�D�W�H�� �P�X�V�W�� �E�H�� �K�H�O�G�� �W�R�� �H�P�E�U�D�F�H���� �D�W�� �O�H�D�V�W���� �V�X�F�K�� �U�H�D�V�R�Q�D�E�O�H�� �U�H�J�X�O�D�W�L�R�Q�V��
�H�V�W�D�E�O�L�V�K�H�G���G�L�U�H�F�W�O�\���E�\���O�H�J�L�V�O�D�W�L�Y�H���H�Q�D�F�W�P�H�Q�W���D�V���Z�L�O�O���S�U�R�W�H�F�W���W�K�H���S�X�E�O�L�F��
�K�H�D�O�W�K���D�Q�G���W�K�H���S�X�E�O�L�F���V�D�I�H�W�\����
Jacobson v. Massachusetts�����D�W����������������internal citations omitted.  
��

�7�K�H��Jacobson���&�R�X�U�W���F�R�Q�W�L�Q�X�H�G�����V�W�D�W�L�Q�J���W�K�D�W���³�W�K�H���O�L�E�H�U�W�\���V�H�F�X�U�H�G���E�\���W�K�H���&�R�Q�V�W�L�W�X�W�L�R�Q��

�R�I�� �W�K�H�� �8�Q�L�W�H�G�� �6�W�D�W�H�V�� �W�R�� �H�Y�H�U�\�� �S�H�U�V�R�Q�� �Z�L�W�K�L�Q�� �L�W�V�� �M�X�U�L�V�G�L�F�W�L�R�Q�� �G�R�H�V�� �Q�R�W�� �L�P�S�R�U�W�� �D�Q��

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

�I�U�R�P�� �U�H�V�W�U�D�L�Q�W���� �7�K�H�U�H�� �D�U�H�� �P�D�Q�L�I�R�O�G�� �U�H�V�W�U�D�L�Q�W�V�� �W�R�� �Z�K�L�F�K�� �H�Y�H�U�\�� �S�H�U�V�R�Q�� �L�V�� �Q�H�F�H�V�V�D�U�L�O�\��

�V�X�E�M�H�F�W���I�R�U���W�K�H���F�R�P�P�R�Q���J�R�R�G�����2�Q���D�Q�\���R�W�K�H�U���E�D�V�L�V���R�U�J�D�Q�L�]�H�G���V�R�F�L�H�W�\���F�R�X�O�G���Q�R�W���H�[�L�V�W��

�Z�L�W�K���V�D�I�H�W�\���W�R���L�W�V���P�H�P�E�H�U�V���´��Jacobson,���D�W����������

�� �0�L�F�K�L�J�D�Q�� �F�R�X�U�W�V�� �K�D�Y�H�� �D�G�R�S�W�H�G�� �W�K�H�� �S�R�O�L�F�\�� �J�R�D�O�V�� �H�V�S�R�X�V�H�G�� �E�\��Jacobson���� �D�Q�G��

�K�D�Y�H���K�H�O�G���W�K�D�W���W�K�H���V�W�D�W�H���K�D�V���E�U�R�D�G���D�X�W�K�R�U�L�W�\���W�R���H�Q�D�F�W���O�H�J�L�V�O�D�W�X�U�H���W�R���S�U�R�W�H�F�W���W�K�H���S�X�E�O�L�F��

�K�H�D�O�W�K�����,�Q��Rogowski v. Detroit�������������0�L�F�K�����������������������������W�K�H���0�L�F�K�L�J�D�Q���6�X�S�U�H�P�H���&�R�X�U�W��

�X�S�K�H�O�G���W�K�H���&�L�W�\���R�I���'�H�W�U�R�L�W�¶�V���I�O�X�R�U�L�G�D�W�L�R�Q���R�U�G�L�Q�D�Q�F�H�����F�L�W�L�Q�J���W�R��Jacobson �D�Q�G���V�W�D�W�L�Q�J��

�³�:�L�W�K���U�H�V�S�H�F�W���W�R���W�K�H���F�K�L�H�I���F�R�Q�W�U�R�Y�H�U�V�\���K�H�U�H�L�Q�����Z�K�H�W�K�H�U���W�K�H���R�U�G�L�Q�D�Q�F�H���L�V���D���U�H�D�V�R�Q�D�E�O�H��

�D�Q�G���O�D�Z�I�X�O���H�[�H�U�F�L�V�H���R�I���W�K�H���S�R�O�L�F�H���S�R�Z�H�U���D�Q�G���K�H�Q�F�H���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�����L�W���L�V���I�R�U�W�X�Q�D�W�H�����I�R�U��

�R�X�U���J�X�L�G�D�Q�F�H�����W�K�D�W���W�K�H���6�X�S�U�H�P�H���&�R�X�U�W���R�I���W�K�H���8�Q�L�W�H�G���6�W�D�W�H�V���K�D�V���V�S�R�N�H�Q���L�Q��Jacobson 

v. Massachusetts���� �������� �8���6���� ������ �������� �6�� �&�W�� ���������� ������ �/�� �H�G�� �����������´��Rogowski�� �D�W�� ����������

Rogowski �F�R�Q�W�L�Q�X�H�G�� �W�R�� �T�X�R�W�H��Jacobson �D�W�� �J�U�H�D�W�� �O�H�Q�J�W�K���� �G�H�I�H�U�U�L�Q�J�� �W�R�� �W�K�H�� �S�R�O�L�F�\��

�G�H�F�L�V�L�R�Q�V���U�H�D�F�K�H�G���E�\���W�K�H���O�H�J�L�V�O�D�W�X�U�H���L�Q���V�W�D�W�L�Q�J���³�>�W�@�K�H���F�R�X�U�W���Z�R�X�O�G���X�V�X�U�S���W�K�H���I�X�Q�F�W�L�R�Q�V��

�R�I�� �D�Q�R�W�K�H�U�� �E�U�D�Q�F�K�� �R�I�� �J�R�Y�H�U�Q�P�H�Q�W�� �L�I�� �L�W�� �D�G�M�X�G�J�H�G���� �D�V�� �P�D�W�W�H�U�� �R�I�� �O�D�Z���� �W�K�D�W�� �W�K�H�� �P�R�G�H��

�D�G�R�S�W�H�G���X�Q�G�H�U���W�K�H���V�D�Q�F�W�L�R�Q���R�I���W�K�H���6�W�D�W�H�����W�R���S�U�R�W�H�F�W���W�K�H���S�H�R�S�O�H���D�W���O�D�U�J�H�����Z�D�V���D�U�E�L�W�U�D�U�\��
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�D�Q�G���Q�R�W���M�X�V�W�L�I�L�H�G���E�\���W�K�H���Q�H�F�H�V�V�L�W�L�H�V���R�I���W�K�H���F�D�V�H���´��Rogowski���D�W������������quoting Jacobson 

�D�W����������������������������������

�� �7�K�H�� �X�O�W�L�P�D�W�H�� �F�R�Q�F�O�X�V�L�R�Q�� �R�I�� �W�K�H��Rogowski �&�R�X�U�W�� �Z�D�V�� �W�K�D�W�� �S�X�E�O�L�F�� �K�H�D�O�W�K��

�G�H�F�L�V�L�R�Q�V���P�D�G�H���E�\���W�K�H���O�H�J�L�V�O�D�W�X�U�H���Z�H�U�H���Q�R�W���W�R���E�H���V�H�F�R�Q�G���J�X�H�V�V�H�G���E�\���W�K�H���F�R�X�U�W������

�)�X�U�W�K�H�U���� �W�K�D�W�� �S�U�R�R�I�V�� �R�I�� �W�K�H�� �F�K�D�U�D�F�W�H�U�� �Z�K�L�F�K�� �S�O�D�L�Q�W�L�I�I�V�� �V�D�\�� �W�K�H�\�� �P�L�J�K�W��
�K�D�Y�H�� �D�G�G�X�F�H�G�� �R�Q�� �W�U�L�D�O�� �F�R�X�O�G�� �Q�R�W�� �K�D�Y�H�� �F�K�D�Q�J�H�G�� �W�K�H�� �U�H�V�X�O�W�V�� �E�H�F�D�X�V�H�� �D��
�G�L�I�I�H�U�H�Q�F�H���R�I���R�S�L�Q�L�R�Q�������Z�K�H�W�K�H�U���H�[�S�H�U�W���R�U���O�D�\�����D�V���W�R���W�K�H���P�H�U�L�W�V���R�U���G�H�P�H�U�L�W�V��
�R�I�� �I�O�X�R�U�L�G�D�W�L�R�Q�� �Z�L�W�K�� �U�H�V�S�H�F�W�� �W�R�� �S�X�E�O�L�F�� �K�H�D�O�W�K�� �S�U�H�V�H�Q�W�V�� �D�� �T�X�H�V�W�L�R�Q�� �I�R�U��
�O�H�J�L�V�O�D�W�L�Y�H�����Q�R�W���M�X�G�L�F�L�D�O�����G�H�W�H�U�P�L�Q�D�W�L�R�Q�����,�W���I�R�O�O�R�Z�V���W�K�D�W���W�K�L�V���F�D�V�H���F�R�X�O�G���E�H��
�D�Q�G�� �Z�D�V�� �S�U�R�S�H�U�O�\�� �G�L�V�S�R�V�H�G�� �R�I���� �D�V�� �D�� �T�X�H�V�W�L�R�Q�� �R�I�� �O�D�Z���� �E�\�� �V�X�P�P�D�U�\��
�M�X�G�J�P�H�Q�W���� �7�K�L�V�� �I�R�O�O�R�Z�V���� �D�V�� �Z�H�O�O���� �I�U�R�P�� �W�K�H�� �D�E�R�Y�H�� �F�L�W�H�G�� �0�L�F�K�L�J�D�Q��
�G�H�F�L�V�L�R�Q�V���E�H�F�D�X�V�H���W�K�H�U�H���Z�D�V���Q�R���L�V�V�X�H���R�I�� �P�D�W�H�U�L�D�O���R�U���F�R�Q�W�U�R�O�O�L�Q�J�� �I�D�F�W�V����
�W�K�H���V�R���F�D�O�O�H�G���I�D�F�W�X�D�O���G�L�V�S�X�W�H�V���D�F�W�X�D�O�O�\���E�H�L�Q�J���P�D�W�W�H�U�V���R�I���R�S�L�Q�L�R�Q�����U�H�O�D�W�L�Q�J��
�W�R�� �W�K�H�� �H�I�I�L�F�D�F�\�� �R�U�� �H�I�I�H�F�W�V�� �R�I�� �I�O�X�R�U�L�G�D�W�L�R�Q���� �+�H�Q�F�H���� �W�K�H�\�� �F�R�X�O�G�� �Q�R�W�� �E�H��
�G�H�F�L�V�L�Y�H�� �R�I�� �Z�K�H�W�K�H�U�� �W�K�H�� �S�R�O�L�F�H�� �S�R�Z�H�U�� �Z�D�V�� �S�U�R�S�H�U�O�\�� �H�[�H�U�F�L�V�H�G�� �Z�L�W�K�L�Q��
�F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���O�L�P�L�W�D�W�L�R�Q�V����

�� Rogowski �D�W������������
��
�:�K�L�O�H��Rogowski�� �Z�D�V�� �G�H�F�L�G�H�G�� �L�Q�� �S�D�U�W�� �E�\�� �O�R�R�N�L�Q�J�� �D�W�� �O�D�Q�J�X�D�J�H�� �I�U�R�P�� �W�K�H�� �0�L�F�K�L�J�D�Q��

�&�R�Q�V�W�L�W�X�W�L�R�Q�� �R�I�� ������������ �Z�K�L�F�K�� �Z�D�V�� �L�Q�� �H�I�I�H�F�W�� �Z�K�H�Q�� �W�K�H�� �L�Q�L�W�L�D�O�� �O�D�Z�V�X�L�W�� �Z�D�V�� �I�L�O�H�G���� �W�K�H��

�0�L�F�K�L�J�D�Q�� �&�R�Q�V�W�L�W�X�W�L�R�Q�� �R�I�� ���������� �F�R�Q�W�D�L�Q�V�� �V�L�P�L�O�D�U�� �O�D�Q�J�X�D�J�H���� �H�P�S�K�D�V�L�]�L�Q�J�� �W�K�H��

�L�P�S�R�U�W�D�Q�F�H�� �R�I�� �W�K�H�� �O�H�J�L�V�O�D�W�X�U�H�¶�V���R�E�O�L�J�D�W�L�R�Q�� �W�R�� �S�U�R�W�H�F�W�� �W�K�H�� �S�X�E�O�L�F�� �K�H�D�O�W�K���� �$�U�W�L�F�O�H�� �,�9����

�6�H�F�W�L�R�Q���������V�W�D�W�H�V�����³�7�K�H���S�X�E�O�L�F���K�H�D�O�W�K���D�Q�G���J�H�Q�H�U�D�O���Z�H�O�I�D�U�H���R�I���W�K�H���S�H�R�S�O�H���R�I���W�K�H���V�W�D�W�H��

�D�U�H���K�H�U�H�E�\���G�H�F�O�D�U�H�G���W�R���E�H���P�D�W�W�H�U�V���R�I���S�U�L�P�D�U�\���S�X�E�O�L�F���F�R�Q�F�H�U�Q���� �7�K�H���O�H�J�L�V�O�D�W�X�U�H���V�K�D�O�O��

�S�D�V�V�� �V�X�L�W�D�E�O�H�� �O�D�Z�V�� �I�R�U�� �W�K�H�� �S�U�R�W�H�F�W�L�R�Q�� �D�Q�G�� �S�U�R�P�R�W�L�R�Q�� �R�I�� �W�K�H�� �S�X�E�O�L�F�� �K�H�D�O�W�K���´�� �&�R�Q�V�W����

�������������$�U�W�����,�9�����†����������

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

�W�K�H�� �D�X�W�K�R�U�L�W�\�� �R�I�� �W�K�H�� �O�H�J�L�V�O�D�W�X�U�H���� �$�V�� �W�K�H�� �3�O�D�L�Q�W�L�I�I�V�� �D�O�O�H�J�H���� �R�Q�F�H�� �E�O�R�R�G�� �L�V�� �G�U�D�Z�Q���� �W�K�H��

�L�Q�I�D�Q�W�V���D�U�H���V�F�U�H�H�Q�H�G���I�R�U���R�Y�H�U���������F�R�Q�J�H�Q�L�W�D�O���F�R�Q�G�L�W�L�R�Q�V�����,�I���W�K�H���U�H�V�X�O�W�V���R�I���D���W�H�V�W���F�R�P�H�V��

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

�S�H�U�V�R�Q��in loco parentis�����$���S�H�U�V�R�Q���L�V���L�Q���F�R�P�S�O�L�D�Q�F�H���Z�L�W�K���W�K�L�V���V�X�E�V�H�F�W�L�R�Q���L�I���W�K�H���S�H�U�V�R�Q��

�P�D�N�H�V�� �D�� �J�R�R�G�� �I�D�L�W�K�� �H�I�I�R�U�W���W�R�� �U�H�S�R�U�W���W�K�H�� �S�R�V�L�W�L�Y�H�� �W�H�V�W���U�H�V�X�O�W�V�� �W�R�� �W�K�H�� �L�Q�I�D�Q�W�
�V�� �S�D�U�H�Q�W�V����

�J�X�D�U�G�L�D�Q���� �R�U�� �S�H�U�V�R�Q�� �L�Q�� �O�R�F�R�� �S�D�U�H�Q�W�L�V���´�� �0�&�/�� �������������������������� �)�X�U�W�K�H�U���� �W�K�H�� �0�L�F�K�L�J�D�Q��

�S�U�R�F�H�V�V���L�V���R�Y�H�U�V�H�H�Q���E�\���D���F�R�P�P�L�W�W�H�H���R�I���W�H�Q�������������L�Q�G�L�Y�L�G�X�D�O�V�����7�K�H���F�R�P�P�L�W�W�H�H���F�R�Q�V�L�V�W�V��

�R�I���W�Z�R���P�H�P�E�H�U�V���I�U�R�P���W�K�H���J�H�Q�H�U�D�O���S�X�E�O�L�F���D�Q�G���R�Q�H���P�H�P�E�H�U���I�U�R�P���H�D�F�K���R�I���W�K�H���I�R�O�O�R�Z�L�Q�J��

�J�U�R�X�S�V���� �D�� �0�L�F�K�L�J�D�Q�� �Q�R�Q�S�U�R�I�L�W�� �K�H�D�O�W�K�� �F�D�U�H�� �F�R�U�S�R�U�D�W�L�R�Q���� �W�K�H�� �0�L�F�K�L�J�D�Q�� �K�H�D�O�W�K�� �D�Q�G��

�K�R�V�S�L�W�D�O���D�V�V�R�F�L�D�W�L�R�Q�����W�K�H���0�L�F�K�L�J�D�Q���V�W�D�W�H���P�H�G�L�F�D�O���V�R�F�L�H�W�\�����W�K�H���0�L�F�K�L�J�D�Q���R�V�W�H�R�S�D�W�K�L�F��

�D�V�V�R�F�L�D�W�L�R�Q���� �0�'�+�+�6�¶�V�� �P�H�G�L�F�D�O�� �V�H�U�Y�L�F�H�V�� �D�G�P�L�Q�L�V�W�U�D�W�L�R�Q���� �0�'�+�+�6�¶�V�� �S�X�E�O�L�F�� �K�H�D�O�W�K��

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

�V�F�U�H�H�Q�L�Q�J�����D�Q�G���K�H�D�O�W�K���P�D�L�Q�W�H�Q�D�Q�F�H���R�U�J�D�Q�L�]�D�W�L�R�Q�V����See���0�&�/����������������������

������ �7�K�H���3�R�O�L�F�\���L�V���1�D�U�U�R�Z�O�\���7�D�L�O�R�U�H�G����
��

�� �7�K�H�� �3�D�U�H�Q�W�V�� �D�U�H�� �F�R�U�U�H�F�W�� �W�K�D�W�� �W�K�H�� �'�X�H�� �3�U�R�F�H�V�V�� �&�O�D�X�V�H�� �R�I�� �W�K�H�� �)�R�X�U�W�H�H�Q�W�K��

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

�F�D�U�H�����F�X�V�W�R�G�\���D�Q�G���F�R�Q�W�U�R�O���R�I���W�K�H�L�U���F�K�L�O�G�U�H�Q�����6�H�H�����H���J������Troxel v. Granville�������������8���6����

�������� �������������� �������� �6���� �&�W���� ������������ �������� �/���� �(�G���� ���G�������� �������������� ���V�W�U�L�N�L�Q�J���G�R�Z�Q���D���V�W�D�W�X�W�H���W�K�D�W��

�D�X�W�K�R�U�L�]�H�G���D���F�R�X�U�W���W�R���J�U�D�Q�W���D�Q�\���S�H�U�V�R�Q���W�K�H���U�L�J�K�W���W�R���Y�L�V�L�W���D���F�K�L�O�G���L�I���V�X�F�K���Y�L�V�L�W�D�W�L�R�Q���Z�D�V��

Case 1:18-cv-10472-TLL-PTM   ECF No. 149-1, PageID.4886   Filed 04/05/21   Page 33 of 41



��

��������

�L�Q���W�K�H���E�H�V�W���L�Q�W�H�U�H�V�W�V���R�I���D���F�K�L�O�G���H�Y�H�Q���L�I���D���I�L�W���S�D�U�H�Q�W���W�K�R�X�J�K�W���R�W�K�H�U�Z�L�V�H�������%�X�W���L�W���L�V���H�T�X�D�O�O�\��

�W�U�X�H�� �W�K�D�W�� �³�D�� �V�W�D�W�H�� �L�V�� �Q�R�W�� �Z�L�W�K�R�X�W�� �F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�� �F�R�Q�W�U�R�O�� �R�Y�H�U�� �S�D�U�H�Q�W�D�O�� �G�L�V�F�U�H�W�L�R�Q�� �L�Q��

�G�H�D�O�L�Q�J���Z�L�W�K���F�K�L�O�G�U�H�Q���Z�K�H�Q���W�K�H�L�U���S�K�\�V�L�F�D�O���R�U���P�H�Q�W�D�O���K�H�D�O�W�K���L�V���M�H�R�S�D�U�G�L�]�H�G���´��Parham 

v. J. R., ���������8���6�������������������������������6�����&�W�����������������������/�����(�G�������G���������������������������H�Y�H�Q���Z�K�H�U�H��

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

�Q�H�X�W�U�D�O�� �I�D�F�W�� �I�L�Q�G�H�U�� �W�R�� �G�H�W�H�U�P�L�Q�H�� �Z�K�H�W�K�H�U�� �V�W�D�W�X�W�R�U�\�� �U�H�T�X�L�U�H�P�H�Q�W�V�� �I�R�U�� �D�G�P�L�V�V�L�R�Q�� �D�U�H��

�V�D�W�L�V�I�L�H�G�������H�P�S�K�D�V�L�V���D�G�G�H�G�������7�K�H���0�L�F�K�L�J�D�Q���O�H�J�L�V�O�D�W�X�U�H���L�V���J�U�D�Q�W�H�G���W�K�D�W���S�R�Z�H�U���X�Q�G�H�U��

�W�K�H���0�L�F�K�L�J�D�Q���&�R�Q�V�W�L�W�X�W�L�R�Q���R�I���������������Z�K�L�F�K���V�W�D�W�H�V�����V�L�P�S�O�\�����W�K�D�W���³�7�K�H���O�H�J�L�V�O�D�W�X�U�H���V�K�D�O�O��

�S�D�V�V�� �V�X�L�W�D�E�O�H�� �O�D�Z�V�� �I�R�U�� �W�K�H�� �S�U�R�W�H�F�W�L�R�Q�� �D�Q�G�� �S�U�R�P�R�W�L�R�Q�� �R�I�� �W�K�H�� �S�X�E�O�L�F�� �K�H�D�O�W�K���´�� �&�R�Q�V�W����

������������ �$�U�W���� �,�9���� �†�������� �7�K�H�\�� �K�D�Y�H���G�R�Q�H�� �V�R�� �K�H�U�H�� �Z�L�W�K�� �0�&�/�� ������������������et seq��.� � � 7� K� H� �

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

�H�I�I�H�F�W�L�Q�J�� �D�O�O�� �E�D�E�L�H�V�� �E�R�U�Q�� �L�Q�� �0�L�F�K�L�J�D�Q���� �G�H�V�L�J�Q�H�G�� �W�R�� �S�U�R�P�R�W�H�� �W�K�H���S�X�E�O�L�F�� �K�H�D�O�W�K�� �D�Q�G��

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

�7�K�L�V���L�V���V�L�P�L�O�D�U���W�R��Spiering v. Heineman�������������)�����6�X�S�S�������G���������������'�����1�H�E������������������

�Z�K�L�F�K���D�G�G�U�H�V�V�H�G���D���F�K�D�O�O�H�Q�J�H���W�R���1�H�E�U�D�V�N�D�¶�V���Q�H�R�Q�D�W�D�O���G�L�V�H�D�V�H���W�H�V�W�L�Q�J���S�U�R�J�U�D�P�����$�V���W�K�H��

�'�L�V�W�U�L�F�W���&�R�X�U�W���I�R�U���1�H�E�U�D�V�N�D���S�R�L�Q�W�H�G���R�X�W���L�Q��Spiering�����³�W�K�L�V���µ�F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���F�R�Q�W�U�R�O���R�Y�H�U��

�S�D�U�H�Q�W�D�O���G�L�V�F�U�H�W�L�R�Q�¶���Z�K�H�Q���D���F�K�L�O�G�
�V���V�D�I�H�W�\���L�V���D�W���L�V�V�X�H���H�[�L�V�W�V���I�R�U���1�H�E�U�D�V�N�D���D�Q�G���H�Y�H�U�\��

�R�W�K�H�U�� �V�W�D�W�H���� �H�Y�H�Q�� �Z�K�H�U�H�� �U�H�O�L�J�L�R�X�V�� �D�Q�G�� �S�D�U�H�Q�W�D�O�� �U�L�J�K�W�V�� �D�U�H�� �D�V�V�H�U�W�H�G�� �L�Q��

�W�D�Q�G�H�P���´����Spiering �D�W ������������citing Prince v. Massachusetts�������������8���6��������������������������������

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

�U�H�O�L�J�L�R�Q���I�U�H�H�O�\���G�R�H�V���Q�R�W���L�Q�F�O�X�G�H���O�L�E�H�U�W�\���W�R���H�[�S�R�V�H���>�D�@�����������F�K�L�O�G���������W�R���L�O�O���K�H�D�O�W�K���R�U���G�H�D�W�K���´����������

�,�Q���X�S�K�R�O�G�L�Q�J���1�H�E�U�D�V�N�D�¶�V���Q�H�Z�E�R�U�Q���L�Q�I�D�Q�W���V�F�U�H�H�Q�L�Q�J���S�U�R�J�U�D�P�����W�K�H���8���6�����'�L�V�W�U�L�F�W��

�&�R�X�U�W���I�R�U���1�H�E�U�D�V�N�D���K�H�O�G����

�7�K�H�� �S�U�H�F�H�G�H�Q�W�V�� �R�I�� �W�K�H�� �&�R�X�U�W�� �W�K�X�V�� �U�H�F�R�J�Q�L�]�H�� �W�Z�R�� �F�R�P�S�H�W�L�Q�J�� �Y�D�O�X�H�V�� �R�I� �
�H�T�X�D�O���Z�R�U�W�K�����W�K�H���U�L�J�K�W���R�I���S�D�U�H�Q�W�V���W�R���S�D�U�H�Q�W���D�Q�G���W�K�H���U�L�J�K�W���R�I���F�K�L�O�G�U�H�Q���W�R��
�V�D�I�H�W�\���� �,�W�� �L�V�� �Q�R�W���S�O�D�X�V�L�E�O�H�� �W�K�D�W���W�K�H�� �6�X�S�U�H�P�H�� �&�R�X�U�W�� �Z�R�X�O�G�� �D�S�S�O�\���³�V�W�U�L�F�W��
�V�F�U�X�W�L�Q�\�´�� �D�Q�G�� �W�K�X�V�� �W�L�O�W�� �W�K�H�� �W�D�E�O�H�� �L�Q�� �I�D�Y�R�U�� �R�I�� �W�K�H�� �U�L�J�K�W�V�� �R�I�� �S�D�U�H�Q�W�V�� �D�Q�G��
�D�J�D�L�Q�V�W���W�K�H���V�D�I�H�W�\���R�I���F�K�L�O�G�U�H�Q�����7�K�D�W���L�V���D�O�O���W�K�H���P�R�U�H���W�U�X�H���Z�K�H�U�H�����D�V���K�H�U�H����
�W�K�H���P�H�G�L�F�D�O���H�Y�L�G�H�Q�F�H���H�V�W�D�E�O�L�V�K�L�Q�J���D���³�O�L�I�H���D�Q�G���G�H�D�W�K�´���U�H�D�V�R�Q���I�R�U���W�H�V�W�L�Q�J��
�L�Q�I�D�Q�W�V�� �L�V�� �X�Q�G�L�V�S�X�W�H�G�� �D�Q�G���� �V�W�L�O�O�� �I�X�U�W�K�H�U���� �Z�K�H�U�H�� �D�� �S�D�U�H�Q�W�¶�V�� �R�E�M�H�F�W�L�R�Q�� �W�R��
�H�L�W�K�H�U���W�K�H���W�H�V�W���R�U���W�U�H�D�W�P�H�Q�W���I�R�O�O�R�Z�L�Q�J���W�K�H���W�H�V�W���Z�L�O�O���E�H���U�H�V�R�O�Y�H�G���E�\���D���F�R�X�U�W��
�D�I�W�H�U���D���K�H�D�U�L�Q�J�����$�V���D���U�H�V�X�O�W�����L�W���L�V���Q�R�W���V�X�U�S�U�L�V�L�Q�J���W�K�D�W���W�K�H���S�O�D�L�Q�W�L�I�I�V���K�D�Y�H��
�J�L�Y�H�Q���P�H���Q�R���F�D�V�H���Z�K�L�F�K���V�W�D�Q�G�V���D�V���D���S�U�H�F�H�G�H�Q�W���I�R�U���W�K�H���S�U�R�S�R�V�L�W�L�R�Q���W�K�H�\��
�D�G�Y�D�Q�F�H���� �6�H�H���� �H���J������ �(�X�J�H�Q�H�� �9�R�O�R�N�K���� �3�D�U�H�Q�W���&�K�L�O�G�� �6�S�H�H�F�K�� �D�Q�G�� �&�K�L�O�G��
�&�X�V�W�R�G�\�� �6�S�H�H�F�K�� �5�H�V�W�U�L�F�W�L�R�Q�V���� ������ �1���<���8���� �/���� �5�H�Y���� ���������� ��������
���������������U�H�F�R�J�Q�L�]�L�Q�J�� �W�K�D�W�� �W�K�H�� �6�X�S�U�H�P�H�� �&�R�X�U�W�
�V�� �M�X�U�L�V�S�U�X�G�H�Q�F�H�� �R�Q�� �³�W�K�H��
�V�X�E�V�W�D�Q�W�L�Y�H���G�X�H���S�U�R�F�H�V�V���U�L�J�K�W���W�R���F�R�Q�W�U�R�O���W�K�H���X�S�E�U�L�Q�J�L�Q�J���R�I���R�Q�H�¶�V���F�K�L�O�G�´��
�K�D�V���K�D�G���³�I�D�L�U�O�\���P�R�G�H�V�W���I�R�U�F�H�´�����³�7�K�H���6�X�S�U�H�P�H���&�R�X�U�W���K�D�V���Q�H�Y�H�U���F�O�H�D�U�O�\��
�D�U�W�L�F�X�O�D�W�H�G�� �Z�K�H�Q�� �W�K�H�\�� �F�D�Q�� �E�H�� �U�H�V�W�U�D�L�Q�H�G���� �/�R�Z�H�U�� �F�R�X�U�W�V�� �K�D�Y�H�� �R�I�W�H�Q��
�D�V�V�X�P�H�G�� �W�K�D�W�� �Y�D�U�L�R�X�V�� �U�H�D�V�R�Q�D�E�O�H�� �U�H�V�W�U�L�F�W�L�R�Q�V�� �R�Q�� �V�X�F�K�� �U�L�J�K�W�V�� �Z�R�X�O�G�� �E�H��
�S�H�U�P�L�V�V�L�E�O�H���� �D�Q�G�� �W�K�D�W�� �V�X�F�K�� �U�H�V�W�U�L�F�W�L�R�Q�V�� �Q�H�H�G�� �Q�R�W�� �E�H�� �M�X�G�J�H�G�� �X�Q�G�H�U�� �W�K�H��
�µ�V�W�U�L�F�W���V�F�U�X�W�L�Q�\�¶���W�H�V�W���´�����F�L�W�L�Q�J���$�Q�D�\�D�����R�W�K�H�U���F�L�W�D�W�L�R�Q�V���R�P�L�W�W�H�G������
Spiering �D�W ��������������

�� �7�K�H���L�Q�V�W�D�Q�W���F�D�V�H���L�V���I�X�Q�G�D�P�H�Q�W�D�O�O�\���V�L�P�L�O�D�U���W�R��Spiering����Higgins v. Tex. Dep’t of 

Health Servs���������������)���6�X�S�S�����G�������������:���'�����7�H�[�������������������D�Q�G��Doe v. Adams,���������1���(�����G��

�������� ���,�Q�G���� �������������� �D�O�O�� �R�I�� �Z�K�L�F�K�� �U�H�Y�L�H�Z�H�G�� �Q�H�R�Q�D�W�D�O�� �E�O�R�R�G�� �V�F�U�H�H�Q�L�Q�J�� �S�U�R�J�U�D�P�V�� �D�Q�G��

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

�U�H�T�X�L�U�H�V���D�O�O���Q�H�Z�E�R�U�Q�V���W�R���E�H���V�F�U�H�H�Q�H�G���I�R�U���F�R�Q�J�H�Q�L�W�D�O���G�L�V�H�D�V�H�V���Z�L�W�K�L�Q���������������K�R�X�U�V���R�I��

�E�L�U�W�K���� �7�K�L�V�� �O�D�Z�� �V�H�U�Y�H�V�� �D�Q�� �L�P�S�R�U�W�D�Q�W�� �S�X�E�O�L�F�� �K�H�D�O�W�K�� �S�X�U�S�R�V�H���� �D�Q�G��� L� V� � � D� X� W� K� R� U� L� ]� H� G� � � E� \� �
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�0�L�F�K�L�J�D�Q�¶�V���F�R�Q�V�W�L�W�X�W�L�R�Q�����,�W���L�V���P�L�Q�L�P�D�O�O�\���L�Q�Y�D�V�L�Y�H�����U�H�T�X�L�U�L�Q�J���R�Q�O�\���D���V�P�D�O�O���S�U�L�F�N���W�R���W�K�H��

�K�H�H�O���R�I���D�Q���L�Q�I�D�Q�W�����D�Q�G�����������G�U�R�S�V���R�I���E�O�R�R�G���W�R���E�H���W�D�N�H�Q�����7�K�L�V���S�U�R�J�U�D�P���L�V���O�D�U�J�H�O�\�����L�I���Q�R�W��

�H�Q�W�L�U�H�O�\�� �L�G�H�Q�W�L�F�D�O�� �W�R�� �W�K�H�� �S�U�R�J�U�D�P�V�� �X�S�K�H�O�G�� �L�Q�� �7�H�[�D�V���� �1�H�E�U�D�V�N�D���� �,�Q�G�L�D�Q�D�� �D�Q�G�� �R�W�K�H�U��

�V�W�D�W�H�V�����7�K�H���'�L�V�W�U�L�F�W���&�R�X�U�W���F�R�U�U�H�F�W�O�\���F�R�Q�F�O�X�G�H�G���W�K�D�W���W�K�L�V���L�V���Q�R�W���D���I�R�X�U�W�H�H�Q�W�K���D�P�H�Q�G�P�H�Q�W��

�Y�L�R�O�D�W�L�R�Q�� �D�Q�G�� �G�L�V�P�L�V�V�H�G�� �W�K�R�V�H�� �F�R�X�Q�W�V���� �)�X�U�W�K�H�U���� �W�K�H�U�H�� �D�U�H�� �V�L�J�Q�L�I�L�F�D�Q�W�� �S�U�L�Y�D�F�\��

�S�U�R�W�H�F�W�L�R�Q�V���L�Q���S�O�D�F�H������See, e.g.�����(�[�����������S�S���������������������S�D�U�H�Q�W�V���D�U�H���Q�R�Z���U�H�T�X�L�U�H�G���W�R���R�S�W���L�Q��

�W�R���D�O�O�R�Z�L�Q�J���W�K�H�L�U���F�K�L�O�G�U�H�Q�¶�V���'�%�6���F�D�U�G�V���W�R���E�H���X�V�H�G���I�R�U���U�H�V�H�D�U�F�K�����(�[���������������D�Q�G���S�D�U�H�Q�W�V��

�F�D�Q���U�H�T�X�H�V�W���G�H�V�W�U�X�F�W�L�R�Q���R�I���W�K�H���'�%�6���F�D�U�G�V���L�I���W�K�H�\���Z�L�V�K�����(�[��������������

�'���� �)�R�X�U�W�H�H�Q�W�K���$�P�H�Q�G�P�H�Q�W���6�F�R�S�H���$�Q�G���$�S�S�O�L�F�D�E�L�O�L�W�\���7�R���6�W�D�W�H���3�X�E�O�L�F��
�+�H�D�O�W�K���/�D�Z�V����

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

�Y�L�R�O�D�W�H�V���W�K�H���)�R�X�U�W�H�H�Q�W�K���$�P�H�Q�G�P�H�Q�W���U�L�J�K�W�V���R�I���W�K�H���3�O�D�L�Q�W�L�I�I�V�����W�K�H���&�R�X�U�W�V���D�S�S�O�\���D���W�Z�R��

�S�D�U�W���W�H�V�W����Cruzan v Dir., Mo. Dep’t of Health, ���������8���6���������������������������V�W�D�W�H�G���W�K�D�W���³�>�W�@�K�H��

�S�U�L�Q�F�L�S�O�H���W�K�D�W���D���F�R�P�S�H�W�H�Q�W���S�H�U�V�R�Q���K�D�V���D���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�O�\���S�U�R�W�H�F�W�H�G���O�L�E�H�U�W�\���L�Q�W�H�U�H�V�W���L�Q��

�U�H�I�X�V�L�Q�J���X�Q�Z�D�Q�W�H�G���P�H�G�L�F�D�O���W�U�H�D�W�P�H�Q�W���P�D�\���E�H���L�Q�I�H�U�U�H�G���I�U�R�P���R�X�U���S�U�L�R�U���G�H�F�L�V�L�R�Q�V�´�����E�X�W��

�L�Q�� �W�K�H�� �Q�H�[�W�� �V�H�Q�W�H�Q�F�H�� �L�W�� �X�S�K�H�O�G��Jacobson v. Massachusetts���� �Q�R�W�L�Q�J�� �W�K�D�W�� �³�W�K�H�� �&�R�X�U�W��

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

�D�J�D�L�Q�V�W���W�K�H���6�W�D�W�H�¶�V���L�Q�W�H�U�H�V�W���L�Q���S�U�H�Y�H�Q�W�L�Q�J���G�L�V�H�D�V�H���´��Cruzan,���D�W�������������$�V��Cruzan �L�W�V�H�O�I��

�Q�R�W�H�G���� �³�G�H�W�H�U�P�L�Q�L�Q�J�� �W�K�D�W�� �D�� �S�H�U�V�R�Q�� �K�D�V�� �D�� �µ�O�L�E�H�U�W�\�¶�� �L�Q�W�H�U�H�V�W�¶�� �X�Q�G�H�U� � �W�K�H� � � '�X�H� � � 3�U�R�F�H�V�V� �

�&�O�D�X�V�H�� �G�R�H�V�� �Q�R�W�� �H�Q�G�� �W�K�H�� �L�Q�T�X�L�U�\���� �µ�Z�K�H�W�K�H�U�� �U�H�V�S�R�Q�G�H�Q�W�¶�V�� �F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�� �U�L�J�K�W�V�� �K�D�Y�H��
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�E�H�H�Q�� �Y�L�R�O�D�W�H�G�� �P�X�V�W�� �E�H�� �G�H�W�H�U�P�L�Q�H�G�� �E�\�� �E�D�O�D�Q�F�L�Q�J�� �K�L�V�� �O�L�E�H�U�W�\�� �L�Q�W�H�U�H�V�W�� �D�J�D�L�Q�V�W�� �W�K�H��

�U�H�O�H�Y�D�Q�W���V�W�D�W�H���L�Q�W�H�U�H�V�W�V���¶�´��Cruzan, �D�W��������������

�� �'�H�W�H�U�P�L�Q�L�Q�J�� �W�K�D�W�� �D�� �S�H�U�V�R�Q�� �K�D�V�� �D�� �O�L�E�H�U�W�\�� �R�U�� �S�U�R�S�H�U�W�\�� �L�Q�W�H�U�H�V�W�� �X�Q�G�H�U�� �W�K�H�� �'�X�H��

�3�U�R�F�H�V�V���&�O�D�X�V�H���L�V���R�Q�O�\���W�K�H���I�L�U�V�W���S�D�U�W���R�I���W�K�H���L�Q�T�X�L�U�\�����$�V���W�K�H���6�L�[�W�K���&�L�U�F�X�L�W���K�D�V���V�W�D�W�H�G������

�6�H�F�W�L�R�Q�������������L�P�S�R�V�H�V���O�L�D�E�L�O�L�W�\���I�R�U���Y�L�R�O�D�W�L�R�Q�V���R�I���U�L�J�K�W�V���S�U�R�W�H�F�W�H�G���E�\���W�K�H��
�&�R�Q�V�W�L�W�X�W�L�R�Q���� �Q�R�W�� �I�R�U�� �Y�L�R�O�D�W�L�R�Q�V�� �R�I�� �G�X�W�L�H�V�� �R�I�� �F�D�U�H�� �D�U�L�V�L�Q�J�� �R�X�W���R�I�� �W�R�U�W��
�O�D�Z����See Baker v. McCollan,�����������8���6�������������������������������/�����(�G�������G������������������
�6���� �&�W�������������� �����������������7�R���V�W�D�W�H���D���F�D�X�V�H���R�I�� �D�F�W�L�R�Q���X�Q�G�H�U���6�H�F�W�L�R�Q�������������I�R�U��
�Y�L�R�O�D�W�L�R�Q���R�I�� �W�K�H���'�X�H���3�U�R�F�H�V�V�� �&�O�D�X�V�H���� �$�S�S�H�O�O�D�Q�W�V���P�X�V�W���V�K�R�Z�� �W�K�D�W���W�K�H�\��
�K�D�Y�H�� �D�V�V�H�U�W�H�G�� �D�� �U�H�F�R�J�Q�L�]�H�G�� �O�L�E�H�U�W�\�� �R�U�� �S�U�R�S�H�U�W�\�� �L�Q�W�H�U�H�V�W�� �Z�L�W�K�L�Q���W�K�H��
�S�X�U�Y�L�H�Z���R�I���W�K�H���)�R�X�U�W�H�H�Q�W�K���$�P�H�Q�G�P�H�Q�W���D�Q�G���W�K�D�W���W�K�H�\���Z�H�U�H���L�Q�W�H�Q�W�L�R�Q�D�O�O�\��
�R�U���U�H�F�N�O�H�V�V�O�\���G�H�S�U�L�Y�H�G���R�I���W�K�D�W���L�Q�W�H�U�H�V�W�����H�Y�H�Q���W�H�P�S�R�U�D�U�L�O�\�����X�Q�G�H�U���F�R�O�R�U���R�I��
�V�W�D�W�H���O�D�Z����See��Ingraham v. Wright,�����������8���6�������������������������������/�����(�G�������G������������
�������6�����&�W������������������������������
In re Cincinnati Radiation Litig.�������������)�����6�X�S�S�����������������W�K���&�L�U������������������

If�� �W�K�H�U�H�� �L�V�� �D�� �O�L�E�H�U�W�\�� �R�U�� �S�U�R�S�H�U�W�\�� �L�Q�W�H�U�H�V�W���� �W�K�H�� �F�R�X�U�W�� �P�X�V�W�� �W�K�H�Q�� �G�H�W�H�U�P�L�Q�H�� �Z�K�H�W�K�H�U�� �D��

�S�H�U�V�R�Q�¶�V�� �F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�� �U�L�J�K�W�V�� �K�D�Y�H�� �E�H�H�Q�� �Y�L�R�O�D�W�H�G�� �E�\�� �E�D�O�D�Q�F�L�Q�J���W�K�H�� �O�L�E�H�U�W�\�� �L�Q�W�H�U�H�V�W��

�D�J�D�L�Q�V�W�� �W�K�H�� �U�H�O�H�Y�D�Q�W�� �V�W�D�W�H�� �L�Q�W�H�U�H�V�W�V����In re Cincinnati Radiation Litig���� �D�W������������citing 

Youngberg v. Romeo,�����������8���6�����D�W�������������6�H�Y�H�U�D�O���W�\�S�H�V���R�I���V�W�D�W�H���D�F�W�L�R�Q�V���G�L�V�F�X�V�V�H�G���D�E�R�Y�H��

�K�D�Y�H���E�H�H�Q���K�H�O�G���W�R���K�D�Y�H���Q�R�W���Y�L�R�O�D�W�H�G���D���S�H�U�V�R�Q�¶�V���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���U�L�J�K�W�V�������$�V���Q�R�W�H�G���L�Q��In 

re Cincinnati Radiation Litig.���� �F�R�P�S�X�O�V�R�U�\�� �Y�D�F�F�L�Q�D�W�L�R�Q�V�� �L�Q��Jacobson v. 

Massachusetts���� �������� �8���6���� ������ �����������������F�R�P�S�H�O�O�H�G�� �E�O�R�R�G�� �W�H�V�W�V�� �L�Q��Schmerber v. 

California�������������8���6�����������������������������D�Q�G���H�Y�H�Q���H�[�W�U�D�F�W�L�R�Q�V���R�I���F�R�Q�W�U�D�E�D�Q�G���P�D�W�H�U�L�D�O���I�U�R�P��

�W�K�H�� �U�H�F�W�D�O�� �F�D�Y�L�W�\�� �L�Q��Revas v. United States���� �������� �)�����G�� �������� �����W�K�� �&�L�U���� ���������� cert. 

denied,�����������8���6���������������������6�����&�W���������������������/�����(�G�������G���������������������������K�D�Y�H���E�H�H�Q���X�S�K�H�O�G���R�Q��
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�D�� �V�K�R�Z�L�Q�J�� �R�I�� �F�O�H�D�U�� �Q�H�F�H�V�V�L�W�\���� �S�U�R�F�H�G�X�U�D�O�� �U�H�J�X�O�D�U�L�W�\���� �D�Q�G�� �P�L�Q�L�P�D�O�� �S�D�L�Q����In re 

Cincinnati Radiation Litig.�����D�W�������������7�K�H���Q�H�Z�E�R�U�Q���V�F�U�H�H�Q�L�Q�J���L�V���D���F�O�H�D�U���H�[�H�U�F�L�V�H���R�I���D��

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

�L�Q�Y�D�V�L�Y�H�Q�H�V�V����

�� �7�K�H�� �E�O�R�R�G�� �G�U�D�Z�V�� �W�D�N�H�Q�� �I�U�R�P�� �Q�H�Z�E�R�U�Q�V�� �W�R�� �V�F�U�H�H�Q�� �I�R�U�� �F�R�Q�J�H�Q�L�W�D�O�� �G�L�V�H�D�V�H�� �R�U��

�G�L�V�R�U�G�H�U�V�� �L�V�� �U�H�F�R�J�Q�L�]�H�G�� �D�V�� �D�� �Y�D�O�L�G�� �J�R�Y�H�U�Q�P�H�Q�W�D�O�� �F�R�Q�F�H�U�Q���� �� �$�V�� �H�Y�H�Q�� �W�K�H�� �3�O�D�L�Q�W�L�I�I�V��

�D�G�P�L�W�����R�Q�O�\���I�L�Y�H���R�U���V�L�[���G�U�R�S�V���R�I���E�O�R�R�G���D�U�H���G�U�D�Z�Q�����D�Q�G���R�Q�F�H���W�K�H���E�O�R�R�G���L�V���G�U�D�Z�Q�����W�K�H��

�L�Q�I�D�Q�W�V�� �D�U�H�� �V�F�U�H�H�Q�H�G�� �I�R�U�� �R�Y�H�U�� ������ �F�R�Q�J�H�Q�L�W�D�O�� �F�R�Q�G�L�W�L�R�Q�V���� �7�K�L�V�� �L�V�� �S�H�U�I�R�U�P�H�G�� �E�\�� �³�$��

�K�H�D�O�W�K���S�U�R�I�H�V�V�L�R�Q�D�O���L�Q���F�K�D�U�J�H���R�I���W�K�H���F�D�U�H���R�I���D���Q�H�Z�E�R�U�Q���L�Q�I�D�Q�W���R�U�����L�I���Q�R�Q�H�����W�K�H���K�H�D�O�W�K��

�S�U�R�I�H�V�V�L�R�Q�D�O���L�Q���F�K�D�U�J�H���D�W���W�K�H���E�L�U�W�K���R�I���D�Q���L�Q�I�D�Q�W���´���0�&�/�����������������������������,�I���W�K�H���U�H�V�X�O�W�V���R�I��

�D�� �W�H�V�W�� �F�R�P�H�V�� �E�D�F�N�� �³�S�R�V�L�W�L�Y�H���� �W�K�H�� �U�H�V�X�O�W�V�� �V�K�D�O�O�� �E�H�� �U�H�S�R�U�W�H�G�� �W�R�� �W�K�H�� �L�Q�I�D�Q�W�¶�V�� �S�D�U�H�Q�W�V����

�J�X�D�U�G�L�D�Q�����R�U���S�H�U�V�R�Q��in loco parentis���´���0�&�/�����������������������������7�K�H���L�Q�I�D�Q�W�¶�V���S�D�U�H�Q�W�V���F�D�Q��

�W�K�H�Q���G�H�W�H�U�P�L�Q�H���Z�K�D�W���F�R�X�U�V�H���R�I���D�F�W�L�R�Q���W�R���W�D�N�H���U�H�J�D�U�G�L�Q�J���W�K�H���L�Q�I�D�Q�W�¶�V���K�H�D�O�W�K�����7�K�H���V�W�D�W�X�W�H��

does not �P�D�Q�G�D�W�H���D�Q�\���F�R�X�U�V�H���R�I���W�U�H�D�W�P�H�Q�W�����D�Q�G���W�K�X�V���G�R�H�V���Q�R�W���U�X�Q���D�I�R�X�O���R�I��Cruzan �R�U��

�D�Q�\���R�W�K�H�U���O�D�Z���U�H�J�D�U�G�L�Q�J���W�K�H���U�L�J�K�W���W�R���V�H�O�I���G�H�W�H�U�P�L�Q�D�W�L�R�Q������

�(���� �$�O�W�H�U�Q�D�W�L�Y�H���5�H�O�L�H�I����
��

�� �7�K�H�� �L�V�V�X�H�� �R�I�� �D�O�W�H�U�Q�D�W�L�Y�H�� �U�H�O�L�H�I���L�V�� �L�P�S�R�U�W�D�Q�W�� �W�R�� �W�K�H�� �U�H�V�R�O�X�W�L�R�Q�� �R�I�� �W�K�L�V�� �G�L�V�S�X�W�H����

�3�O�D�L�Q�W�L�I�I�V�� �V�H�H�N�� �D�� �G�H�F�O�D�U�D�W�L�R�Q�� �W�K�D�W�� �W�K�H�� �V�W�R�U�D�J�H�� �R�I�� �W�K�H�� �'�%�6�� �F�D�U�G�V�� �E�H�O�R�Q�J�L�Q�J�� �W�R�� �W�K�H�L�U��

�F�K�L�O�G�U�H�Q���L�V���X�Q�F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�����+�R�Z�H�Y�H�U�����D���F�R�X�U�W���³�«�Z�L�O�O���Q�R�W���S�D�V�V���X�S�R�Q���D���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O��

�T�X�H�V�W�L�R�Q�� �D�O�W�K�R�X�J�K�� �S�U�R�S�H�U�O�\�� �S�U�H�V�H�Q�W�H�G�� �E�\�� �W�K�H�� �U�H�F�R�U�G���� �L�I�� �W�K�H�U�H�� �L�V�� �D�O�V�R�� �S�U�H�V�H�Q�W�� �V�R�P�H��
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�R�W�K�H�U�� �J�U�R�X�Q�G�� �X�S�R�Q�� �Z�K�L�F�K�� �W�K�H���F�D�V�H�� �P�D�\�� �E�H�� �G�L�V�S�R�V�H�G�� �R�I���´��Ashwander v. Tennessee 

Valley Authority���� �������� �8���6���� ���������� �������� �������������� ���%�U�D�Q�G�H�L�V���� �-������ �F�R�Q�F�X�U�U�L�Q�J������ �1�D�U�U�R�Z�H�U��

�J�U�R�X�Q�G�V���S�H�U�P�L�W���G�L�V�S�R�V�D�O���R�I�� �W�K�L�V���F�D�V�H���Z�L�W�K�R�X�W���G�H�F�L�G�L�Q�J���D�Q�\�� �F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���T�X�H�V�W�L�R�Q����

�7�K�H�� �G�R�F�W�U�L�Q�H�� �R�I���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�� �D�Y�R�L�G�D�Q�F�H���H�Q�F�R�X�U�D�J�H�V�� �F�R�X�U�W�V�� �W�R�� �D�Y�R�L�G�� �P�D�N�L�Q�J�� �D��

�S�U�R�Q�R�X�Q�F�H�P�H�Q�W�� �F�R�Q�F�H�U�Q�L�Q�J�� �W�K�H�� �I�H�G�H�U�D�O�� �F�R�Q�V�W�L�W�X�W�L�R�Q�� �Z�K�H�Q�� �D�� �V�W�D�W�H���O�D�Z�� �J�U�R�X�Q�G�� �L�V��

�D�Y�D�L�O�D�E�O�H���W�R���G�H�F�L�G�H���D���F�D�V�H����See, e.g., Hagans v. Lavine�������������8���6���������������������������������������6����

�&�W�����������������������/�����(�G�������G�����������	���Q�������������������������³�7�K�H���&�R�X�U�W���K�D�V���F�K�D�U�D�F�W�H�U�L�V�W�L�F�D�O�O�\���G�H�D�O�W��

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

�F�O�D�L�P�V���´������Bell v. Maryland���� �������� �8���6���� ���������� ���������� ������ �6���� �&�W���� ������������ ������ �/���� �(�G���� ���G����������

�����������������U�H�I�H�U�U�L�Q�J���W�R���W�K�H���&�R�X�U�W�
�V���³�S�R�O�L�F�\���R�I���U�H�I�X�V�L�Q�J���W�R���G�H�F�L�G�H���D���I�H�G�H�U�D�O���T�X�H�V�W�L�R�Q���L�Q���D��

�F�D�V�H���W�K�D�W���P�L�J�K�W���E�H���F�R�Q�W�U�R�O�O�H�G���E�\���D���V�W�D�W�H���J�U�R�X�Q�G���R�I���G�H�F�L�V�L�R�Q�´������

�� �+�H�U�H�����E�H�F�D�X�V�H���W�K�H���3�O�D�L�Q�W�L�I�I�V���K�D�Y�H���D�O�W�H�U�Q�D�W�L�Y�H���U�H�O�L�H�I���W�K�U�R�X�J�K���V�W�D�W�H���D�G�P�L�Q�L�V�W�U�D�W�L�Y�H��

�P�H�D�Q�V���W�K�D�W���Z�R�X�O�G���J�U�D�Q�W���W�K�H�P���W�K�H���V�D�P�H���U�H�V�X�O�W���W�K�D�W���D���G�H�F�O�D�U�D�W�L�R�Q���R�I���W�K�H�L�U���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O��

�U�L�J�K�W�V�� �W�K�U�R�X�J�K�� �V�W�D�W�H�� �D�G�P�L�Q�L�V�W�U�D�W�L�Y�H�� �P�H�D�Q�V���� �W�K�H�� �F�R�X�U�W�� �V�K�R�X�O�G�� �G�H�F�O�L�Q�H�� �W�R�� �U�X�O�H�� �R�Q�� �W�K�H��

�F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�� �T�X�H�V�W�L�R�Q�� �D�Q�G�� �G�L�U�H�F�W�� �W�K�H�P�� �W�R�� �V�H�H�N�� �U�H�O�L�H�I�� �W�K�U�R�X�J�K���W�K�H�� �S�U�R�F�H�V�V�� �R�I��

�F�R�P�S�O�H�W�L�Q�J���D���I�R�U�P������

�&�2�1�&�/�8�6�,�2�1���$�1�'���5�(�/�,�(�)���6�2�8�*�+�7��
��
�� �7�K�H�U�H���L�V���Q�R���T�X�H�V�W�L�R�Q���R�I���P�D�W�H�U�L�D�O���I�D�F�W���W�K�D�W���Z�R�X�O�G���S�U�H�Y�H�Q�W���W�K�H���H�Q�W�U�\���R�I���M�X�G�J�P�H�Q�W��

�L�Q���I�D�Y�R�U���R�I���'�U�����<�D�Q�F�H�\�����7�K�H���I�D�F�W�V���D�O�O�H�J�H�G���L�Q���V�X�S�S�R�U�W���R�I���W�K�H���F�R�X�Q�W�V���D�J�D�L�Q�V�W���K�L�P���G�R���Q�R�W��

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

�V�W�R�U�H�� �W�K�H�� �'�%�6�� �F�D�U�G�V�� �D�W�� �W�K�H�L�U�� �R�Z�Q�� �I�D�F�L�O�L�W�L�H�V���� �7�R�� �W�K�H�� �H�[�W�H�Q�W�� �W�K�H���E�O�R�R�G�� �V�D�P�S�O�H�V�� �K�D�Y�H��

�E�H�H�Q���U�H�W�D�L�Q�H�G���E�\���0�'�+�+�6���D�Q�G���K�H�O�G���D�W���W�K�H���%�L�R�E�D�Q�N�����W�K�H���3�D�U�H�Q�W�V�����D�V���O�H�J�D�O���J�X�D�U�G�L�D�Q�V��

�R�I���W�K�H���,�Q�I�D�Q�W�V���L�Q���W�K�H���F�D�V�H�����F�R�Q�V�H�Q�W�H�G���W�R���W�K�H���Z�L�W�K�G�U�D�Z�D�O���D�Q�G���V�W�R�U�D�J�H���R�I���E�O�R�R�G�����D�Q�G���K�D�Y�H��

�Q�R�W���W�D�N�H�Q���W�K�H���D�O�O�R�Z�H�G���V�W�H�S�V���W�R���K�D�Y�H���W�K�H���G�U�L�H�G���E�O�R�R�G���V�S�R�W���F�D�U�G�V���H�L�W�K�H�U���U�H�V�W�U�L�F�W�H�G���I�U�R�P��

�U�H�V�H�D�U�F�K�����R�U���G�H�V�W�U�R�\�H�G���H�Q�W�L�U�H�O�\�����)�X�U�W�K�H�U�����'�U�����<�D�Q�F�H�\���K�D�V���Q�R���D�X�W�K�R�U�L�W�\���W�R���G�R���D�Q�\�W�K�L�Q�J��

�Z�L�W�K���W�K�H���'�%�6���F�D�U�G�V���R�W�K�H�U���W�K�D�Q���Z�K�D�W���W�K�H���V�W�D�W�H���W�H�O�O�V���K�L�P���W�R���G�R�����)�R�U���W�K�H���U�H�D�V�R�Q�V���V�W�D�W�H�G��

�D�E�R�Y�H�����W�K�H���F�O�D�L�P�V���D�J�D�L�Q�V�W���'�H�I�H�Q�G�D�Q�W���'�5�����$�1�7�2�1�,�2���<�$�1�&�(�<���L�Q���K�L�V���F�D�S�D�F�L�W�\���D�V��

�'�L�U�H�F�W�R�U���R�I���W�K�H���0�L�F�K�L�J�D�Q���1�H�R�Q�D�W�D�O���%�L�R�E�D�Q�N�����,�Q�F�����V�K�R�X�O�G���E�H���G�L�V�P�L�V�V�H�G����

�� �)�R�U���W�K�H���I�R�U�H�J�R�L�Q�J���U�H�D�V�R�Q�V�����'�H�I�H�Q�G�D�Q�W���'�5�����$�1�7�2�1�,�2���<�$�1�&�(�<���U�H�V�S�H�F�W�I�X�O�O�\��

�U�H�T�X�H�V�W�V�� �W�K�D�W�� �W�K�L�V�� �&�R�X�U�W�� �H�Q�W�H�U�� �D�Q�� �R�U�G�H�U�� �*�5�$�1�7�,�1�*�� �K�L�V�� �0�R�W�L�R�Q�� �I�R�U�� �6�X�P�P�D�U�\��

�-�X�G�J�P�H�Q�W���D�Q�G���H�Q�W�H�U�L�Q�J���D���M�X�G�J�H�P�H�Q�W���R�I���Q�R���F�D�X�V�H���R�I���D�F�W�L�R�Q���D�V���W�R���D�O�O���F�R�X�Q�W�V���U�H�P�D�L�Q�L�Q�J��

�D�J�D�L�Q�V�W�� �'�U���� �$�Q�W�R�Q�L�R�� �<�D�Q�F�H�\�� �L�Q�� �K�L�V�� �S�U�R�I�H�V�V�L�R�Q�D�O�� �F�D�S�D�F�L�W�\�� �D�Q�G�� �G�L�V�P�L�V�V�L�Q�J�� �W�K�H��

�U�H�P�D�L�Q�G�H�U���R�I���3�O�D�L�Q�W�L�I�I�¶�V���)�L�U�V�W���$�P�H�Q�G�H�G���&�R�P�S�O�D�L�Q�W���Z�L�W�K���S�U�H�M�X�G�L�F�H����

�5�H�V�S�H�F�W�I�X�O�O�\���6�X�E�P�L�W�W�H�G����
��

�3�(�$�5���6�3�(�5�/�,�1�*���(�*�*�$�1���	���'�$�1�,�(�/�6�����3���&����
��
��
�'�D�W�H�G�����0�D�U�F�K�������������������� �%�<���� �����V�����-�H�U�H�P�\���&�����.�H�Q�Q�H�G�\�� ��
�� �-�H�U�H�P�\���&�����.�H�Q�Q�H�G�\�����3��������������
�� �$�W�W�R�U�Q�H�\�V���I�R�U���'�H�I�H�Q�G�D�Q�W���'�U�����$�Q�W�R�Q�L�R����
� � � <� D� Q� F� H� \� �
�� �������)�U�D�Q�N���/�O�R�\�G���:�U�L�J�K�W���'�U�������6�W�H�����'������������
�� �$�Q�Q���$�U�E�R�U�����0�,��������������
�� ������������������������������
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�� �M�N�H�Q�Q�H�G�\�#�S�V�H�G�O�D�Z���F�R�P��
��

�&�(�5�7�,�)�,�&�$�7�(���2�)���6�(�5�9�,�&�(��
��

�,���K�H�U�H�E�\���F�H�U�W�L�I�\���W�K�D�W���R�Q���7�X�H�V�G�D�\�����0�D�U�F�K�����������������������,���F�D�X�V�H�G���W�K�H���H�O�H�F�W�U�R�Q�L�F��
�I�L�O�L�Q�J���R�I�����W�K�H���I�R�U�H�J�R�L�Q�J���S�D�S�H�U���Z�L�W�K���W�K�H���&�O�H�U�N���R�I���W�K�H���&�R�X�U�W���X�V�L�Q�J���W�K�H���(�&�)���V�\�V�W�H�P��
�Z�K�L�F�K���Z�L�O�O���V�H�Q�G���Q�R�W�L�I�L�F�D�W�L�R�Q���R�I���V�X�F�K���I�L�O�L�Q�J���W�R���W�K�H���I�R�O�O�R�Z�L�Q�J���W�R���D�O�O���D�W�W�R�U�Q�H�\�V���R�I��
�U�H�F�R�U�G����

��
��
�� �%�<���� �����V�����-�H�U�H�P�\���&�����.�H�Q�Q�H�G�\�� ��
�� �-�H�U�H�P�\���&�����.�H�Q�Q�H�G�\�����3��������������
�� �$�W�W�R�U�Q�H�\�V���I�R�U���'�H�I�H�Q�G�D�Q�W���'�U�����$�Q�W�R�Q�L�R����
� � � <� D� Q� F� H� \� �
��
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�,�1�'�(�;���2�)���(�;�+�,�%�,�7�6��

�(�;�+�,�%�,�7���������� �6�W�D�W�H���R�I���0�L�F�K�L�J�D�Q���'�H�S�D�U�W�P�H�Q�W���R�I���&�R�P�P�X�Q�L�W�\���+�H�D�O�W�K���3�R�O�L�F�\���	����

�� �� �� �3�U�R�F�H�G�X�U�H���0�D�Q�X�D�O�����(�I�I�H�F�W�L�Y�H������������������

�(�;�+�,�%�,�7���������� �'�H�S�R�V�L�W�L�R�Q���R�I���6�D�U�D�K���/�\�R�Q���&�D�O�O�R�����3�K���'������

�(�;�+�,�%�,�7���������� �'�H�S�R�V�L�W�L�R�Q���R�I���'�U�����$�Q�W�R�Q�L�R���<�D�Q�F�H�\����

�(�;�+�,�%�,�7���������� �'�H�S�R�V�L�W�L�R�Q���R�I���$�V�K�O�H�\���.�D�Q�X�V�]�H�Z�V�N�L����
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Newborn Screening Specimens Page 1 of 2 

A. PURPOSE 
The purpose of this policy is to establish for the Michigan Department of Community Health (DCH) a 
retention schedule for newborn screening dried blood spot specimens. 

B. REVISION HISTORY 
Issued September 8, 2008. 
Revised January 5, 2009. 
Revised June 4, 2009 

C. DEFINITIONS 
NBS: Newborn screening is a comprehensive program that tests for and provides long and short term 
follow up and medical management for children with disorders identified through the program. (PA 368 
of 1978, 333.5431, 333.5430) 

DBS: Dried blood spot is the blood specimen collected from the heel of a newborn at 24-48 hours post­
birth on a filter paper collection devise. After drying, the blood and patient identifying information 
contained on the same paper collection devise are sent to the DCH Bureau of Laboratories for testing. 

D. POLICY 
The DCH will maintain, or cause to be stored, newborn screening dried blood spots indefinitely. Parents, 
legal guardians of, and/or persons from whom the specimen was collected after reaching the age of 
majority, may request that their specimen not be used for any research, by contacting DCH by telephone 
or mail. Parents, legal guardians of, and/or persons from whom the specimen was collected after 
reaching the age of majority, may request that their specimen be destroyed by providing the name, date 
of birth and their relationship to the individual from whom the specimen was collected and must provide 
copies of the individual's birth certificate and a government-issued identification (e.g., drivers license or 
passport ) to confirm that they have authority to make such a request. 

The DCH retains qualified ownership of DBS while in storage. The DCH may release part of the residual 
DBS upon written request of the individual for research studies or other uses. The DCH may release 
part, or all, of the de-identified specimen for NBS quality assurance and test development or public 
health or medical research with appropriate approval of the DCH scientific advisory panel and 
institutional review board. The DCH will reserve part of the specimen solely for the use of the individual 
or parenUguardian, unless requested otherwise by an authorized individual. 

Retention schedules for DBS collected for other tests (e.g., HIV serology, lead) will be determined by 
Bureau of Laboratory policy. 

E. PROCEDURE 

Responsibility 

Bureau of Laboratories 
Newborn Screening Section 
Manager 

Bureau of Laboratories 
Newborn Screening Section 

Action 

Process and package dried blood spots for permanent storage 
maintaining specimen identification. 

Oversee and confirm in writing the tagging of specimens as "not 
available for research" when request has been received from the 
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Manager individual or parent or legal guardian of the individual. 

Bureau of Laboratories Oversee and confirm in writing the destruction of specimens when 
Newborn Screening Section request for destruction has been received and confirmed authentic from 
Manager the individual or parent or legal guardian of the individual. 

Bureau of Laboratory Assure an environment for the storage of the dried blood spot specimens 
Administrator that is secure and protects the integrity of the biological components of 

the specimen. Identify resources for an adequate storage environment 
for the specimens. 

F. REFERENCES 
Association of Public Laboratories Position/Policy statement on Residual Newborn Screening 
Specimens. 
http://www.aphl.org/policy/Documents/residual newborn screening specimens.pdf 

Therrell, B.L, H.W. Hannon, et al. 1996. Guidelines for the retention, storage and use of residual dried 
blood spot samples after newborn screening analysis: Statement of the Council of Regional Networks for 
Genetic Services. Biochemical and Molecular Med. 57:116-124. 

Directive to Destroy Residual Newborn Screening Blood Specimen, DCH-1448 

Directive to Remove Residual Newborn Screening Blood Specimen from Possible Research Uses, DCH 
-1465 

Michigan Public Health Code, Act 368 of 1978, 333.5431, 333.5430 

G. CONTACT 

For additional information concerning this policy, contact the DCH Bureau of Laboratories. 

l I! 
RECOMMENDED BY: . �,�~� 1' L1A,& DATE: G I �n�l�o�~� 

Deputy Director 

APPROVED BY: £u (( (!/! 4 LuJJ k. · DATE: {.'" -;t-o? 
�~�i�r�e�c�t�o�r� 0 

Content Author: DCH Bureau of Laboratories 
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1                Via Zoom Video Conference
2                Thursday, December 17, 2020 - 1:01 p.m. 
3                MR. ELLISON:  Good afternoon.  I guess I want to
4      know -- I want to be respectful of how I addressed you.  Is
5      it just -- do I just call you "Doctor"?  Would that be
6      sufficient?
7                DR. LYON-CALLO:  I'm fine if you all me Sarah, but
8      that's really fine.
9                MR. ELLISON:  Okay.  All right.  I mean no

10      disrespect.  As you can kind of tell, we're a little less
11      than formal with the gr oup that we've been hanging out
12      together so long on this particular case.  So, anyway, first
13      of all, thank you for being here.  I appreciate it.  As you
14      may have heard, I need to ask some questions of you here as
15      part of the newborn screening lawsuit, which I'm sure you're
16      aware of.  Have you ever done a deposition before?
17                DR. LYON-CALLO:  Yes, I have.  I haven't done a
18      deposition over Zoom before, but I've done depositions.
19                MR. ELLISON:  Okay.  All right.  Well, then I'll
20      skip the usual instructions then going forward, and we can
21      just get right to the -- right to the heart of it here.
22                REPORTER:  Do you solemnly swear or affirm that
23      the testimony you’re about to give shall be the whole truth? 
24                DR. LYON-CALLO:  I do.
25

Page 5

1                      SARAH LYON-CALLO, PH.D.

2          having been called by the Plaintiffs and sworn:

3                            EXAMINATION

4 BY MR. ELLISON:

5 Q    I have a couple of questions regarding the newborn screening

6      program and the Michigan Neonatal Biobank.  And I just call

7      it -- just for purposes of our discussion here today, when I

8      refer to the "Biobank," I'm referring, of course, to the one

9      that's headed by Dr. Yancey, the organization with its

10      offices and operations in Detroit at the -- at Tech Town.

11                And then when I refer to the "newborn screening

12      program," part of it, that's the state side, I would call

13      it, of this particular setu p.  Is that agreeable that we can

14      talk on those terms?

15 A    No.  The newborn screening program is a screening program. 

16      The Michigan BioTrust is  the state program that addresses

17      the residual dried bloo d spots.  The Michigan Neonatal

18      Biobank is an entity that  is managing the storage of those

19      spots.  

20 Q    Okay.

21 A    So I want to be -- I am very clear and precise in my

22      language when I'm ta lking about the difference between

23      newborn screening program versus the Michigan BioTrust for

24      Health.

25 Q    Okay.  So that's one of the questions I'm going to ask you
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1      about.  So I'm going to jump ahead and ask you that.  I'm

2      going to set it up in a particular way, and I want you to

3      explain to me, thereafter, what happens.  A newborn is born. 

4      Blood spots are extracted.  Blood samples are extracted in

5      the form of blood spots on to a Guthrie card and are sent to

6      the Michigan State Laboratory for testing.  

7                Once that  testing is complete, I'd like you to

8      explain to me, as best you know, what happens to those

9      residual  blood spots.  

10 A    Sorry.  I was having trouble with my mute.  I think some of

11      the particular detail regarding specifics around the

12      mechanisms by which cards are handled directly after testing

13      is best handled by Dr. Shah, the director of their

14      laboratory.  But I can share -- or I feel comfortable

15      talking about the piece where -- that the dried blood spot

16      card -- the newborn scr een card, is -- there's a group at

17      the laboratory that, when they are done with that card for

18      the purposes of the newbor n screening program, they process

19      that card.  The residual dried blood spots that become part

20      of the -- 

21                (Dr. Shah enters deposition)

22 Q    Doctor -- excuse me.  You said "they."  Who is they?

23 A    The Bureau of Laboratories  at the Michigan Department of

24      Health and Human Services.

25 Q    Okay.  Thank you.

Page 7

1 A    Yup.  You're welcome.  And I see Dr. Shah has joined.  I

2      know this is my depositi on, and he's like joining in.  But

3      he's joining in for his deposition time -- yeah, separate

4      time; right?

5 Q    That's fine.  He's entitled -- he's entitled to participate

6      or to observe this -- th e deposition as a party -- named

7      party in the case.  So, but go ahead.

8 A    Okay.  Thank you.

9 Q    I apologize.  I mean, I didn't mean to interrupt you.  You

10      used the pronoun, and I wanted to make sure I understood. 

11      You said, "Once 'they' were done processing the card."

12 A    Yes; yeah; yup.  So when the laboratory staff are done with

13      the card from a newbor n screening perspective -- I'll let

14      Dr. Shah get into the nitty-gritty of how that card is

15      processed -- but the high level is that the residual dried

16      blood spots go to -- with  the exception of a spot reserved

17      for parent/guardians, the residual dried blood spots go to

18      the Michigan Neonatal Biobank where they are managed for the

19      purposes of Michigan BioTrust.

20 Q    Okay.  Who is responsible for overseeing the Michigan

21      Neonatal Biobank as it applies to the Michigan -- from any

22      individual you know at the Michigan Department of Health and

23      Human Services?

24 A    I'm sorry.  Can you repeat that one more time?

25 Q    Sure.  What I want to understand is is that you just said

Page 8

1      that the Michigan Neonatal Biobank stores -- and I'm

2      paraphrasing -- stores newborn blood spots that are residual

3      leftovers from the newborn testing program for -- on behalf

4      of our -- under the cont rol of the State of Michigan, I

5      think, DHHS I think is what you said, or some variation

6      thereof.

7 A    Uh-huh (affirmative). 

8 Q    I'd like to know who at th e Michigan Department of Health

9      and Human Services is responsible for overseeing or

10      otherwise controlling the blood spots at the Neonatal

11      Biobank?

12 A    So the dried blood spots are managed by the Michigan

13      BioTrust.  That BioTrust structure has a community values

14      advisory board, a scientif ic advisory board.  There is also

15      an internal infrastructu re which Dr. Shah and myself are

16      responsible for.  But I think probably the simplest way to

17      answer the question is that Dr. Shah and myself are

18      responsible for the dr ied blood spots in the Michigan

19      BioTrust program that are at the Michigan Neonatal Biobank

20      for storage and distribu tion at the direction of the

21      Michigan Department of Health and Human Services.

22 Q    Okay.  Good.  Fantastic.  So I guess the reason why I'm

23      asking would be is that if  a -- say in this case a judge was

24      to issue an injunction ag ainst both of you in your official

25      capacities, you would have the ability to direct the blood

Page 9

1      spots to no longer go to  the Biobank if that's what the

2      judge so ordered; would that be correct?

3 A    That is my understanding.

4 Q    Okay.  And what -- as part of the complaint -- as part of my

5      complaint and the research  I did on this prior to bringing

6      this complaint, I had yo u listed as the manager of the

7      Michigan Bio- -- or excu se me -- Michigan BioTrust for

8      Health; is that accurate?

9 A    So as the director of the Bureau of Epidemiology and

10      Population Health, I am one of the two folks who is over the

11      Michigan BioTrust for He alth, the other one being Dr. Sandip

12      Shah.

13 Q    Okay.  What role does Mary Klein play in the Michigan

14      Newborn Screening program and/or the Biobank? 

15 A    So none of my -- so Mary Klein is a manager in the division

16      of Lifecourse Epidemiology and Genomics, which is within the

17      Bureau of Epidemiology and Population Health.  So Mary Klein

18      is in my supervisory chain.  She does not -- I'm not quite

19      certain how to answer part of your question.  You asked

20      about if she plays a role at the Michigan Ne onatal Biobank? 

21      Is that what you asked me?

22 Q    Yeah.  I want to understand, you mentioned that both you and

23      Dr. Shah have supervisory control over the BioTrust. 

24      According to online disclosure forms that have been made

25      available, that she is th e manager of the newborn screening
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1      section of the Michigan Department of Health and Human

2      Services.  I want to know what role, if any, does she play

3      over the newborn screenin g program and/or the BioTrust.  And

4      I'll add to that -- or excuse me -- the Neonatal Biobank,

5      and I'll add to that the BioTrust if that assists you.

6 A    So Mary Klein is the director of newborn screening section

7      that addresses follow-up of results from the newborn

8      screening program.  In te rms of Michigan BioTrust, she has a

9      role in that as we get proposals for use of dried blood

10      spots.  She has a role also in communicating -- as do other

11      staff as well -- in communicating with the Michigan Neonatal

12      Biobank.  She does not have a role within the Michigan

13      Neonatal Biobank.  So she's in no way an employee or

14      something like that of the Michigan Neonatal Biobank.

15 Q    Okay.  I've done the depo sition of Dr. Antonio Yancey.  Do

16      you know who he is?

17 A    (No verbal response) 

18 Q    I'm sorry.  You've got to answer "yes" or "no."

19 A    Yes, I do.  Yes, I do.  Sorry.  I'm trying -- I have a dog

20      in the background.

21 Q    No problem.  If I say "yes" -- yes, if I make a statement

22      like that, I'm not trying to  be rude.  It's just sometimes

23      we say things like "uh-huh's" and "um's," and we just have

24      got to get clear for the record.  So I mean no disrespect by

25      it.

Page 11

1 A    Yup.

2 Q    The -- one second here.  I've got my email on, and it keeps

3      beeping incessantly.  There we go, stop that.  Okay.  I did

4      the deposition of Dr. Yancey, and he indicated that the

5      blood spots were not under the control of the board of

6      directors but actually under the control of members -- or

7      officials with the Michig an Department of Health and Human

8      Services.  Would you agree with that statement as I

9      presented it to you?

10 A    Yes.  The Michigan Neonatal  Biobank does not have control

11      over the use and distrib ution of the blood spots -- the

12      residual dried blood spots.

13 Q    Okay.  Who at the Michigan -- just to confirm -- who at the

14      Michigan Department of Health and Human Services would be

15      the person most in charge  of decision-making as to the blood

16      spots held at the Michigan Neonatal Biobank?

17 A    The use of the blood sp ots under the purposes of the

18      Michigan BioTrust prog ram, Dr. Sandip Shah and I are

19      responsible for the decision-making around that and that

20      includes the use -- or the instruction to the Michigan

21      Neonatal Biobank.

22 Q    Okay.  To your knowledge, is the Michigan Neonatal Biobank

23      holding blood samples for any other purpose other than the

24      Michigan BioTrust program?

25 A    I do not know the answer to that question.

Page 12

1 Q    Well, do you have any knowledge -- do you have additional

2      purposes or additional blood storage for any other programs,

3      to your knowledge?

4 A    I don't have any knowledge to what else the Michigan

5      Neonatal Biobank -- sorry -- what else the Michigan -- what

6      else the entity at Tech Town -- the Biobank at Tech Town,

7      what other activities they may have going.

8 Q    Okay.  Can you explain -- and, again, acknowledging that we

9      are lawyers and the person that's going to read this

10      transcript hopefully ulti mately will be a lawyer who is a

11      judge.  We're not scient ists, by any means.  Can you

12      explain, as best you can, what the role of the Michigan

13      BioTrust is, vis-a-vis, the Michigan Department of Health

14      and Human Services?

15 A    So the Michigan BioTrust, it  is a program that's run by the

16      Michigan Department of He alth and Human Services in order to

17      oversee Michigan's storag e residual dried blood spots and

18      their use in health research.

19 Q    And I believe you just -- an d just to confirm, you testified

20      earlier that that prog ram has oversight of the Michigan

21      Neonatal Biobank; correct?

22 A    For the purposes of the residual dried blood spots, yes.

23 Q    Okay.  Is there any othe r program or entities that have

24      control over the Michigan Neonatal Biobank related to blood

25      spots that you're aware of outside of the BioTrust?

Page 13

1 A    You're referring to the residual dried blood spots from the

2      Michigan Department of He alth and Human Services?  Is that

3      what you're referring to?

4 Q    Any blood spots that you are aware of that are there.  Is

5      there any other entity or program that has any sort of role

6      as it applies to the Biobank in any way, to your knowledge?

7 A    I think I shared with you earlier that I have no knowledge

8      as to whether or not th ere are other forms of dried blood

9      spots or other bio spec imens that are at the Michigan

10      Neonatal Biobank.  The kn owledge I have is related to the

11      dried blood spots that are there from the Michigan BioTrust.

12 Q    Why are blood spots transferred or otherwise given to a

13      private nonprofit corporation rather than stored under the

14      direct control of the BioTrust program or the department of

15      health and human services?

16 A    So the purpose of the -- th e Michigan Department of Health

17      and Human Services does no t have the laboratory capacity for

18      management of a Biobank.  The amount of freezer space the

19      software that is required  to manage individual specimens

20      over a longer of period  of time is something that the

21      Michigan Department of He alth and Human Services, under the

22      Michigan BioTrust, ha s obtained through the Michigan

23      Neonatal Biobank.

24 Q    Okay.  Were you involved at all with the creation of the

25      Michigan Neonatal Biobank?
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1 A    No.  The Michigan Neonatal Biobank, when I came in to the

2      position -- the first position that I had related to newborn

3      screening, when I came into that positi on in 2012, the

4      Biobank was already instituted.

5 Q    Okay.  And just to confirm -- forgive me.  I know the answer

6      already, but this is my chance to confirm -- is that you

7      don't serve on the board of directors of the Biobank;

8      correct?

9 A    No, I do not.

10 Q    Any reason why not?

11 A    I have a variety of respon sibilities at the department.  I

12      also am not a laboratorian.  And given Dr. Shah's and I's

13      shared responsibilities fo r the Michigan Bi oTrust, I'm very

14      fortunate that he was able to take on that role.

15 Q    How would you describe the nature of the relationship

16      between Michigan Department of Health and Human Services and

17      the Michigan Neonatal Biobank?  And I guess let me put it in

18      a clearer parlance than that would be is are they a contract

19      vendor?  Are they a partner?  Are they another government

20      agency?  How is it, in your  role as oversight of the dried

21      blood spots that are stor ed in that facility, do you view

22      the role and the relationship with the Biobank?

23 A    So the Michigan Neonatal Biobank is not a government agency. 

24      We have a contract with the Michigan Neonatal Biobank for

25      the purposes of storage and distribution of the dried blood

Page 15

1      spots from the Michigan Bi oTrust.  And the Michigan Neonatal

2      Biobank has been a very g ood partner in terms of, you know,

3      managing those spots, promoting the use of the spots with

4      researchers.  So I thin k they are -- you know, we have a

5      contract with them.  They are -- so they have a vendor

6      relationship with us, an d they've also been a very good

7      partner in terms of moving this activity along.

8 Q    Does the Department of Health and Human Services provide

9      monetary compensation to the Biobank for these services?

10 A    We provide partial support to the Michigan Neonatal Biobank

11      through a contract with Wayne State University.  Their

12      Biobank can -- also has an arrangement to be able to cover

13      some other costs related to a fee structure that is charged

14      to researchers.  But, yes, the department does provide

15      direct contract support for the activities there at the

16      Biobank.  And I think Dr . Shah would -- sorry.  Go ahead.

17 Q    No; no.  That's fine.  Th at's fine.  And, again, I'm only

18      asking what you know.  I'll be asking Dr. Shah a number of

19      questions, as well, given his role as a director on the

20      board of directors of that particular entity when I do his

21      deposition.

22 A    Uh-huh (affirmative).

23 Q    I'm only seeking what you know.  Do you happen to know how

24      much, as a percentage, or the dollar amount, that the

25      Michigan Department of  Health and Human Services pays
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1      ultimately that reaches -- for the operation or the services

2      provided by the Biobank?

3 A    I'm sorry.  I did not come prepared to talk about those

4      numbers today, so I can find that out.  There are times

5      where I certainly do hear about the financial support to the

6      Michigan Neonatal Biobank for the functions that are

7      performing a contract but I'm not prepared to speak to those

8      specifics or those numbers today.

9 Q    Fair enough.  That's fair enough.  And, again, only what --

10      I'm only asking you what  you know here today as well, so

11      if -- 

12 A    Okay.

13 Q    Well, let me ask this question:  I know that as part of

14      the -- I guess -- well, let me make the representation to

15      you that as part each newborn blood draw, the heel prick

16      test that occurs, the ho spital charges the newborns a fee

17      for doing that, which is -- again, I don't have the dollar

18      amount that changes year to year, but approximately $130 for

19      that activity.  Do you know if all or a portion or none of

20      the monies from those collected fees goes to the Neonatal

21      Biobank?

22 A    So the majority of those fees go to the Michigan Newborn

23      Screening program.  A small amount of those fees have

24      covered some of the costs of the contract with the Michigan

25      Neonatal Biobank.  The exact percentage of that, I am not
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1      prepared to speak to today.

2 Q    Okay.  I mean, can you confirm, though, it's more than zero

3      but less than all of the money goes to -- 

4 A    Oh, yeah.  Yeah, that's an  easy statement to agree to; yes.

5 Q    Okay.  Very good, very good.  Okay.  As part of the

6      contractual relationship  or the what- -- the nature --

7      whatever the relationship is between the Department of

8      Health and Human Services and the Michigan Neonatal Biobank,

9      does someone in your role that you serve as -- and, again, I

10      think I just called you the manager of the BioTrust and you

11      identified your relationship with Dr. Shah as part of that

12      oversight authority -- do you have direct control over how

13      the Biobank stores, accesses, uses, and handles the blood

14      spots that are submitted to it under the Michigan BioTrust

15      program?

16 A    Can you repeat that, please?

17 Q    Sure.  I guess, making it a little simpler.  I just want to

18      know if -- say for today that you -- that Dr. -- I mean,

19      Chris over there -- Chris, the manager of the Biobanks, is

20      doing something that yo u think is inappropriate for the

21      blood spots.  It's not in the best interest of the

22      particular blood spots.  Do you have the authority to call

23      over there and tell them to change their processes and

24      procedures?  

25 A    Yes.  If there was someth ing that was inappropriate going
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1      on, absolutely.

2 Q    And I don't mean this in a legal sense.  I'm talking more in

3      either a scientific sense or a project sense.  I'm not

4      trying to be inappropriate as in legal or sexual harassment

5      or something of that nature.  I'm talking more about the

6      blood spots, the core activities itself.  You would have the

7      ability to call or make cont act with them and say, "I would

8      like this" -- "you need to  start doing it this way," and

9      they would do it that way going forward; is that fair?

10 A    So the department has procedures that the Biobank is

11      following.  We have an understanding what their procedures

12      are.  They are in a contractual relationship with us, and we

13      are able to, you know, I don't want to say "direct their

14      operations."  I don't mean to imply that we're sort of

15      managing their staff in some way.  But in terms of what the

16      procedures for storage, maintenance, and distribution of the

17      dried -- residual dried blood spots, the department is able

18      to direct that.  In this case, both Dr. Shah and myself have

19      the ability to reach down to the Biobank regarding, you

20      know, any issue or concern that we have.  They're very

21      approachable.

22 Q    Okay.  Very good, very good.  And that's what I was looking

23      for.  Thank you.  So I don't know how to ask this question

24      so bear with me.  I asked a little bit earlier about the

25      nature of the BioTrust pr ogram, vis-a-vis, the Department of
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1      Health and Human Services.  And I'm trying to understand

2      what exactly its nature is .  I mean, it's -- you would agree

3      that it's not a division of the Department of Health and

4      Human Services; correct?

5 A    So the Michigan BioTrust pr ogram; you're asking me if it's

6      like an organizational box or a chart?  Is that what you're

7      asking?

8 Q    I'm trying to figure out where it fits in the overall

9      organizational scheme.  I mean, it's a division; right? 

10      It's not a -- you know, the DHHS has got all its various

11      divisions with various different responsibilities.  I

12      just -- I don't know how to describe, or how it would be

13      best to describe where the BioTrust fits into the overall

14      scheme of organizational hierarchy at the department itself.

15 A    Sure.

16 Q    Can you articulate that?

17 A    So we refer to the Michigan  BioTrust as a program.  Program

18      can be administered between different areas within the

19      organizational structure.  So there are aspects of the

20      Michigan BioTrust that are related to epidemiologic

21      questions, which is my organizational structure,

22      epidemiology, and there are aspects of the Michigan BioTrust

23      program that are related to laboratory, which is Dr. Shah's,

24      you know, area of responsibility.  So it is a program with

25      the Michigan Department of Health and Human Services that
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1      Dr. Shah and I jointly manage.

2 Q    Okay.  All right.  Very g ood.  Would you, as part of your

3      role as the -- as part  of the role involved with the

4      BioTrust, you would agree -- would you agree with me that

5      prior to 2010 parental consent was never obtained for

6      medical research or at least -- or testing on blood spots

7      for infants born before 2010?  Would you agree with that? 

8      And I'm talking just on the parents.

9 A    Let me just check my -- I'm trying to take some notes here

10      to make sure I have my dates correct.

11 Q    Sure.  I believe it's April of 2010, but I know it -- I'm

12      using at least 2010, before that.

13                (Witness reviews electronic data via video)

14 A    I'm sorry.  It's taking me a minute.

15 Q    Take your time.  

16 A    So the -- it's smaller, but I can still see it, though.  So

17      the -- all right.  So there are blood spots that were

18      collected between July 1984 and May 1st, 2010 that may be

19      used for health research und er a waiver of informed consent. 

20      So we do not have active  informed consent for children who

21      were born before May 1st, 2010.

22 Q    And you indicated that you had some form of consent from

23      something.  Could you articulate what that is?

24 A    So there is a waiver of in formed consent that was granted by

25      the Michigan Department  of Health and Human Services
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1      institutional review board.  

2 Q    Does that -- as the head of the BioTrust program, do you

3      deem that sufficient to be -- let me strike that.  As the

4      head of the BioTrust program, do you deem that decision by

5      the IRB to be sufficient to use blood spots for medical

6      research and medical testing of newborn spots before 2010?

7 A    So the purpose of the waiver of informed consent is for the

8      use of residual dried blood spots for the purposes of

9      research, not for medi cal testing but for research.

10 Q    Okay.  Fair enough.

11 A    So, yes, I consider that appropriate.

12 Q    Okay.  Do you have -- I'm sorry.

13 A    So we have -- we have -- the institutional review board is

14      our human subjects review board.  It operates under federal

15      regulations around human subjects, protection of human

16      subjects.  And that is the board that I rely on for those

17      kinds of assessments, whether it be related to something

18      like this or other research projects that may come about

19      related to public health data or other -- well, public

20      health data is what I work with.

21 Q    Okay.  Starting in May of 2010, the department -- and this

22      is my representation to you.  I want to see if you agree

23      with me.  Starting in  2000 -- May of 2010, the department

24      starting to obtain or atte mpt to obtain some form of consent

25      from parents before utiliz ing newborn screening -- or excuse
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1      me -- newborn blood spots that remained after the testing

2      was complete under the prog ram.  Were you involved at all in

3      any way with the decision  to change the policy starting May

4      of 2010?

5 A    So I was not part of the management structure in the

6      Michigan BioTrust at that  point.  I was aware, being around

7      the department, of discussions about it, but I was not

8      involved in the decision-making on that.

9 Q    Okay.  Do you know who was the decision-maker on that policy

10      change at that time?

11 A    I would have to go back  and look at that -- for that

12      information.  I don't know .  I'd have to go back and look

13      for that.

14 Q    Would it -- okay.  I'm sorry.  I don't mean to interrupt. 

15      Would that be the person th at has served in your role as the

16      director of epidemiology at the Department of Health and

17      Human Services?

18 A    That would be my assumption , but I would have to go back and

19      look at that for that information.

20 Q    All right.  Very good.  Starting -- so from May of 2010

21      forward, without getting into the finer details about what

22      actual consent was obtained, would you, in your role as the

23      -- with supervisory cont rol over the BioTrust, that the

24      consent that the department obtains from parents is

25      sufficient to conduct medical research on the newborn

Page 23

1      screenings residual blood spots?

2 A    Yes.  We have created the informed consent process to allow

3      for that -- for a parent to have active consent in the

4      process, yes.  

5 Q    Do you -- 

6 A    So did I answer your question?  

7 Q    Yes, you did.  

8 A    I'm not sure if I answered your question or a different one.

9 Q    No; no.  You did; you did.  And, please understand, if I'm

10      not saying something correctly or, you know, I'm not --

11      again, I'm a lawyer not a science person.  I have good

12      friends who are, and some times the words aren't quite the

13      same.  If you can correct me, I'm not above being corrected. 

14      My pride will not get in the way, so -- and besides, I'm

15      married.  I'm correct ed a lot, so there you go.

16                So the -- you just mentioned about informed

17      consent -- just now was th e phrase you just used.  Do you,

18      in your role at the de partment, make a distinction between

19      consent versus informed consent?

20 A    So we -- when we are doing projects that involve consent, we

21      use a process of informed consent.  In the case of Michigan

22      BioTrust, we invested significant time in developing the

23      informed consent brochure for Michigan BioTrust, spent time

24      looking at the informed consent form that goes -- that

25      parents see, try to make those materials as clear as
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1      possible.  So for the purposes of public health research, I

2      use the term "informed consent" because that is -- the

3      process is to inform people to what they are consenting to.

4 Q    Do you make a distinction -- setting aside this program just

5      as a public health official, do you make a distinction

6      between getting consent versus informed consent?

7 A    I'm not sure what getting consent means in your question. 

8      The process of what we do is about informed consent that you

9      have provided people with information so that they can make,

10      you know, their informed choice and that they have something

11      to reference back to.  So it's something that is common in

12      public health and in public health research.

13 Q    Okay.  You mentioned that you give information so that

14      persons who make informed consent -- who want to give

15      informed consent are so informed; fair?

16 A    Uh-huh (affirmative).

17 Q    I'm sorry?

18 A    Yes; yes.

19 Q    What information specifically does the BioTrust program

20      provide to parents to give them -- to get them to the point

21      of being informed sufficiently so that they can give their

22      informed consent?

23 A    So the Michigan BioTrust has a brochure entitled, "After

24      Newborn Screening: Your Baby's Blood Spots."  That is -- let

25      me pull it up.

Page 25

1                (Witness reviews electronic data via video)

2      That is a small brochure that enables -- that provides

3      information about what the BioTrust is, what are risks if

4      your baby's blood spots are used for research, what steps

5      are taken to protect privacy, that we have a certificate of

6      confidentiality.  So we  have the -- there are -- there are

7      elements of informed consent that are part of the human

8      subject's process, and those elements are covered in that

9      brochure.

10 Q    Do you believe as the -- in your supervisory role on behalf

11      of the BioTrust, that the information contained in the

12      brochure is a sufficient amount of information for a parent

13      to make informed consent?

14 A    Yes.  We work very hard to ensure that we have the elements

15      that are needed in that brochure.  So, yes, I do believe

16      that.

17 Q    All right.  Is there any other processes, procedures, or

18      communications or documents in any way outside of the

19      brochure that is utilized to give parents information so

20      that they have better or equal informed consent? 

21      Essentially is there anything other than the brochure that's

22      available to parents at the time of the birth of their child

23      that the department provides them?

24 A    So the department engages in baby fairs.  They provide

25      education to physicians that can be used with expectant
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1      parents.  We provide education to nursery staff within

2      hospitals so that there is awareness of what this program

3      is.  The informed consent brochure, the "After Newborn

4      Screening: Your Baby's  Blood Spots," Michigan BioTrust

5      brochure, is meant to be the document the parents can see at

6      the time that they are signing -- that they are, you know,

7      deciding whether or not th ey want to have -- whether or not

8      they want to consent to the storage of their baby's blood

9      spots.  

10                But there are other avenues that we use to promote

11      the program and the existence of the program with social

12      media, baby fairs, education to providers.

13 Q    I don't want to put words in your mouth but everything you

14      just described would be a phrase I would usually describe as

15      "marketing materials."  Would that be a fair statement to

16      cover what you just said?

17 A    I think it's promotion, education, marketing, you know, we

18      have the baby's blood spot brochure up on our website.  You

19      know, with Zoom -- sorry.  With the situation that we're all

20      in right now with the epidemic, there aren't baby fairs and

21      things like that.  And we've included the brochure and other

22      materials in virtual baby fairs that are going on.  

23                So I think, you know, we put materials out, but

24      part of those materials are the actual informed consent

25      brochure, which also includes the information that you would
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1      be looking at at the time  that you are asked if you would

2      like to participate in the Michigan -- 

3 Q    I'm going to make the repres entation to you that I represent

4      five parents over -- who are the parents of nine children

5      and all of them will testify under oath that none of them

6      received the brochure fr om the Department of Health and

7      Human Services or any agent thereof.  

8                What steps, if any, does the department take to

9      make sure that a newborn screening -- or excuse me -- that

10      the brochure -- I believe you call it "Your Blood Spots" I

11      believe you called it -- the brochure is provided to parents

12      before they're asked to sign any sort of consent form?

13 A    So the Michigan Department  of Health and Human Services

14      provides education to the nursery staff.  We provide the

15      brochure to nursery staff.  The card that people are asked

16      to sign is meant to be  used in conjunction with the

17      brochure, and that is made very clear in the education.  I'm

18      sorry.  Just one second.  

19 Q    No problem.  Take your time.

20 A    I'm trying to enlarge some thing so I can read it to you.

21                (Witness review electronic data via video) 

22      And we -- sorry.  I shou ldn't click and talk at the same

23      time.  I apologize.

24 Q    Take your time.  That's no problem.

25 A    And the form itself that parents are signing, at the top of
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1      that form it says, "Before signing this form, please read

2      'Your Baby's Blood Spots'."  It gives details on how small

3      drops of blood collected  for the newborn screening may be

4      used in research through the Michigan BioTrust for Health. 

5      "If you have questions, please call the Michigan Department

6      of Health and Human Services toll free at" phone number.

7 Q    As I understand, you're reading from the consent card

8      itself; correct?

9 A    Correct.  So we make sure  to reference right at the point

10      that parents are being asked to sign something that this

11      brochure exists.  The expectation of the department, the

12      instruction at the department in the provider education

13      materials is that this brochure is provided to parents, you

14      know, so that they are ready when this card comes to them

15      during the baby's stay at the hospital.

16 Q    Do you have any policies -- written policies, directives or

17      laws, administrative rules or anything that directs when a

18      brochure is supposed to be provided to parents?

19 A    In terms of the -- there is not a written statute or rule

20      about the timing of that delivery to my knowledge.  I would

21      have to go look to see the specific language that is in the

22      -- the education material s that we provide to staff at

23      hospitals regarding that timing.  But the purpose and the

24      point of the training regarding active consent is -- that is

25      important as informed co nsent and that parents have that
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1      brochure.

2 Q    Do you know -- when you me ntioned about training, what sort

3      of training does the department provide to the hospital that

4      you're just referencing righ t there?  What kind of training? 

5      Like, when does that occur and how does that occur?

6 A    Sure.  So the training occur in a couple different ways. 

7      Trainings occur via webinars.  Sometimes they occur where

8      staff physically go to a hospital and have a regional in-

9      person training.  That 's been difficult this year. 

10      Obviously we can't do that this year.  We also offer

11      training at different conferences that nursery staff may be

12      at.  We have a newsletter that goes out to nursery staff and

13      other health providers ta lking about aspects of the newborn

14      screening program, an d we include messages about the

15      Michigan Biot rust in that as well.

16 Q    Is training mandatory?

17 A    We are -- 

18 Q    That's a "yes" or "no" question.  Is it mandatory?

19 A    I would need to go back and look and see if we use the word

20      "mandatory" when we are speaking to the nurseries.  It is

21      expected that staff are tr ained in this.  Whether or not we

22      say this is a mandate th at you must take every staff member

23      through, I don't know if we use that word.  But it is our

24      expectation that staff who are working a nursery, you know,

25      providing that care direct ly to parents, are trained about

Case 1:18-cv-10472-TLL-PTM   ECF No. 145-3, PageID.3928   Filed 03/31/21   Page 8 of 32Case 1:18-cv-10472-TLL-PTM   ECF No. 149-4, PageID.4907   Filed 04/05/21   Page 8 of 32



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

9 (Pages 30 to 33)

Page 30

1      the Michigan BioTrust just as they are trained about the
2      neonatal screening.  So, you know, this is -- education
3      about the Michigan BioTrust is being provided alongside
4      education about the neonatal screening.
5 Q    What steps, if any, does the department take to ensure
6      that -- 
7 A    I'm sorry.  You may be on mute.
8 Q    No, I'm not.  
9 A    No?  Is it me?

10 Q    It might be you.  We can hear you.
11 A    Sorry.  Can you still hear me?
12 Q    We can still hear you, yes.
13 A    I can't hear you.  Can you hear me?
14 Q    Yeah.
15 A    I'm sorry.  I can't hear you.
16                MR. ELLISON:  Aaron, do you have her phone number
17      or something that you can -- 
18                MR. LEVIN:  We can get it, yeah.  That won't be an
19      issue.
20                (Off the record) 
21                MR. ELLISON:  All right.  So just for the record
22      here, we just took a -- we had a small break because of
23      technical difficulties, but we're back on here now.
24 Q    My question -- I'd like to  follow up with the question I
25      just asked about is there any administrative rules,
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1      policies, or directives that mandates that training be
2      provided to the appropriate hospital personnel?  Meaning
3      everybody that needs to provide a brochure and provide the
4      information does, in fact, do so?
5 A    Are you -- can you repeat that?  I'm sorry.
6 Q    I guess let me put this into context.  Okay?
7 A    Uh-huh (affirmative).
8 Q    My son was born in September of 2017 at a hospital in
9      Saginaw, Michigan.  The hospital never provided us with a

10      brochure nor provided us with any information until almost
11      12 hours after his birth.  At that point we had, you know,
12      no knowledge or information about the newborn screening
13      program, and the nurse that was there knew very little about
14      the program as well.  So the context -- that is my context. 
15                What I'm trying to understand is what steps does
16      the department take to make sure that, for example, the
17      nurse with my son, for example, is sufficiently and properly
18      trained so that they can, A, provide the brochure, and, B,
19      provide sufficient information so that parents like myself
20      and my wife can make informed consent?  Can you explain what
21      steps or what guarantees the department provides so that the
22      necessary training is undertaken by these hospital
23      personnel?  I think you've been calling them "nursery"
24      employees, but the hospital personnel in some way?
25 A    Sure.  So we provide regular educational sessions with
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1      personnel.  When -- we also -- we do look at specifics we

2      have about how often our informed consent form is returned

3      blank.  We look to see, you know, how often there are --

4      there, you know, appears to be something about the form that

5      is making clear that there's some sort of lack of clarity or

6      some sort of -- if the form is filled out, you know, in a

7      way that is unclear.  We follow back on that as well.  

8                We have one-on-one sessions with hospitals where

9      we have concerns about the percentage of forms that are

10      coming back blank or if we have concerns about, you know,

11      complaints that we have received, something like that, about

12      the newborn screening program, or if there's concerns or

13      complaints about Michigan BioTrust itself.  

14                We would work with the nursery coordinator and

15      then work to get staff refresher training.  For example,

16      we've done sessions where we will have -- you know, our

17      staff will provide multiple sessions to ensure that nursery

18      staff has multiple opportunity within a facility to be able

19      to get trained.  We also have repeated reminders that, you

20      know, there are new staff training that is available.

21 Q    Let me ask this:  Do you track whether these employees are,

22      in fact, been properly tr ained at an individual employee-by-

23      employee level?

24 A    No.  We do not have a record of everyone who is working in a

25      nursery in the state of Michigan.  We work with -- 
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1 Q    Okay.  Is the hospital required to keep a record like that?

2 A    Not to my knowledge, no.

3 Q    What if a hospital such as -- for example, I'm up in

4      Saginaw.  One of our big hospital systems is Covenant

5      Healthcare in Saginaw, Michigan.  What if Covenant just

6      said, "You know what?  We don't have the time because of

7      COVID right now to deal with any of this stuff.  We're not

8      going to do anymor e newborn screening blood spot

9      extractions."  Can they simply just ignore the department's

10      directive to do so?

11 A    So in this case you're talking about the newborn screening

12      program, not the Michigan BioTrust program?

13 Q    Well, let me be clear.  I mean, just to make -- let me lay

14      the foundation then.  You would agree that the blood spots

15      that go ultimately to the newborn -- or to the Biobank are

16      the residual leftover spots from the newborn screening

17      program; correct?

18 A    Correct.

19 Q    Okay.  And the newborn screening program blood spots come

20      from the blood extractions done by health professionals at

21      the hospital within -- what? -- the first 36 hours typically

22      of the birth of an infant in a Michigan hospital; correct?

23 A    Correct; yup.  Apart from home births; correct, yeah.

24 Q    What if a hospital simply just said, "We don't want to

25      participate anymore in your program"?  What would happen?
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1 A    So in the case of the Mich igan Newborn Screening program, a

2      physician who is overseei ng the birth of a child must cause

3      the newborn screening to o ccur.  So that would be, you know,

4      the heel stick -- there's other aspects of newborn screening

5      besides just the heel stick that you are referring to.

6 Q    I just want to be clear.   I only want to focus on the

7      newborn screening.  I kn ow there's other tests that are

8      done, hearing and other types of tests, but this case is

9      only about the newborn sc reening program and the heel prick

10      test.  

11 A    I need to be totally clear with you.  Hearing is part of the

12      newborn screening.  So what you are referring to is the

13      portion of the newborn sc reening program that is the dried

14      residual blood spots or th e blood spots.  So the majority of

15      disorders that are screened for a newborn screening, occur

16      through screening of that  blood.  But newborn screening also

17      includes screening for hearing and screening for critical

18      congenital heart defects, which are point of care

19      screenings.  So that's all part of the newborn screening

20      program.

21 Q    Okay.  Fair enough.  So my -- 

22 A    So if someone -- so if -- yeah.

23 Q    I'm sorry.  Go ahead.

24 A    So if a hospital stated, "We're too busy with COVID," I

25      think was your example -- 
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1 Q    Correct.

2 A    -- to be able to perform the heel stick portion of the

3      newborn screen, we woul d be very concerned about that

4      because those babies would be at risk for, you know, more

5      than 55 conditions not be ing screened for that could cause

6      significant -- could cause loss of life or significant brain

7      damage to that child or other significant irreversible

8      physical harm due to lack of that screen.

9                So that would be taken extremely seriously by the

10      department, and we would be -- I mean, I would be very

11      surprised if a hospital took that step because of the

12      jeopardy that it would put that child in.

13 Q    What if a parent like myself were to say, "I do not want to

14      participate in the heel pr ick test at all"?  "Do not take my

15      son's blood.  Do not do it for a newborn screening test.  Do

16      not put it into the neonatal Biobank, no aspect of that

17      portion of the newborn screening program."  Is that

18      permissible?

19 A    So the -- so the state law is on the physician to cause a

20      newborn screen to occur.  If a parent was refusing to

21      participate in that, that  would be agains t medical advice. 

22      That would be up to the hospital to work through with that

23      parent in that -- that parent in that case.

24 Q    So the department would not be against Michigan law, as you

25      understand it, for a parent to direct their medical
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1      professional not to perform any aspect of that test?

2                MR. LEVIN:  I'm going to object just to the extent

3      it calls for a legal conclusion.

4                MR. ELLISON:  Noted.

5 Q    Go ahead, Doctor.  You can answer.

6 A    So the law is -- by my epidemiologic training or

7      understanding, the law is directed at the physician, not at

8      the parent.

9 Q    What if a physician decided, "I'm going to follow the

10      directives of the father," which in the example we've been

11      using would be me, and "I'm not going to conduct that test

12      because it would be cont rary to his expressed wishes and

13      directives as the parent  of that newborn child"?  What

14      steps, if anything, or wh at trouble could the doctor get in

15      based on following the directive of the parent rather than

16      the department, if any?

17 A    So state law is where the directive is coming from to the

18      provider.  I am assuming what the provider would have to do

19      is to document all the efforts they made to explain to the

20      parent the purpose of the screen, you know, what difficulty

21      the child -- what risk the child is facing if they do

22      have -- they're unfortunate enough to have one of these

23      newborn period disorders.  

24                Yes, I think there would be a lot of education and

25      discussion, and then the provider, you know, would have to
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1      take it up with their hospital and their legal counsel.

2 Q    So my question is what would that do from the department's

3      standpoint?  What would that do for the doctor, anything?

4 A    No.  The department does n't have some sort of sanction

5      against the physician in that case.  The department does

6      follow up -- so what that would look like to us is that

7      there was a child who di d not receive a newborn screening.

8      We routinely look for ba bies who have had a missed screen. 

9      We contact the parents to  try and get the child in for a

10      screen.  These are childre n who -- you know, baby can appear

11      beautiful, happy, you know , healthy, all systems go, and two

12      days later completely cras h, seize, their heart stops, they

13      go back into the hospital  because they have MCAD.  Or, for

14      example, a critical congenital heart point of care screen

15      because some children, again, beautiful, happy, great

16      outcome.  Baby leaves, tu rns blue and, you know, has a major

17      heart defect.  

18                So these programs are put in place because there

19      are children with these rare disorders who have deaths,

20      disability, brain damage, ph ysical damage because they don't

21      have the screen.  So we  take missed screens very seriously,

22      and we follow up with the parents, try to explain, again,

23      what the program is about,  why it's important.  We also --

24      you know, we want to ma ke sure that the child is connected

25      with a pediatrician or the pediatrician is aware that the
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1      child did not have a screen.  

2                That way if the child has some kind of symptom,

3      something going on, the ph ysician may have a higher index of

4      suspicion for certain kinds of conditions and be treating --

5       be attentive to that symptom in a more urgent way than

6      perhaps they would for a baby who has a newborn screening

7      result that came back completely normal. 

8 Q    Okay.  The question for you then is part of the informed

9      consent process and when you inform parents of their options

10      in this system, does the department provide them -- provide

11      notice that the parent can completely opt out or otherwise

12      not participate at all in the newborn screening program as

13      it applies to the heel prick test, the newborn screening

14      program, and the Biobank as one big unit?

15 A    So this is where nome nclature and precision is very

16      important.

17 Q    Okay.

18 A    The informed consent is  for the Michigan BioTrust.

19 Q    Okay.  Pretend I'm a -- again, we'll use the example of me

20      to use it as an example.  When I am presented with a copy of

21      the brochure and the consent card, is the option of me

22      opting out of any part of  that program, meaning completely

23      opt out of that program, is that presented as an option to

24      me at the time that th is informed consent is being -- is

25      attempting to be obtained from a parent like myself?
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1 A    Can you please be clearer in your question about what you

2      mean by the "program"?

3 Q    I'm at the hospital.  My son has just been born.  I, as a

4      parent, do not want to participate in the heel prick test,

5      the newborn screening program, or the Biobank in any way,

6      shape or form.  In fact, I don't want you to even conduct

7      the heel prick test because I have an objection to what you

8      guys are doing at the Department of Health and Human

9      Services.  Is that option presented and told to me that I

10      have the ability to opt out completely as part of the

11      informed consent process? 

12                MR. LEVIN:  I'm going to object to relevance to

13      the extent some of this has been dismissed.

14                MR. ELLISON:  Understood.  This is part of a

15      chain, though, obviously, but I understand what you're

16      saying.

17 Q    Go ahead, Doctor.

18 A    So the Michigan BioTrust consent brochure is presented to

19      the parent along with the informed consent form for the

20      Michigan BioTrust program.  That is what the consent is

21      about.

22 Q    Okay.

23 A    The consent is not about the medical care in terms of the

24      newborn screening which, in this case, the testing is

25      occurring at the state laboratory.  So there is not active
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1      consent obtained on behalf  of the State of Michigan to the

2      hearing test, the critical congenital heart defect screen,

3      or the heel stick.  Wh ether or not the hospital has some

4      sort of consent to treat form or something like that, or

5      whether those are covered within the consent to treat form

6      that people sign when they  come in to the hospital, I don't

7      have knowledge of that.

8 Q    Looking at the -- I believe earlier you were looking at a

9      consent card in front of you as part of the deposition here

10      today.

11 A    Yup.

12 Q    One of the curiosities that I find on this is that there is

13      no option, at least as to  my client's time frame when the

14      card was in effect -- at least the version they got in

15      effect, that would actually  preclude the department from not

16      storing the sample at all.  Simply -- I guess to shortcut

17      this that the sample shou ld be destroyed directly after the

18      newborn screening testing is completed.  Why is that not

19      presented as an option to parents?

20                (Witness reviews electronic data via video)  

21 A    So the card -- sorry.  I'm having difficult with my screen.

22 Q    That's okay.  Take your time.

23 A    So the card states -- so, for example, you can check:

24           "No.  My baby's leftover newborn screening blood spots

25           may not be used fo r health research.  By checking this
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1           box, you understand blood spots will be stored for up

2           to 100 years but not used for research.  The blood

3           spots are stored so the state lab can perform quality

4           control tests and improve newborn screening.  You may

5           contact MDHHS if you do not want blood spots stored for

6           any reason after newborn screening."

7 Q    Do you know what year th at particular version of the card

8      has been utilized in?

9 A    If I can make it big enough.

10 Q    The reason why I say -- while you're looking, the text you

11      just read to me is not the text that's on the BioTrust card

12      for the infant by the initials RFK in this particular case.

13      That would be signed by Ashley Kanuszewski on 4/22/13.  Do

14      you know when those -- I guess what I'm trying to

15      understand, what version of  the card you're looking at right

16      now.  Is there an indication?

17 A    So I am looking at the most recent card.  I don't know, from

18      what I have here in front of me, when that card went into

19      effect, but we can find that out.

20 Q    Okay.  The reason why -- I also have in front of me a

21      copy -- and this has all been produced pursuant to a

22      subpoena and discovery in this particular case.  I'm looking

23      at -- for the same parents, we have child CKK who was born

24      on or about February 10th, 2016 also of Ashley Kanuszewski. 

25      That consent card is completely different than the one that
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1      was just simply three years before that.  I mean, it's a

2      whole different design completely and none of the text you

3      just read is in that consent card.  

4 A    So -- 

5 Q    Do you have any information as to how or why these consent

6      cards have been changed over the years?

7 A    Sure.  So as I mentioned, we work to try and improve how the

8      language is on the card so it can be more understandable.

9      There have also been changes in federal regulations related

10      to informed consent that we needed to incorporate into the

11      card so that the card changes for that reason as well.

12 Q    What federal regulations have gone into effect that require

13      the change in the card, if you know?

14 A    So there are -- and I'm sorry.  I don't have complete -- I

15      don't have like a detaile d time line to refer to here in

16      terms of when those changes occurred and which kind of

17      changes they were.  But there have been changes to OHRP

18      regulations as well as changes to the -- I'm going to get

19      the name wrong -- the Federal Newborn Screening Saves Lives

20      Authorization Act. 

21                And then again, we also -- you know, we've spent

22      time trying to improve the language on the card to make it

23      simpler to understand, clea rer.  You've referenced a couple

24      times that I am a scientist, and of course the way I speak,

25      you know, we try very hard to make sure that we're not using
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1      scientific terms when we can avoid it, that we're not using,

2      you know, scientific language or that kind of thing in the

3      card so that it is plain language because, you know, that is

4      what makes it an informed consent as opposed to a -- just

5      consent.

6 Q    Would you -- 

7 A    People need to be able to understand what you've written.

8 Q    Okay.  Have you -- I'm on my downward slope here on the last

9      few moments here.  So have you, by chance, had the

10      opportunity to read the articles written by my experts in

11      this case, like Dr. Elizabeth Eisenhauer or Dr. Sonia Suter

12      in this case, as part of your preparation today or

13      previously?

14 A    I do not recall reading an article -- can you -- it was

15      Elizabeth Eisenhauer and Susan -- 

16 Q    Susan -- Sonia Suter -- Professor Sonia Suter -- 

17 A    Oh, I'm sorry.

18 Q    -- from George Washington University and Dr. Elizabeth

19      Eisenhauer from Oakland University.  She's a professor of

20      nursing.  They've done st udies about the understanding and

21      consent by patients -- well, excuse me.  I should be clear. 

22      Dr. Eisenhauer has done studies about the knowledge of

23      parents who are providing consent at the time of birth. 

24      Have you seen her article at all?

25 A    I don't recall that I have seen her article.  It has been
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1      awhile since I've read the materials that came in the
2      original filing.
3 Q    Okay.  And also -- I also was just curious if you've read
4      the article written by Professor Sonia Suter.  She's a
5      bioethicist.  She's actually a law professor writing about
6      informed consent, about Mi chigan's informed consent system. 
7      Did you have a chance to  read and have a comment on her
8      article?
9 A    I do not have a comment today on her article.  I do not

10      recall reading it.  It doesn't mean I haven't.  It's been
11      quite a long year in terms of COVID.
12 Q    Fair enough.  And I get -- and by the way, I know you guys
13      have been busy, busy, busy with COVID, and as a member of
14      the public, I'm very grateful for the work you guys have
15      been doing.  So -- all right.  So, finally, just a couple
16      last follow-up questions for you.  Harry Hawkins, I believe
17      is someone who worked underneath -- correct me if I'm
18      wrong -- worked underneath you.  He's since passed
19      obviously.  Did he work underneath you as part of your
20      supervisory chain?
21 A    No.  Dr. Hawkins worked in the laboratory in a very -- 
22 Q    Would that be Dr. Shah?
23 A    Yes.
24 Q    Okay.  All right.  Can you also confirm that the information
25      that's extracted by the newborn screening program is stored
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1      in the system that we ca ll the "central registry"?  You're

2      looking confused.

3 A    Can you ask that again?  Sorry.  Yeah.

4 Q    The reason why I ask is -- so let me give a little bigger,

5      broader context here so we  can communicate effectively.  My

6      understanding is if someone like a researcher -- pretend I'm

7      a researcher now rather than -- I've been using me as a

8      parent.  Pretend I'm a researcher at a university, and I

9      want to get ahold of everyone, and I saw -- for example, on

10      the video that you guys have on your website, a study was

11      done about mercury leve ls for pregnant women around Lake

12      Superior, for example. 

13 A    Uh-huh (affirmative).

14 Q    And I wanted to get blood samples from everyone who is -- I

15      want to get blood sample s from the Biobank that's people

16      from particular zip codes during a particular time frame.

17      That information, as I understand it, is stored in the

18      system called a "central registry."  Am I right or am I

19      wrong about that?

20 A    I'm not sure what database you're referring to.

21 Q    Okay.  So the term "central registry," that's not ringing

22      anything for you right now?

23 A    The Department of Health and Human Services has registries

24      for -- like we have a cancer registry.  There's a -- some

25      aspects of the birth certificate are referred to as a
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1      registry at different points when the birth certificate is

2      being managed.  But I'm not quite sure what you mean in

3      relation to newborn screening data.

4 Q    Okay.  Let me ask it this way.  Let's clear that off the

5      table and ask it this wa y:  Pretend I'm a researcher that

6      wants to do research on mercury levels of pregnant women

7      around Lake Superior State University -- or around Lake

8      Superior up in the Upper Peninsula.  I want to find blood

9      samples during a particular time frame with particular zip

10      codes up in the Upper Peninsula.  How would I go about

11      getting that information -- or how would I go about getting

12      those blood samples that would be responsive to that

13      categorization or that narrowing of samples that I'm looking

14      for?  How will I go about doing that?

15 A    Yup.  So you would contact the department.  You would

16      provide a protocol as -- yo u know, with that kind of detail

17      in it in terms of, "I need women who delivered to -- you

18      know, were born to women who lived in these areas during

19      these time periods."  We would -- for example, Mary Klein or

20      some of her staff might have a conversation with a

21      researcher trying to understand more about what they are

22      looking for so that we can help them tailor that ask.  

23                Very often researchers -- you know, you may want

24      to know where the mother was living at the time of -- you

25      know, before they became pregnant.  We don't have
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1      information on that.  So we just talk to the researcher. 

2      You know, we can identify children in terms of the zip code

3      that they lived in that's on their birth certificate. 

4      That's the zip code that their residence was -- their

5      mother's residence was at time of birth.

6                So they would have their written protocol.  They

7      would also fill out a human subject review form, the IRB

8      application.  Their protocol, their IRB application would be

9      reviewed by the human subjects review board.  It would also

10      be reviewed by the scientific advisory board that's part of

11      the BioTrust.  So there would be three reviewers with

12      different kinds of expertise who would look at that

13      application in a blinded manner -- pardon me.  And they

14      would provide information -- they would rate those

15      applications.  They'd pr ovide their opinion and their score

16      back to the department.

17                If the application passes that point, depending on

18      the other kinds of information that might -- that the

19      researcher might be looking for, there may be other steps.

20      So, for example, if you -- you may have to go through a

21      science advisory board that vital records has.  That might

22      be another step that your application will go through.  But

23      let's pretend it didn't have to go through that one.  You

24      have gone through the hum an subjects review at the -- at

25      MDHHS.  You would have gone through scientific advisory
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1      board review at MDHHS.  You would have gone through human

2      subjects review at your own institution as a researcher, and

3      at that point the information that you'd be looking for

4      would be prepared.  So there would be -- staff would go

5      through and identify the children who we are able to pull

6      under that request -- yo u know, their records and their

7      session number. 

8                Epidemiologists would gather the data, like I'm

9      assuming you want mother's  age or, you know, how many births

10      she's had or something -- thinking about that research

11      question, but, you know, wh atever it is that has been agreed

12      upon.  Oh, there's one other document that -- there's two

13      other documents that you would go through.  You would also

14      have a data use agreemen t because you were using data for

15      certain purposes.  You can't use data -- it's not like we're

16      just giving you data and you have ownership over it.  You're

17      getting it for certain purposes.  And there would also be a

18      material transfer agreemen t that covers the residual dried

19      blood spots.  

20                Once all of those -- and the data use

21      agreement would be reviewed by our compliance and privacy

22      office.  Once all of that  paperwork, protocols, and forms

23      have been reviewed and approved, the accession number for

24      the children that met the inclusion criteria for that study

25      would be sent down to Michigan Biobank -- Neonatal Biobank. 
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1      That's the only thing they 'd know is that accession number. 

2      They would look to find those spots.  They would process

3      however number of punches of those spots were needed.

4                We would provide -- because there is data in this

5      case, we would provide the limited data set with that

6      accession number, and th at would be provided to the

7      researcher and then the bl ood spots would be provided to the

8      researcher with -- sorry.  Let me back up.  I said something

9      wrong there.  We prov ide the accession number and limited

10      data to the Biobank.  They  put that together with the dried

11      blood spots for that indi vidual and then they give it a

12      totally different number.  

13                So the Bi obank doesn't know who the child is or

14      the mom.  The researcher  doesn't know who the child is or

15      the mom.  If the research er calls my staff -- they have a

16      study ID attached to th at sample and the data that they

17      received.  If they called my staff and said, "I'm looking at

18      sample such and such an d blah, blah, blah, I want to know

19      more about this person," I don't know who that person is.

20                So it is -- we have -- you know, one of the

21      reasons why the Michigan Neonatal Biobank is important is

22      that, you know, my sta ff don't hold the key between the

23      identity of this person that the materials are about and the

24      researcher.  Sorry.  That  was a lot of information.  That

25      was (inaudible) a long time there.
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1 Q    No; no.  You're saying exactly what I need.  You're

2      confirming a lot of the details that I understood and come

3      to learn about the program.  So I guess my -- I guess the

4      point I was trying to make with all this, it is possible to

5      associate certain identify ing criteria to a particular blood

6      sample, meaning zip code, mother's age, you know, what

7      number you were in birth, to a particular blood sample

8      that's being stored at the Biobank, subject to all those

9      details that you just provided just now?

10 A    It is possible to provide a researcher with a very limited

11      set of information about a family.  And we spend a lot of

12      time working with researchers to -- for example, we would

13      not give mother's age.  We would give age group.  So we

14      spend a lot of time limiting the amount of information or

15      thinking through, you know, how little information -- and,

16      quite frankly, how little information can we give to this

17      researcher where they can still accomplish their goal and

18      provided that goal is in, you know, alignment with the

19      community values advisory board, the scientific advisory

20      board, you know, all of those principles and review steps

21      there.

22 Q    Okay.

23 A    So you wouldn't get a blood spot that says, you know, "This

24      is from a 35-year-old mother from," you know, "2004 births

25      at zip code such and such."  You know, that would not
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1      happen.

2 Q    Let me ask this then:  You mentioned now when a researcher

3      wants to get access to a blood sample, they've got to get

4      approval through, for lack of a better word, your office,

5      IRB, the privacy office, th e keying and re-keying of those. 

6      After all that, does the department ever go back to the

7      parent and get their consent or back to the individual, if

8      they're over the age of 18, and get their consent to

9      participate in a blood study?  Whether or not -- I don't

10      want to di fferentiate right now,  because I will in a

11      moment, between prior -- May of 2010 and after May of 2010?

12 A    The department does not go back to parents whose child is

13      part of a study.  We're relying on informed consent or the

14      waiver of informed consent that exists associated with that

15      blood spot.  A parent can -- or an adult whose blood spot is

16      in our system, can put in a form to remove their informed

17      consent to remove their samples from this process and/or to

18      have their spots destroyed.

19 Q    I know, but my question, though, is that when studies get --

20      when the study is -- after checking through all those

21      offices and all those different steps, the department does

22      not go back and ask either  the parent, if the child is still

23      a minor, or the person's blood spot itself for consent to

24      participate in that particular study; correct?

25 A    Correct; correct.
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1 Q    And before May of 2010, there was no written consent

2      obtained by the parent for medical research for -- say

3      for -- say, for example, a 2004 sample was to be provided

4      from one of these studies, for example, no parental consent

5      was obtained at th at point directly; correct?

6 A    Correct.

7 Q    All right.  And then the reason -- and the basis for that

8      would have been the waiver of informed consent by the IRB

9      board?

10 A    Correct.

11 Q    After 2010, does the department take any steps, once a child

12      is born, they sign this consent form, does the department in

13      any way go back after a certain amount of time and say,

14      "Hey, your sample is subject to medical research activities. 

15      Do you wish to continue to  provide us with consent?"  Do you

16      ever go back and re-up or renew consent at any point?

17 A    No, we do not.

18 Q    Any reason why not?

19 A    There's two thoughts in resp onse to that question.  We have

20      obtained informed consent for use of a sample of materials,

21      that is someone's, you kn ow, intention at that time.  So we

22      make use of that informed consent going forward.  We do not

23      have a record of where that person has gone, you know,

24      where -- where that person is now.  We do not have a

25      mechanism for reaching ba ck out to that individual.  That
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1      would be a very large undertaking to reach back to 100,000

2      people a year, for example, let's say.  

3 Q    Okay.  Let me ask this question, too, is that obviously when

4      a child is born, they are not in a capacity to make a

5      decision like that as a one or two-day old child.  You would

6      agree with that; fair?

7 A    Sometimes I wonder about my  own daughter, but, yes, I agree.

8 Q    True, true.  Okay.  You would, at no point, though, when a

9      person becomes the age of majority, which in Michigan is the

10      age of 18, that the department doesn't go back and confirm

11      that they -- the actual person themselves wishes to continue

12      to be part of a potent ial research study or studies going

13      forward?

14 A    Correct.  We do not do that.

15 Q    Any reason why not?

16 A    We have not had resources to be able to do that.  Again,

17      the -- that would be, you know, 100,000 people a year that

18      we are reaching back out to for re-consent, I think.

19 Q    But if you were to use a sample that the person today -- say

20      just today -- you had a researcher today, and the person

21      was -- the sample being us ed of somebody who is now 30 years

22      old, you would not be reaching out to that 30-year-old

23      person to say, "We want to use your sample now even though

24      your parent, who is not yo u, gave some form of consent back

25      30 years prior on the day you were born"?  You don't do
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1      anything like that; correct?

2 A    No, we do not.  We do not.

3 Q    All right.  Last question I have is -- all right.  I guess

4      I'm going to skip over that.  I'm going to skip over that

5      part.  I want to follow up  with -- we didn't start in the

6      beginning, so we jumped ri ght off.  If you could actually

7      give your name for the record, as we jumped right into

8      starting into this before .  If you give your name for the

9      record?

10 A    I was wondering, yes.

11 Q    Yeah.

12 A    So my name is Dr. Sarah Lyon-Callo.  I'm the director of the

13      Bureau of Epidemiology and Population Health.  Currently I

14      am also working out of class as the director of the Bureau

15      of Infectious Disease Prevention.  I have a -- 

16 Q    That wouldn't have something to do with the COVID, would it?

17 A    Just a little.  Dr. Shah and I are pretty much all COVID

18      seven days a week.  I have a Ph.D. and a master's degree in

19      epidemiology.  I have been working with the department

20      officially as a civil servant since 2001.  Prior to that I

21      worked with the department as a contractor from fall of

22      1998.  And I was the director of the Division of Lifecourse

23      Epidemiology and Genomics with the newborn screening

24      follow-up program beginning in 2012.  I think that's

25      everything you need from me, but happy to answer anything
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1      else.

2 Q    I think so.  

3                MR. ELLISON:  At a minimum here, I appreciate your

4      time today and workin g with the communications between

5      scientist and lawyer, which is always -- not always apples

6      to apples in communication.  I appreciate your time.  And on

7      a personal note, I do appreciate all the hard work you guys

8      have been doing down with COVID because I know you guys have

9      been on -- very much involved.  And part of the reason we've

10      delayed these depositions as long as we have, is we want to

11      keep you guys working on that.  

12                THE WITNESS:  Yeah.

13                MR. ELLISON:  As we often thank our veterans, I'm

14      also going to thank our scientists, so we appreciate your

15      work helping us all out, the rest of us over here who are

16      hiding in our holes.  So we appreciate it.

17                THE WITNESS:  Well, thank you, Mr. Ellison.  I

18      really -- thank you very much for saying that.  Thank you,.

19                MR. ELLISON:  Well, I was going to say nobody

20      thanks a lawyer, I can tell you that, but I'm going to thank

21      a scientist for sure.

22                THE WITNESS:  I have to admit I have seen -- yeah.

23                MR. ELLISON:  Anyway, thank you for your time

24      today.  I'm going to turn it back over.  These two other

25      gentleman might have some questions for you, but I'm done
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1      for today.  So thank you for your time.  

2                THE WITNESS:  Okay.  Thank you.

3                MR. LEVIN:  Jeremy, do you have anything?  Do you

4      want to go first?

5                MR. KENNEDY:  I do have some, yes.  Good

6      afternoon, Doctor.  My na me is Jeremy Kennedy.  I'm the

7      attorney for the -- actually at this point Dr. Antonio

8      Yancey.

9                MR. ELLISON:  Jeremy, I'm going to step away out

10      of screen.  I can still hear you, but I'm just going to step

11      off the camera but keep going.

12                MR. KENNEDY:  Okay.  Thank you.

13                            EXAMINATION

14 BY MR. KENNEDY: 

15 Q    Doctor, you distinguished, I think rightfully so, between

16      the BioTrust and the Biobank; correct?

17 A    Correct.  

18                (Mr. Hendricks exited deposition)

19 Q    The Biobank, does that do anything other than store the

20      dried blood spot cards, to your knowledge?

21 A    So the Biobank stores, ma intains, you know, records about

22      how many spots are on the st ores so they sort of curate them

23      in addition to keeping them  nice and cold.  And they also,

24      upon the direction of the Michigan Department of Health and

25      Human Services, distribute  spots.  So they'll assign the

Page 57

1      study-specific number to a spot and provide that and then

2      distribute that spot out to the researcher at the

3      director -- direction of Mi chigan Department of Health and

4      Human Services.  The Mi chigan Neonatal Biobank will also

5      promote the existence of this resource to researchers as

6      well.

7 Q    They do not, however, approve research projects, to your

8      knowledge?

9 A    No, they do not.

10 Q    And they do not select the dried blood spots that are sent

11      to researchers; correct?

12 A    Correct.

13 Q    The only -- the Michigan Department of Health and Human

14      Services directs them to provide certain dried blood spot

15      cards to researchers and that is all the information they

16      get; correct?

17 A    I'm sorry.  Can you repeat that?

18 Q    When there is a -- when they are -- when they do provide

19      dried blood spot cards to researchers, they -- the

20      information the Biobank gets is simply, as I understand it,

21      "Pull these particular blood spot cards and send them to

22      this entity"; correct?

23 A    So the Biobank will be in structed to find the cards with

24      certain accession numbers -- ascension -- accession numbers. 

25      It will be directed how any punches of the card out of a
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1      dried blood spot need to be provided -- these little

2      13 millimeter punches.  An d in some cases they may also be

3      given a limited set of va riables, information that needs to

4      be sent with that dried blood spot.

5 Q    Okay.  When they get a -- when they get a dried blood spot

6      card from Health and Hu man Services for storage purposes,

7      the card is de-identified; correct?

8 A    Correct.

9 Q    It just has an accession number that allows DHS to locate

10      the card to say, "These are the cards we need if it comes up

11      in the future"?

12 A    Correct.  Yeah, the name, date of birth, all that is ripped

13      off the card before it is  sent down to the Michigan Neonatal

14      Biobank.

15 Q    Okay.  And the BioTrust program, can you just explain

16      briefly what that does , the difference between the two?

17 A    So the Michigan BioTrust -- let me just make sure.

18                (Witness reviews data via video)

19      The Michigan BioTrust is a program that receives the use of

20      the residual dried blood spots in health research.  The

21      BioTrust itself includ es outreach community engagement

22      activity policy developm ent around guiding principles about

23      what's an appropriate use of the spots.  The BioTrust also

24      has coordination and approvals of research proposals -- or

25      disapprovals of research proposals requesting use of the
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1      dried blood spots.  The Biobank is solely responsible for

2      storage and maintenance of the spots and then distribution

3      at the direction of the Mi chigan Department of Health and

4      Human Services. 

5 Q    And, Doctor, you're fam iliar with the underlying policies

6      behind the storage of the dried blood spot cards after their

7      initial screenin g; would that be fair?

8 A    Yes.

9 Q    Okay.  Why does the State of Michigan Department of Health

10      and Human Services store these dried blood spot cards after

11      they do the initial ne wborn screening for the disease --

12      various diseases?

13 A    So the BioTrust for Health was put into place because there

14      was recognition that there was this population-based set of

15      residual sample that coul d be a very valuable resource for

16      research into questions of  public interest and questions for

17      public good.  So, I think,  in the earlier questioning there

18      was a comment about -- or a hypothetical about looking at

19      mercury exposure to moth ers in certain areas of the state

20      and what sort of mercury ex posure those babies may have had. 

21      It's a very important resource for understanding exposures

22      and conditions that babies  were in during one of the most

23      sensitive periods of de velopment in terms of gestation.

24 Q    So would it be fair to say that, generally speaking, the

25      purposes of storing the dried blood spot cards is you are
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1      looking for ways to protect the public health?  Would that

2      be accurate, broadly speaking?

3 A    Yes, that would be accurate.

4 Q    And part of the reason you store these cards, again, in

5      broad terms, is to at least in part develop tests for

6      additional screenings of newborns if there are additional

7      conditions, diseases that can be detected in the initial

8      screening?  You can discover those as well?

9 A    Yes.  This resources is something that can be used to

10      identify -- to aid in the development of new tests for new

11      disorders.  Or I should put it -- it's not a new disorder. 

12      It's disorders.  Let me be clear.  It's an important

13      resource for being able to -- for researchers to be able to

14      develop new tests that would enable the detection of severe

15      disorders of the newb orn period through the newborn

16      screening process or other medical processes at time of

17      birth.

18 Q    And in your opinion, Doctor , is that an important thing for

19      the state to be able to do to develop these new tests for

20      existing conditions?

21 A    Yes, very important.

22 Q    And why is that?

23 A    So there are more than 54 conditions that we screen for in

24      newborn -- in the newborn screening program.  The program

25      saves children's lives.  This program also prevents disease
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1      and disability in children.  You know, I remember when we

2      had the 50th anniversary for the newborn screening, being

3      moved by meeting a young man who had galactosemia, and he --

4      if he had not been iden tified as having galactosemia, he

5      would have been, you know, considered failure to thrive.  He

6      would not be as physically robust or mentally robust as he

7      was.  And, you know, he came and spoke about what is he

8      doing now.  

9                I've also had the fortune to work with a gentleman

10      who was diagnosed in newborn screening with PKU, which is a

11      disorder where his body is unable to process a particular

12      (inaudible).  What happens to people with PKU is that

13      because they are unable to appropriately process that

14      aminoacid, which is one of the basic building blocks of

15      proteins in all of our bodies, they build up toxins and they

16      lose mental capacity and other kinds of capacities.  So

17      before -- this is one of the first conditions we were able

18      to screen for in newborn screening.  And before there was a

19      test for that and the ability for people to avoid eating

20      this particular aminoacid, children would, again, be born

21      healthy, beautiful, bright, you know, a wonderful moment,

22      and then begin to deteriorate and eventually end up with

23      significant loss of co gnitive function, being unable to

24      function, you know, independently in society.

25                This particular gentleman who I was able to work
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1      with has now just graduated from medical school.  So, you

2      know, when I see those moments about how valuable this

3      program has been, it certai nly drives us all forward to see

4      what else we can do to  prevent disease, disability, and

5      mortality among children.  

6                We just recently went through a -- we've added a

7      number of conditions just recently around lysosomal storage

8      disorders and a couple of other disorders, one that's called

9      X-linked adrenoleukodystrophy.  And there's frequently

10      mothers or families -- yo u know, one of the things I love

11      about my job is I get to meet so many very dedicated

12      parents.

13                THE WITNESS:  As you are, Mr. Ellison, as well.

14 A    And, you know, this was a mother who had lost her son to

15      X-linked adrenoleukodystrop hy.  And we've just recently been

16      able to begin screenin g for that.  You know, we have

17      lysosomal storage disorders where we have families who --

18      you know, they've lost th eir first child to this disorder. 

19      And their next child, they 're able to know that the child

20      may have this disease because their earlier child, as

21      families will say, has been sacrificed.  

22                So newb orn screening enables families to know

23      about disorders that may run in their families and prevent

24      that, you know, loss of life -- very painful loss of life.

25                You know, we have treatments like for sickle cell
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1      disease where children are able to take low dose antibiotic

2      prophylaxis in their first ye ar of life.  It used to be that

3      one-third of babies born with sickle cell disease were dead

4      before their first birthday.  And because of newborn

5      screening, the -- you know , we don't see children dying due

6      to sickle cell -- due to infections in sickle cell disease

7      in their first year of lif e.  I'm sorry.  I could go on for

8      quite for awhile.  I'm very passionate about protecting

9      children.  

10 Q    No.  That's a wonderful answer, and my commentary -- it

11      sounds like it's very rewarding work.  And I don't think --

12      from what it sounded like, it sounds like you literally --

13      this testing saves thousands of lives quite literally?

14 A    Yeah.  We could calculate the number for you.  I don't have

15      that off the top of my head right now.

16 Q    That won't be necessary.

17 A    Okay.

18 Q    And there are, as I underst and, a number of polices in place

19      to protect the privacy of  the individuals whose DBS cards,

20      the dried blood spot cards, are sent to the Biobank and

21      possibly used for research later; is that correct?

22 A    Yes.

23 Q    Are there any -- in addition to the accession number, any

24      other policies DHS has put in place to protect the privacy

25      of these individuals?
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1 A    So the review process th at we have, in terms of human

2      subjects, in terms of sc ientific advisory board, the data

3      use agreement process, are all designed to protect privacy

4      in terms of if a researcher is going to use these dried

5      blood spots.  Is that what you're asking me -- 

6 Q    Yes.

7 A    -- or are you referring to something about the Biobank

8      itself?

9 Q    No.  I'm referring to any polices DHS has, not Biobank

10      policies.

11 A    Thank you.

12 Q    And there are policies in place where a parent or a subject,

13      you know, once they reac h the age of majority, can request

14      that the dried blood spot cards be destroyed; correct?

15 A    Correct.

16 Q    And does that request go to DHS directly?

17 A    Yes.  It goes to the Michig an Department of Health and Human

18      Services.  There is a form.  There's need for

19      identification, you know, driver's license, birth

20      certificate, so that we'r e assuring that the person who is

21      requesting destruction has the ability to do so and that

22      we've got the right material as well.

23 Q    Okay.  And once the information is received and the request

24      to destroy a card is confirmed by DHS, can you walk me

25      through the -- how the cards are destroyed?  What the
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1      process is to have the card destroyed?

2 A    Do you mean in terms of the -- after the approval has been

3      done?  The actual process of destruction?

4 Q    Yeah.  After they get (inaudible) the request -- 

5 A    Okay.  That -- 

6 Q    -- you look at everything, confirm that everything is

7      proper, and that the card should be destroyed, what happens

8      at that point?

9 A    So the follow-up -- the ep idemiology side of the Michigan

10      BioTrust folks who work wi th me usually handle the paperwork

11      and making -- you know, ma king sure that everything is in

12      there and that the request has gone up to compliance and

13      legal for review.  At the point that it is approved, we then

14      send off to the laboratory for destruction.  So I think that

15      answer is probably bette r heard from Dr. Shah than me.

16 Q    Okay.  To your knowledge -- and if this is something that's

17      best asked for Dr. Shah, that's fine -- after the card is

18      destroyed, does DHS keep any of the information that would

19      have been contained on the card?

20 A    The Michigan Department of  Health and Human Services will

21      still retain the informat ion on the child and what their

22      newborn screening result wa s.  So it is the dried blood spot

23      card that is destroyed.

24                MR. KENNEDY:  Okay.  Thank you, Doctor.  I have

25      nothing further.
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1                MR. LEVIN:  I have just a couple of questions for

2      you, and then -- 

3                            EXAMINATION

4 BY MR. LEVIN:  

5 Q    Yeah.  So we've talked a lot about -- or at the start of

6      your deposition, talked a lot about use and control of these

7      residual dried blood spot s, but who owns these residual

8      dried blood spots?

9 A    So the Michigan Department of Health and Human Services has

10      qualified ownership over the dried blood spots.  Sorry.  Let

11      me grab my notes because I do better with my notes.  

12                (Witness reviews data via video) 

13      Yeah, so the Michigan Department of Health and Human

14      Services is who has qua lified ownership of the dried blood

15      spots while they are in storage.  The department may, you

16      know, release part or a ll of residual dried blood spot to

17      the individual and that may be -- like an individual may

18      request their -- or their family may request their dried

19      blood spots for use in rese arch studies or other uses of --

20      or destruction. 

21                So the indi vidual retains control over that, but

22      the department has the qualified ownership of it.  The

23      Michigan Neonatal Biobank does not have ownership over those

24      spots, qualified or otherwise.

25 Q    So is that why a parent or an individual after they turn 18,
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1      can request destruction of those blood spots?

2 A    Yes.

3 Q    And then relatedly, can a parent or an individual after they

4      turn 18, request the retu rn of those residual dried blood

5      spots?

6 A    Yes, they can.

7 Q    So we talked a lot -- or you talked a lot also about the

8      educational materials and information provided to -- I'm

9      going to say hospitals and medical professionals.  Who is

10      responsible ultimately for providing that information to new

11      parents?

12 A    The medical professional  treating that -- that -- the

13      medical professional that is attending that birth I guess is

14      the way I would put that -- treating that baby and mother.

15                MR. LEVIN:  That is all I have.  Thank you.

16                THE WITNESS:  Thank you.

17                MR. ELLISON:   I've got just a couple follow-ups

18      here, and then I think you're all done for today.  And I

19      appreciate your time.

20                            EXAMINATION

21 BY MR. ELLISON:

22 Q    You mentioned just a minute ago about return of blood spots.

23      Is it possible rather than getting blood spots destroyed,

24      that you can get blood spots returned to the parents or to

25      the person if they're over the age of 18?
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1 A    Yes, they can.  The -- say, for example, there has been an

2      instance in my memory wh ere an individual or parent -- I

3      can't remember which -- wanted the dried blood spots used in

4      a research study, you know, not associated with the

5      department or the Michigan  BioTrust, a separate study, and,

6      you know, requested that  the spots be sent to that --

7      returned to the parent or adult -- I can't remember which --

8      but went to that researcher.

9 Q    If I was a parent and wanted my child's blood spots returned

10      to me -- just returned to  me, not for another study, just I

11      don't want you guys to hang on -- I don't want the Biobank

12      to hang on to them an ymore, would the department return

13      those blood spots to me as their parent?

14 A    If you've gone through th e process of, you know, identifying

15      that, you know, who you are,  that you are, you know, related

16      to that spot, yes, the department can return those to you.

17 Q    Is that information ever given to a parent that they have

18      the option to have the return of their child's blood spots,

19      to your knowledge?

20 A    I would have to read through the brochure.  I don't think it

21      is covered in the brochur e that you can have them returned

22      to you.  This is someth ing that -- you know, the information

23      about destruction is covere d in there.  At the point where

24      people are asking about destruction, that is, people want

25      them returned, other times people will be aware that the
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1      resource exists and (inaudible) for a different purpose and

2      will reach out about that as well.

3 Q    Have you ever heard of a -- have you ever heard of a use of

4      the blood spots beyond -- well, I guess let me ask it this

5      way:  Rather than doing a medical study that blood spots

6      have been used for crime victim identification?

7 A    So that is not part of the Michigan BioTrust for Health. 

8      That is a use of the blood spots that predates Michigan

9      BioTrust for Health.  It's part of the newborn screening

10      program.  So, yes.  I'm sorry.  That was a long way to say

11      "yes."

12 Q    Okay.  So if a law enforcement individual wanted to get

13      access for a blood spot for, let's say, DNA testing --

14      right? -- the department has got some sort of process or

15      standards in place by which they'd give that blood spot to a

16      law enforcement officer?

17 A    Correct.  There is a process -- there is a legal process

18      that they would have to go through.  It's not just that

19      someone calls up and says that they're a policeman, they

20      want the blood spot.  There is a legal process that they

21      would have to go through.  You have to meet a standard that

22      this is for crime victims so this -- it can be released for

23      that purpose.

24 Q    Okay.  Do you guys have any written policies or directives

25      on this?  This is something that I've not seen as existing,
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1      at least to date.  I mean, is there some sort of policy
2      somewhere or something that references this?
3 A    I do not have those things up in front of me.  I did not
4      review or prep for this kind of question right here.  So,
5      yes, but I can't describe them to you.
6 Q    You didn't prepare for this portion of the deposition?
7 A    No.
8 Q    If you would, could you get -- when you get done -- and this
9      doesn't have to be done in the next ten minutes after we're

10      done here.  But just in th e next couple of days, can you get
11      a copy of that over to Mr. Levin?  Because I'm going to
12      request that as part of  discovery request in this case. 
13      Okay?  
14                The last thing I wanted to ask is is that the --
15      do you know, as a general custom or practice, when hospitals
16      typically ask for consent for retention and use of
17      medical -- the remaining medical -- or excuse me.  Let me
18      start over again.  Sometimes I get tongue-tied when I'm
19      talking here.  Are you aware of the usual customary time
20      frame of when the hospitals ask for consent from parents to
21      use the residual blood spots for medical research?  Like
22      when is that consent sought?
23 A    Are you asking when hospitals usually obtain Michigan
24      BioTrust consent?
25 Q    No, not Bio- -- 
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1 A    Or are you asking -- 

2 Q    When the -- 

3 A    Because they don't have residual dried blood spots.

4 Q    Okay.  Let me rephrase the question and make sure we're

5      clear.  For example, I'll just use me as the example.  My

6      son was born at 3:30 in the afternoon.  The following

7      morning at 6:00 a.m. after a whole night of no sleep and

8      birth of a child, they presented me, an exhausted dad, and a

9      sleeping mother, with a co nsent card for signature.  Is it

10      the usual practice of hospitals, based on your knowledge,

11      that hospitals ask for consent after the birth of the child

12      but before they discharge from the hospital?

13 A    So I'm not sure what consent you would be talking about in

14      terms of the hospital practice.

15 Q    Well, let me -- the consent card that's in front of you that

16      checked the box "yes" or "no."  The one that we've been

17      talking about.

18 A    Uh-huh (affirmative).

19 Q    That was presented to me after 12 hours of no -- more than

20      12 hours of no sleep and my wife -- after my wife just gave

21      birth to our son; right?  And this is my representation. 

22      Obviously you weren't there.  I acknowledge that.  As well

23      as I will also represent that to my clients, each one of

24      them were at different ho spitals, were presented with their

25      cards almost about 12 hours following the birth of their
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1      child.  Do you know if that's the usual customary practice

2      or the standard practice required by the department when

3      seeking consent for putting these blood spots -- or deciding

4      what to do with these blood spots for medical research

5      purposes?

6                (Mr. Hendricks joins deposition)

7                (Ms. Campbell leaves deposition)

8 A    Okay.  So now I understand what your question is is you're

9      asking about what a usual practice -- am I aware if there's

10      a usual training of the presentation of the informed consent

11      brochure and presentation of the card.  Okay.  So I wasn't

12      sure if you were talking about like some sort of residual

13      tissues or something that the hospital deals with in a

14      different way.  But I'm hearing that you're asking about

15      Michigan BioTrust.  

16                So the neonatal blood sample, there is a period of

17      time after the baby is born.  There is sort of a window

18      after the baby is born that it's important to draw that

19      sample.  And, you know, if you draw the sample too early --

20      so a lot of what is being detected for in newborn screening

21      are different metabolites that the baby has generated in

22      their blood and they have to find this window of time where

23      there's enough time that the baby will have generated those

24      metabolites that can be screened for but not too much time

25      that the information is no longer useful in terms of being
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1      able to identify newborn screening disorders in a timely

2      manner to protect that child.  

3                So that's why this 12 hours.  So 12 to 24 hours is

4      the period of time that you want to have that blood drawn

5      for that baby.  Length of stay for a healthy -- a lucky,

6      healthy baby in the hospital is around 24 to 48 hours, so

7      there's a lot that is being managed and packed in in terms

8      of that child's care during that time.  So 12 to 24 hours is

9      when they want that sample drawn.  

10                In terms of -- you know, I am not a neonatal

11      nurse, but in terms of how they're functioning, they're

12      going to want to handle everything about that newborn

13      screening card, includin g the Michigan BioTrust consent,

14      which is in the newborn screening card, even though it's not

15      part of the newborn screening program, and they're going to

16      want to, you know, manage all of that information, those

17      asks, at the same time.   

18 Q    Well, let me ask you -- 

19 A    So I think it's not surprising to me that it's around that

20      12-hour time for th e parents that you know.

21 Q    But let me ask this, though.  If a parent -- if you truly

22      wanted a parent to understand the risks and benefits of this

23      program, meaning whether it's -- and I would actually say

24      both, but we're here specif ically about the neonatal Biobank

25      storage and use of medical researchable blood, wouldn't it

Case 1:18-cv-10472-TLL-PTM   ECF No. 145-3, PageID.3939   Filed 03/31/21   Page 19 of 32Case 1:18-cv-10472-TLL-PTM   ECF No. 149-4, PageID.4918   Filed 04/05/21   Page 19 of 32



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

20 (Pages 74 to 75)

Page 74

1      make sense to require that hospitals need to give these two

2      or three weeks out before the parents show up at the birth

3      rather than in the af termath of right after the birth

4      occurred?

5 A    So about one-third of the births in the state are not

6      preregistered at hospitals prior to delivery.  That said, we

7      encourage hospitals to provide information in baby packets. 

8      We work with OB/GYN's and other groups to promote awareness

9      of, like, what to expect.  So we promote the information

10      about newborn screening bu t also about the Michigan BioTrust

11      to health care providers so that they can provide that to

12      patients.

13 Q    But there's no rule re quiring that, th ough; correct?

14 A    No.

15                MR. ELLISON:  Thank you very much.  Again,

16      appreciate your time today.  

17                MR. LEVIN:  I have just one follow-up briefly.

18                            EXAMINATION

19 BY MR. LEVINE: 

20 Q    So if somebody submits a consent form -- strike that.  I'm

21      going to rephrase.  If a parent signs a form providing

22      informed consent to the BioTrust program in storage and

23      research and medical projects, can they change their mind

24      later?

25 A    Yes.

Page 75

1                MR. LEVIN:  Thank you.
2                MR. ELLISON:  Jeremy, I guess you get last shot. 
3      Have you got anything else you want to ask?
4                MR. KENNEDY:  I have nothing further, no.
5                MR. ELLISON:  Before this poor lady's cell phone
6      battery goes dead here?  All right.  Doctor, thank you so
7      much today for your time.  You've been a good sport working
8      through all of this craziness with the Zoom platform here. 
9      So we're all set with you.

10                (Deposition concluded at 3:06 p.m.)
11

12                              -0-0-0-
13

14

15
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1                Via Zoom Video Conference
2                Friday, October 23, 2020 - 3:35 p.m.
3                MR. ELLISON:  And I'll just jump in here right off
4      the bat and say we consent to the Zoom deposition in this
5      case, and we waive any objection as to doing this deposition
6      by Zoom.
7                MR. LEVIN:  Thank you.  I was going to ask off the
8      top this time so you -- 
9                MR. ELLISON:  Oh, there you go.  There you go. 

10      Well, I'll shut up and get out of the way then.  Go ahead.
11                MR. LEVIN:  Not a problem.  All right.  So my name
12      is Aaron Levin.  I am Assistant Attorney General.  I'm
13      representing Director Gordon, Dr. Lyon-Callo, Dr. Shah, and
14      Mary Klein in this case.  I don't know if you've done a
15      deposition before, but bear  with me just for a moment.  We
16      are recording.  There will be a transcript, so if we can do
17      our best not to talk over each other, that makes a clean
18      transcript and keeps everybody happy and not mad at me.  
19                If you don't know the answer to something or you
20      don't remember, those are both perfectly acceptable answers. 
21      If you need me to reph rase, or anybody who is asking a
22      question -- because I think we're all going to ask some --
23      that's perfectly fine.  Ju st let us know.  I'm going to, I
24      anticipate, show you a couple exhibits.  If you need me to
25      zoom in or my screen sharing is not showing that correctly,

Page 5

1      let me know.  I'll get that adjusted.

2                If at any point when somebody is asking a

3      question, you hear somebody object, in all likelihood you'll

4      continue to answer the question, or we'll stop you if it's

5      one you shouldn't.  But there may be some objections, and

6      we'll just try not to ta lk over each other and we'll get

7      that all squared away.  And if you need a question repeated,

8      we can do that. 

9                MS. KANUSZEWSKI:  All right.

10                MR. LEVIN:  So with that, I am going to dive in

11      unless you have any preliminary matters.  Anybody else?

12                MR. ELLISON:  No, go for it.

13                REPORTER:  Do you solemnly swear or affirm that

14      the testimony you’re about to give shall be the whole truth? 

15                MS. KANUSZEWSKI:  Yes.

16                         ASHLEY KANUSZEWSKI

17        having been called by the Defendant MDHHS and sworn:

18                            EXAMINATION

19 BY MR. LEVIN:

20 Q    All right.  So as it relate s to this lawsuit, it's regarding

21      the Department of Health and Human Services retention of

22      residual dried blood spots.  What concerns do you have about

23      the department retaining those residual dried blood spots?

24 A    Not fully knowing what's happening with them, and that I

25      didn't really know what -- that they were taking them
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1      completely or what it was for exactly.  

2 Q    Prior to this lawsuit, did you do any research about the

3      newborn screening program?

4 A    No.

5 Q    Prior to this lawsuit did you do any research regarding the

6      retention and for possible research uses of the dried blood

7      spots?

8 A    No.

9 Q    Have you done any independent research about either of those

10      things after filing the lawsuit?

11 A    No.

12 Q    Do you have any reason to believe that your children's blood

13      spots have been accessed?

14 A    Do I have reason to believe they've been accessed?

15 Q    Correct.

16 A    Yes, now.

17 Q    What's that?

18 A    I guess I'm not completely understanding your question.  If

19      you could repeat, rephrase it.  

20 Q    Sure.  Sure.  

21                MR. ELLISON:  I think -- Aaron, I don't mean to

22      jump in, but I think she might be thinking blood from the

23      heel as opposed to blood from the blood bank.

24                MR. LEVI N:  Okay.  So, I can clarify that.

25 Q    So as it relates to the stored blood spots post screening --
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1      so there's the initial screening process and then there is

2      storage for research purposes after that first screening. 

3      As it relates to those stored blood spots, do you have any

4      reason to believe -- and I'm going to ask the question the

5      same way, but if that didn't clear it up -- do you have any

6      reason to believe that those retained blood spots have been

7      accessed or used?

8 A    I guess not, no, I don't know.

9 Q    Do you have any reason to believe those blood spots have

10      been sold?

11 A    No.

12 Q    What are you hoping happens to the blood spots at the

13      conclusion of this lawsuit?

14 A    That they're given back or taken away from anybody who maybe

15      shouldn't have them without my permission.

16 Q    I am going to -- are you aware that at any time you may

17      direct the Department of Health and Human Services to

18      destroy the blood spots?

19 A    No.

20 Q    Would the destruction of the blood spots address your

21      concerns in this case?

22 A    Yeah.  As long as they -- yeah, from everywhere that

23      they're -- but I don't know they're supposed to be, you

24      know.  Yes, I would -- if they were destroyed completely,

25      then I guess that would, yes.

Page 8

1                MR. LEVIN:  I'm going to share my screen and show
2      you what we will mark as Exhibit A.
3                (Counsel shares document via video)
4                (Deposition Exhibit A marked) 
5 Q    All right.  Can you see that?   
6 A    Yeah, mostly.  It's kind of small.
7 Q    All right.  I will -- did that help any?
8 A    Yeah.  Yeah, I can see.
9 Q    All right.  If you could just take a moment and review this

10      form and let me know when you're done and let me know if you
11      need me to zoom in or zoom out or scroll up or down.  Or let
12      me know when you've read it and if you need me to move the
13      screen so that you can read it.  
14                (Witness reviews exhibit) 
15 A    Okay.
16 Q    Have you ever seen this form before?
17 A    No.
18 Q    Having had the chance to review it, does it provide the
19      opportunity to have the blood spots destroyed?
20                MR. ELLISON:  Objection; calls for a legal
21      conclusion, but go ahead, Ashley.  
22 A    Can you repeat your question one more time?
23 Q    Sure.  So noting the objection and that that will stand as I
24      ask it, having reviewed the form, does this form allow you
25      to direct the Department of Health and Human Services to
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1      have residual dried blood spots destroyed?

2 A    It looks like it.

3 Q    Are you willing to sign this form?

4 A    I don't know.  That would be something I'd want to discuss

5      with an attorney or my husband or -- 

6 Q    Fair enough.  

7                MR. LEVIN:  That's all I'm going to need on this

8      screen.  If you'll bear wi th me just a moment, I am going to

9      share my screen again and show what we'll mark as Exhibit B. 

10      So this is two pages.  Each page is a different document.  I

11      just marked them together because I thought it would be

12      easier to share them that way.  

13                (Co unsel shares document via video)

14                (Deposition Exhibit B marked)

15 Q    Can you see it?

16 A    Yes.

17 Q    And is this one big enough, small enough, or too small?

18 A    Yeah, I can re ad it.  It's fine.

19 Q    All right.  If you could le t me know when you're done with

20      the first page, and then I will scroll to the second page.  

21                (Witness reviews exhibit) 

22 A    Yup.

23 Q    Now if you could review the second page, please.

24 A    Okay.

25 Q    Do you recognize either of these?
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1 A    No.  I mean, I recognize my signature.  That's about it.
2 Q    So that is your signature on both forms?
3 A    Yes.
4 Q    All right.  So I've now scrolled back to the first page. 
5      Fair to say that the chec kbox next to, "Yes, my baby's blood
6      spots may be used for health research" is checked?
7 A    Yes.
8 Q    Now, I'm going to scroll back to the second page.  Does that
9      box in the middle -- towards the bottom of that box in the

10      middle, it says, "I vol untarily agree to allow my child's
11      DBS" -- which stands for dried blood spots -- "to possibly
12      be used for medical re search after newborn screening is
13      complete.  My permission applies to any blood spots obtained
14      for newborn screening"; is that correct?
15 A    Yes.
16 Q    And is that your signature on this form?
17 A    Yes.
18 Q    Do you have any reason to believe that your children's dried
19      blood spots are being used contrary to the expressed
20      statements in these two documents?
21 A    I guess not, no , after I read it now.
22 Q    Do you recall if you were ever given an educational pamphlet
23      or brochure explaining  the newborn screening program?
24 A    No.
25 Q    Do you recall if you were ever given an educational pamphlet
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1      or brochure explaining that  retained blood spots may be used

2      for medical research?

3 A    No.

4 Q    When did you learn about the newborn screening program?

5 A    Not since this was happeni ng.  I don't remember anything

6      about it.  I don't -- this -- the dates show the days my

7      kids were born, so I think that was the first time I'd ever

8      heard of it.

9 Q    After that time, did you ever do any independent -- I

10      already asked that.  Strike that.

11                MR. ELLISON:  I'll give -- I think she's kind of

12      confused on your question, so go ahead and dig into it.  I

13      don't mind.

14                MR. LEVIN:  Right.

15 Q    So not withstanding these forms, when do you recall learning

16      about the newborn screening program?

17 A    I don't ever recall learning about it.

18 Q    Are you familiar with it now?

19 A    Now that I've read this that you've shown me, a little bit. 

20      I'm only familiar what I'm reading that you're showing me in

21      these pages right here.

22 Q    Is it fair to say you were familiar with the newborn

23      screening program at some point prior to your filing a

24      lawsuit?

25 A    Not really, no.  I mean, what -- well, yes.  I mean, I guess
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1      I don't know -- I guess I'm confused at, like you said -- or

2      like Phil said, what exactly you're asking me.  Do I know

3      anything about this scre ening program?  No.  Did I learn a

4      little bit about it through this process?  Yes.

5 Q    When was -- so you said you learned a little bit about it. 

6      When was that, to the best of your memory?

7 A    In speaking with my attorney.  I don't know when that was

8      exactly.

9 Q    Do you think it was shortly before filing the lawsuit?

10 A    Yes.

11 Q    Thank you.  Was it about that same time you think you

12      learned about the retention program and possible research

13      uses?

14 A    Yes.

15 Q    Did you ever do any research to determine if you could have

16      the residual dried blood spots destroyed by means other than

17      filing a lawsuit?

18 A    No.

19 Q    Do you know now that there is a method?

20                MR. ELLI SON:  Objection; calls for a legal

21      conclusion.  Go ahead, Ashley, you can answer if you can.

22 A    Say that -- repeat it, please.

23 Q    To the best of your knowle dge right now, is it possible for

24      you to request that the blood spots be destroyed outside of

25      this lawsuit?

Page 13

1                MR. ELLISON:  Same objection.
2 A    I don't know.
3 Q    So I'm going to re-share my screen again and go back to
4      Exhibit A. 
5                (Counsel shares document via video) 
6      So we reviewed this form a few minutes ago; correct?
7 A    Yes, uh-huh.
8 Q    And at that time you indicated that the form appears to
9      allow for destruction of the blood spots; correct?

10 A    Yes; yes.
11 Q    You are aware now that there is a method for you to request
12      destruction of blood spots?
13 A    Yes; yes.
14                MR. ELLISON:  Objection; calls for a legal
15      conclusion.  Go ahead, Ashley, if you can answer.
16 A    Yes.
17 Q    One moment.  Sorry.
18                MR. ELLISON:   No, take your time.  That's fine.
19 Q    During this lawsuit, did you ever review any paperwork you
20      may have relating to th e newborn screening program, or do
21      you have any?  Let me rephrase that.  Have you had an
22      opportunity to review your paperwork at home or wherever --
23      I'm going to ask that again.  Do you have any paperwork
24      relating to the newborn screening program?
25 A    No.
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1 Q    Do you have any paperwork relating to the retention and
2      storage, possible research uses of dried blood spots?
3 A    No.
4                MR. LEVIN:  I don't have anything further right
5      now.
6                MR. KENNEDY:  All right.  Good afternoon,
7      Ms. Kanuszewski, my name is Jeremy Kennedy.  I'm the
8      attorney for Dr. Antonio Yancey, Michigan Neonatal Biobank,
9      the parties in this lawsuit.

10                            EXAMINATION
11 BY MR. KENNEDY:
12 Q    So you have never -- have you ever requested that your
13      children's dried blood spot cards be destroyed?
14 A    No.
15 Q    Okay.  And that Exhibit A that we've been talking about,
16      assuming that it is as Mr. Levin has represented and a form
17      that would allow you to request the cards be destroyed,
18      we're going to start with that assumption that it is as he's
19      represented.  I understand that your attorney has raised an
20      objection.  If you requested the destruction of the dried
21      blood spots for your children using that card, do you have
22      any reason to believe they would not be destroyed?
23 A    I don't know.
24 Q    Why not?  Is it you don't know because you think you fill
25      out a form with the state, and they'll ignore it?
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1 A    I guess, like I said, I would like to review it further. 

2      From what it says, no, I guess I would not have any reason

3      to believe that.  They should do what I sign.

4 Q    And I'm not saying you have to make that conclusion.  I'm

5      saying if we accept that it is as represented and you ask

6      for them to destroy it, you don't think there's any reason

7      they wouldn't destroy it?

8 A    No.

9 Q    Now, do you know prior to  this lawsuit did you -- had you

10      ever heard of the Michigan Neonatal Biobank?

11 A    No.

12 Q    Since this lawsuit has started, have you learned anything

13      about the operation of the Michigan Neonatal Biobank?

14                MR. ELLISON:  I'm going to -- Ashley, we're going

15      to put an objection here, and I want to direct you anything

16      that I've told you as part of our discussions is covered by

17      attorney/client privilege.  Outside of what I've told you,

18      you can answer any other information anywhere else.  Okay?

19                THE WITNESS:  Yes.

20 Q    Not looking at anything th at Mr. Ellison has told you, just

21      any knowledge you've had on your own, any research you've

22      done on your own, anything like that?

23 A    No.

24 Q    So you have no awareness how the biobank operates?

25 A    No.
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1 Q    You have no personal knowledge of what it does?
2 A    No.
3 Q    You have no personal knowledge of how it is  funded; correct?
4 A    No.
5 Q    Do you have any evidence that the biobank is using any of
6      your children's dried blood spot cards in any manner?
7 A    No.
8 Q    It's not even that you -- strike that question.  I'll
9      withdraw what I was about to  ask.  So prior to this lawsuit

10      being filed, did you do any research about the use of the
11      dried blood spot cards?
12 A    No.
13 Q    Did you have any knowledge of how dried blood spot cards,
14      whether they were your children's dried blood spot cards or
15      any other dried blood spot cards, what they were used for?
16 A    No.
17 Q    And you have no reason to believe the cards for your
18      children have ever been used; correct?
19 A    Repeat that again.  What did you say?
20 Q    Do you have any reason -- I'm going to rephrase.  Do you
21      have any reason to believe that your children's dried blood
22      spot cards have ever been used?
23 A    No.
24 Q    Do you have any reason to believe that your children's dried
25      blood spot cards have ever been accessed for any purpose?
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1 A    No.
2 Q    Do you have any reason to believe that any of the
3      information contained in  your children's dried blood spot
4      cards has ever been sold to anyone?
5 A    No.
6 Q    Do you feel that the fact that these dried blood spot
7      cards -- your children's dr ied blood spot cards being stored
8      has in any way interfered  with your ability to determine
9      medical care for your children?

10 A    No.
11 Q    Now, when Mr. Levin was asking you some of his initial
12      questions about what you knew about the cards, you said, I
13      believe, you didn't know  why they were taking the blood
14      spots completely.  Did I hear that correctly, first of all?
15 A    Say that again?
16 Q    Let me ask it a different wa y.  That seems to be confusing
17      even to me, and I just asked the question.  So you have
18      three minor children who are plaintiffs in this lawsuit;
19      correct?
20 A    Uh-huh (affirmative).
21 Q    Yes?
22 A    Yes.
23                MR. ELLISON:  You've got to say "yes" or "no." 
24      Yup, there you go.
25 A    Yes.
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1 Q    Okay.  And when we deposed your husband earlier, he said
2      that the two youngest children were born via C-section;
3      correct?
4 A    Yes.
5 Q    Your oldest child, was that a C-section, or was that a
6      natural birth?
7 A    Natural.
8 Q    Okay.  And when all three of your children -- actually,
9      we're going to -- the two youngest children, the middle

10      child -- when your middle child was born for the C-section,
11      were you given any sort of epidural or anesthetic?
12 A    Yes, epidural.
13 Q    And were you at any point during that procedure unconscious
14      because of the medication?
15 A    No.
16 Q    And when your youngest child was born, were you given an
17      anesthetic or an epidural?
18 Q    Epidural.
19 Q    And at any point during that procedure were you ever
20      unconscious?
21 A    No.
22 Q    Now, Exhibit B, you indicated your signature on the two
23      forms -- on the authorization forms; correct?
24 A    Yes.
25 Q    Do you remember signing those forms?
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1 A    No.

2 Q    Do you remember anything at  all about those forms?  When you

3      received them, for example, whether they were given to you? 

4      Anything at all about that?

5 A    No.

6 Q    Okay.  Do you recall when you were in the hospital -- when

7      your -- any of your children were born, any medical

8      professional actually taking the heel prick, the blood

9      samples from the children?

10 A    Not particularly, no.  I don't remember that.

11 Q    So you don't recall -- 

12 A    I know they took -- pricked the heel of my oldest son, I

13      remember, because he had complications at birth.  I do

14      remember that, but I don't remember any other heel pricking.

15 Q    Do you remember -- 

16 A    And one had jaundice.  Th ey pricked his heel for that.

17      That's the only  time I remember that.

18                MR. ELLISON:  Ashley, we should have mentioned --

19      we didn't mention with you, just because we're in federal

20      court, we've got rules about referencing children's names. 

21      If you could just use their first letter of their name, we

22      can reference whichever of your three kids.  

23                THE WITNESS:  Okay.

24                MR. ELLISON:  And we all know their names, but

25      we've got to do that for purposes of the record.  Okay?
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1                THE WITNESS:  Okay.

2                MR. ELLISON:  Okay.  Thanks.

3 Q    So other than what you've just mentioned, do you recall

4      them -- anybody in the ho spital mentioning anything about

5      why blood would be taken?

6 A    No.

7 Q    Okay.  Did you ever object to anyone drawing blood from any

8      of your children while you were in the hospital?

9 A    I don't know.

10 Q    Now, you didn't know anything about the dried blood spot

11      program before this suit was filed.  You didn't know

12      anything about the storage of the dried blood spot cards, I

13      believe is what you testified.  Why did you then decide to

14      file suit?

15 A    It was brought to my attention what they were doing with the

16      blood samples, and my husband came to me about this and

17      asked if -- you know, I guess we discussed it together.  My

18      husband is the one who brought it up to me first.

19 Q    What specifically was brought to your attention that made

20      you decide to sue?

21 A    That -- 

22                MR. ELLISON:  Wait, wait, wait.  I also want to

23      direct you again to the ex tent it's not me, though.  Okay? 

24      Does that make sense?  What I told you is covered by

25      attorney/client privilege, but you can testify to everything
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1      else that you were told.  Okay?  

2                THE WITNESS:  Okay.

3                MR. ELLISON:   Weird rules, I know, but go ahead.

4 A    So you want to know when -- what made me decide to do this

5      is the question?

6 Q    You indicated you found out -- I think what you said was

7      how -- what they were doin g with the dried blood spot cards.

8 A    My husband told me that th ey were being taken from the blood

9      bank -- like to use for ot her things beyond maybe -- I don't

10      really know.  Being sold, I guess, is what my husband told

11      me.  And I don't even really understand what was happening

12      with them, but he -- I remember just awhile ago when he

13      brought this to my attent ion that's kind of what it was. 

14      Things were being done, I guess his understanding, that we

15      were unaware of with this  blood sample.  I guess finding out

16      that we weren't aware of anything or even remembering

17      anything about this.  

18 Q    And at that point you made no effort to reach out to the

19      Department of Health and Human Services about this program;

20      is that correct?

21 A    No, I did not.

22 Q    And you made no effort to reach out to any medical

23      professional to ask questions about the program; is that

24      correct?

25 A    No.
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1 Q    You made no effort to see if your children's dried blood
2      spot cards were even being used at all; correct?
3 A    Correct.
4                MR. KENNEDY:  Thank you.  Nothing further.
5                MR. ELLISON:  All right.  Ashley, I've got a
6      couple follow-up questi ons for you here, and then we're
7      going to -- you're on your downward slope here, so -- 
8                THE WITNESS:  Okay.  
9                            EXAMINATION

10 BY MR. ELLISON:
11 Q    For your -- and I'm going to divide this up into two
12      segments, and if you could bear with me.
13 A    Okay.
14 Q    As for -- and I'm going to call them Infant by letter, but
15      obviously some of your children are no longer infants
16      anymore, even with the most generous use of the word, but --
17 A    Yeah.
18 Q    As for Infant D, my understanding is that Adam is not the
19      biological father of Infant D; correct?
20 A    Correct.
21 Q    But you are his biological mother; correct?
22 A    Yes.
23 Q    All right.  And you have custody of -- legal custody of
24      Infant D as well; correct?
25 A    Yes.
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1 Q    When Infant D -- when you're going to the hospital -- let me
2      ask it this way.  Before going to the hospital for Infant D,
3      did anyone from -- your doctors or anyone from the State of
4      Michigan approach you to explain to you about the newborn
5      screening program?
6 A    No.
7 Q    Did anyone present to you information that would balance the
8      risks versus the benefits to participating in the newborn
9      screening program?

10 A    No.
11                MR. LEVIN:  I'll note -- 
12                MR. ELLISON:  I'm sorry?
13                MR. LEVIN:  I'll just note my objection to
14      relevance, but she answered already.
15                MR. ELLISON:  Yeah.
16 Q    As of -- did anyone from the Michigan Neonatal Biobank ever
17      present any information to  you explaining the negative -- or
18      the risk or benefits of participating or otherwise
19      continuing with the newb orn screening -- or, excuse me --
20      with storage blood?  Let me start over again on that.  Too
21      many -- too much word salad there.  Before Infant D was
22      born, did anyone from the Michigan Neonatal Biobank present
23      themselves to you or provide information to you that
24      explained the benefits versus the risks of storing newborn
25      blood at the Michigan Biobank?
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1 A    No.
2 Q    All right.  At the time that you were at the hospital, did
3      anyone from the hospital or any agent of the state or
4      representative of the biobank, come to you at the hospital
5      and explain to you the benefits versus the risk of being --
6      of participating in the Michigan newborn screening program
7      and/or the biobanking system?
8 A    No, not that I'm aware of.
9 Q    Again, this is for Infant D.  This is your first one.  Do

10      you remember signing any fo rm relative to Infant D at all?
11 A    No.
12 Q    After Infant D was born, ag ain, same question.  Anyone from
13      the state, from the biobank, or your doctors provide any
14      information to you explai ning to you the risks versus the
15      benefits of participating in the newborn screening program
16      or the biobank?
17 A    No.
18 Q    Did anyone even tell you that they were taking his blood to
19      be sent to the state for testing and for later storage?
20 A    No, not that I'm aware of.
21 Q    Okay.  As for your other two children, I'm going to go
22      through the same question as to Infant R and Infant C. 
23      Again, would your answer s be any different about whether
24      someone from the state, the biobank or your doctors, before,
25      during or after their births, came to you and did -- and
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1      explained to you or gave you documentation that said, "Here

2      are the risks.  Here are the benefits of participating in

3      the newborn screening program or the biobanking system"?

4 A    No.

5 Q    Do you have -- I guess a number of questions have been asked

6      to you today about whether you have any firsthand

7      information about whethe r or not your children's -- any of

8      your three children's blood spots have been used, sold, or

9      otherwise accessed in any way.  Is that your main concern

10      with this lawsuit about whether they're actually being used?

11 A    Can you repeat that one more time?  It cut out a little bit.

12      I'm sorry.

13 Q    Yeah, no problem.  So throughout the questioning today by

14      both Mr. Levin and Mr. Kennedy, they both have been asking

15      you about the concerns you -- if you have any evidence of

16      actually having your children's blood samples accessed or

17      otherwise used.  Is that your primary concern about whether

18      or not they've been used to date?

19 A    Yes.

20 Q    Does medical privacy have any concern for you for your

21      children?

22 A    Yeah.

23 Q    What about medical privacy concerns you about the biobank --

24      for particularly the biob ank system having your children's

25      blood samples on file?
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1 A    Just not knowing what's being done with it or what
2      information is being give n anywhere else, I guess.  The
3      unknown makes me wonder.  
4 Q    All right.  And is that a concern and fear that you have
5      that the lack of informat ion would result in your children's
6      medical privacy and medical data being disclosed to third
7      parties?
8 A    Yes.
9 Q    Have you ever given consent to anyone to transfer your

10      children's blood from the State of Michigan to the Michigan
11      Neonatal Biobank?
12 A    No.
13 Q    If knowing that -- as you've somewhat probably pieced
14      together here today with the deposition and knowing -- I'm
15      going to make a representation to you that your child's
16      newborn blood, regardless of which selection you pick, is
17      indefinitely stored at the biobank, absent your directive to
18      destroy them.  If you knew that at the time, would you have
19      consented to participating in the program?
20                MR. KENNEDY:  Objection; calls for speculation.
21 Q    Go ahead.
22 A    Probably not, no.
23                MR. ELLISON:  Exhibit A.
24                (Couns el shares document via video) 
25                MR. LEVIN:  Yes.  How's that?
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1                MR. ELLISON:  That's perfect.  Thank you.
2 Q    Exhibit A, Ashley, has anyone from the State of Michigan,
3      your doctors, or the biobank, ever presented you with this
4      form to give you the option to execute this document?
5 A    No.
6 Q    All right.  And as I notice -- 
7                MR. ELLISON:  And if you could scroll down a
8      little bit, Aaron, on there to the very bottom.
9 Q    I notice on the very bottom it says -- just because I'm an

10      attorney and I look for th ese things, I notice that it says,
11      "Rev.2-19."  Does that statement mean anything to you?
12 A    No.
13 Q    All right.  If I was to tell you that this was a document
14      that was produced and made in 2019, would that document have
15      been available to you at the time your children were born?
16 A    No.
17                MR. ELLISON:  You can take that down, Aaron.
18 Q    At any point has anyone from the neonatal biobank ever
19      sought your permission or your confirmation that they
20      would -- they would -- or that you or your husband would
21      like to continue to have the blood spots stored at the
22      Michigan Neonatal Biobank?
23 A    No.
24 Q    I'm going to make another representation to you.  One of the
25      blood samples is not stored at the neonatal blood bank. 
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1      It's actually stored at a separate location called the
2      BioTrust in a warehouse in Lansing, Michigan.  Are you aware
3      of that?
4 A    No.
5 Q    Has anyone from the State of Michigan indicated to you that
6      a -- one of the blood samples has been taken away from the
7      blood that's been transferred to the biobank and kept for
8      purposes -- for the benefit of you and your husband?
9 A    No.

10 Q    Have you ever given permission to the State of Michigan to
11      keep that blood sample to your knowledge?
12 A    No.
13 Q    Do you feel that as a mother of your three children, that
14      the decision about what your children's -- who has access to
15      your children's medical DNA and biological samples should be
16      a decision you should have, and they should obtain your
17      consent before their use?
18 A    Yes.
19                MR. KENNEDY:  Objection; calls for a legal
20      conclusion.
21 Q    I'm sorry, Ashley.  Go ahead.
22 A    Yes.
23 Q    Do you feel that you were adequately informed about the
24      nature and the scope of the newborn screening program,
25      including indefinite retention of that sample at the
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1      Michigan Neonatal Biobank, at the time or shortly after your
2      children were born?
3 A    No.
4 Q    Does it make you concerned, angry, upset or any other
5      feelings that you found out about this after the fact?
6 A    Concerned.
7 Q    Okay.  I know you've ment ioned earlier you talked to your
8      husband, and your husband is an attorney; correct?
9 A    Yes.

10 Q    All right.  Is he your attorney?
11 A    Yes.
12 Q    I mean, obviously outside of the newborn blood screening
13      lawsuit where I'm your a ttorney, would you consider him your
14      general attorney for purposes of legal advise?
15 A    Yes.
16 Q    My wife does, too.  I'm not good with taking out the trash,
17      but apparently I'm good with legal advise, so there you go.
18 A    There you go.
19                MR. ELLISON:   Ashley, I have no further questions.
20      I appreciate your time toda y.  We reserve the balance of our
21      questions for trial.  Thank you.
22                THE WITNESS:  Thank you.
23                MR. ELLISON:  The other two gentleman might have
24      some follow-ups.
25                THE WITNESS:  Okay.  
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1                MR. LEVIN:  Yeah, just a moment.

2                            EXAMINATION

3 BY MR. LEVIN: 

4 Q    You indicated during your testimony that you're concerned

5      about the unknown as it relates to these programs?

6 A    Yes.

7 Q    Did you ever do any independent research to find out more

8      about the programs?

9 A    No.

10                MR. LEVI N:  I don't have anything else.

11                            EXAMINATION

12 BY MR. KENNEDY:

13 Q    Ms. Kanuszewski, your attorney asked you if anybody ever

14      notified you about the benefits and risks of participating

15      in either the newborn screening program or the biobanking

16      system.  What, in your mi nd, are the risks of participating

17      in the newborn screening program?

18                MR. ELLISON:  Objection; calls for a medical

19      opinion and, perhaps, a legal opinion from a lay witness. 

20      Ashley, go ahead and answer if you can.

21 A    Just like Phil said, the medical -- what they're using it

22      for.  Are they giving information on my, you know, DNA -- my

23      children's DNA to other people or just not knowing where

24      this is going or what it's being used for.

25 Q    Do you have any evidence of anybody using your children's
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1      DNA for anything?

2 A    No.

3 Q    So this is a speculative risk, not an actual -- not an

4      actual concern that  you've seen happen already?

5                MR. ELLISON:  Objection; calls for a legal

6      conclusion but go ahead.

7 A    Yes.

8 Q    Do you have any evidence of anyone's genetic information

9      being obtained from the newborn screening program?

10 A    No.

11 Q    And what are the risks to you, in your opinion, of

12      participating in the biobanking system?

13 A    To me?  I don't know.

14 Q    In your opinion, what are the risks of participating in the

15      biobank?

16 A    I'm not sure.  I guess I don't know.  I'd want to know what

17      the risks are if there are any.

18 Q    So you don't even know if there are any risks.  Is that what

19      you're just testifying to?

20 A    Yeah.  But I would like to know.  I feel like there could

21      be.  I don't like not know ing where or what they're using it

22      for.

23 Q    And because of those concerns, you took precisely zero

24      action, prior to filing this litigation, to investigate; is

25      that correct?
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1 A    True.
2 Q    So how serious are those concerns then if you are -- didn't
3      take any action whatsoever to look into them?
4 A    I've mostly left it to my husband.
5 Q    Okay.  
6                MR. KENNEDY:  Thank you, nothing further.
7                MR. LEVIN:  I have a follow-up, although you can
8      go first.  I should have asked a moment ago.  I just want to
9      make everyone aware.

10                MR. ELLISON:  That's fine.  We can keep going.  I
11      have one more follow-up as well, but either way.  Aaron, if
12      you want me to go or you want to go, it's up to you.
13                MR. LEVIN:  I'll jump in.  I should have asked a
14      minute ago, and then you can address everything at the end.
15                            EXAMINATION
16 BY MR. LEVIN:
17 Q    You testified that you don't remember before, during, or
18      after the birth of your children that anybody gave you any
19      information about these programs.  Do you remember for
20      certain that no one gave you that information, or do you not
21      recall being given that information?
22 A    I don't recall being given any information.
23           MR. LEVIN:  Okay.  Thank you.  That's all.
24                            EXAMINATION
25 BY MR. ELLISON:
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1 Q    Ashley, as part of your -- when you first learned of the
2      newborn screening program and the biobanking system from
3      your husband, had he discussed with you about hiring me to
4      represent your interests as to the scope of what's going on
5      with the biobanking system?
6 A    Yes.
7 Q    And you, in fact, did hire me to pursue legal action and to
8      represent you and your ch ildren's interest as it applies to
9      the biobanking system; correct?

10 A    Yes.
11 Q    And that would have been work that I would have done for you
12      before filing the lawsuit; correct?
13 A    Yes.
14                MR. ELLISON:  Thank you very much.  Anybody else?
15                MR. LEVIN:  That's all I have.
16                MR. KENNEDY:  No.
17                (Deposition concluded at 4:19 p.m.)
18

19                              -0-0-0-
20

21

22

23

24

25
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1                Via Zoom Video Conference
2                Friday, October 23, 2020 - 1:31 p.m. 
3                MR. LEVIN:  All right.  Actually, just very
4      quickly, how would you like us to pronounce your last name?
5                MR. KANUSZEWSKI:  Kanuszewski (pronouncing).
6                MR. LEVIN:  Kanuszewski.  Thank you.
7                MR. KANUSZEWSKI:  Uh-huh (affirmative).
8                MR. LEVIN:  So I am Aaron Levin.  I work at the
9      Attorney General's office.  I am the attorney representing

10      Director Gordon, Dr. Shah, Dr. Lyon-Callo, and Mary Klein. 
11      It's my understanding that you're an attorney; is that
12      correct?
13                MR. KANUSZEWSKI:  Yes.
14                MR. LEVIN:  So you know how depositions work.  I
15      won't bore you with all of that.  If you have any questions,
16      feel free to ask.  If you need me to re-ask or you don't
17      understand the question, please let me know.  If you don't
18      remember, that is a perfectly acceptable answer.  If you
19      hear "objection," we  will -- you generally proceed to
20      answer, or we'll stop you, depending on the objection.  But
21      I think you know all of that.  So I will dive right in.
22                REPORTER:  Do you solemnly swear or affirm that
23      the testimony you’re about to give shall be the whole truth? 
24                MR. KANUSZEWSKI:  Yes.
25
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1                          ADAM KANUSZEWSKI

2        having been called by the Defendant MDHHS and sworn:

3                            EXAMINATION

4 BY MR. LEVIN:

5 Q    So this lawsuit is regarding -- 

6                MR. ELLISON:  I'll stop you real quick.  Just to

7      make sure on the record that, because we're doing this via

8      Zoom, and I know there's some different rules with this, we

9      have no objection to th is being conducted via Zoom, even

10      though we're not all in the same room.  So go ahead, Aaron.

11                MR. LEVIN:  Thank you.  I appreciate that.

12 Q    So diving in, this lawsuit is relating to the continued

13      retention and possible research uses of residual dried blood

14      spots.  What concerns do you have about the Department of

15      Health and Human Services retaining those residual dried

16      blood spots?

17 A    I never knew anything about it.

18 Q    I'm sorry.  I think we lo st connection for a moment there.

19 A    I didn't know anything about it.

20 Q    Now that you do, do you have any other concerns?

21 A    Yes.

22 Q    What are they?

23 A    I don't know what they're being used for, who they're being

24      given to, and quite frankly, whenever I deal with the

25      government and stuff, I don't think they should be taking
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1      things without asking permission.

2 Q    Have you done any independent research about the program?

3 A    I have not.

4 Q    When did you learn about the program?

5 A    When I talked to Phil.

6 Q    Do you remember when that was, ballpark?

7 A    Without looking, I don't.  I'd be guessing at a date.

8 Q    Do you remember what year it was?

9 A    Probably two years ago, but that's purely a guess.  I mean,

10      somebody could refresh my memory with something.

11 Q    Do you remember if it was about the time the lawsuit was

12      filed?

13 A    Yeah.  It was right previously before the lawsuit was filed. 

14      I don't even recall when the lawsuit was filed, to be honest

15      with you.  

16 Q    Fair enough.  Do you have any reason to believe that your

17      children's blood spots have been accessed?

18 A    No.

19 Q    Do you have any reason to believe they've been used for

20      research?

21 A    No.

22 Q    Do you have any reason to believe these blood spots have

23      been sold?

24 A    No.

25 Q    What are you hoping happens to these residual dried blood

Page 7

1      spots at the conclusion of this lawsuit?
2 A    I've never really put a lot of thought into that to be
3      honest with you.  I gue ss I'd want them returned to me.
4 Q    Are you aware that you may direct the Department of Health
5      and Human Services to destroy your children's blood spots at
6      any time?
7 A    No.
8                MR. LEVIN:  All right.  I am going to share my
9      screen and I will mark this  and send it around, or I'll send

10      it around, at least, at the conclusion.  It's the same
11      exhibit we looked at this morning for counsel.
12                (Deposition Exhibit A marked) 
13                (Counsel shares document via video) 
14                MR. LEVIN:  All right.  Can you all see that?
15                MR. ELLISON:  Yes.
16                MR. LEVIN:  Is the whole form visible or do I need
17      to zoom it out?
18                MR. ELLISON:  You've got to zoom it out.  It's all
19      crunched up.
20                MR. LEVIN:  All right.  One moment.  There we go.
21                MR. ELLISON:  That's pretty good right there.
22                MR. LEVIN:  Can you read it?
23                MR. ELLISON:  I can see the whole thing as one big
24      document.  You might have to -- I don't know if Adam can see
25      it, but I can see it fine.  I'm on a computer, though.

Page 8

1                THE WITNESS:  I'm on my phone.  I can pull my

2      computer, but if I strain I can see it.  Do you want to give

3      me a minute to read it?

4                MR. LEVIN:  Yeah.  Do you want -- would it help if

5      I zoomed in?

6                THE WITNESS:  Well, if you zoom in, you're going

7      to have to scroll up and do wn as I read it.  Just give me a

8      second.

9                MR. LEVIN:  Okay.

10                (Witness reviews exhibit) 

11 A    All right.  I read it.

12 Q    Have you seen this form before?

13 A    No.

14 Q    Having reviewed it, would you agree that it allows you to

15      request or direct the Department of Health and Human

16      Services to destroy your children's blood spots?

17                MR. ELLISON:  I'm going to place an objection.  I

18      know this is going to sound kind of silly.  Recognizing

19      Mr. Kanuszewski is an attorney, he is being called as a lay

20      witness.  So I object to  the fact that he's being asked to

21      render a legal opinion.  But, Adam, go ahead.

22 A    It appears I have some opti ons as to, yeah, what I want done

23      with the blood that's in their possession.  

24 Q    Does the first one say "destroy all remaining blood spots?"

25 A    It says that, and it says , "I understand that by checking

Page 9

1      this box, no blood spots will be available for any future
2      use, including medical, identification, or research
3      purposes."  Does that mean that they were being used for
4      medical, identification, or research purposes?
5 Q    I'll show you another exhibit in a moment.  Let me finish
6      with this one.  But having  read the form, is this something
7      you'd be willing to sign?
8 A    I'd probably consult legal counsel first.
9 Q    Fair enough.  

10                MR. LEVIN:  All right.  So I am going to share
11      another exhibit.  
12                MR. ELLISON:   Do you want to give that one a
13      letter or a number?  How do you want to do that?
14                MR. LEVIN:  Oh, so, yeah.  That first one will be
15      A, and then this next on e I will mark as B and send around
16      at the conclusion as well.
17                MR. ELLISON:  Okay.
18                MR. LEVIN:  So this will be B. 
19                (Deposition Exhibit B marked) 
20                (Wit ness shares document via video) 
21 Q    Can you see that? 
22 A    No.  You'd have to blow it up a little bit.
23 Q    All right.  How's that?
24 A    Yeah, I can see it.  I'm going to try to -- I can read it. 
25      Hold on a second.  

Case 1:18-cv-10472-TLL-PTM   ECF No. 145-6, PageID.4038   Filed 03/31/21   Page 3 of 17Case 1:18-cv-10472-TLL-PTM   ECF No. 149-7, PageID.5017   Filed 04/05/21   Page 3 of 17
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1 Q    This one is actually three pages, so let me know, and I will

2      scroll so you can see all the pages.  

3 A    Okay.  I read it.

4 Q    Okay.  This is page two.  I think it's the same as page one. 

5      I'm not entirely -- 

6 A    It appears to be the same.

7 Q    All right.  So page three is different.  And I will review

8      my notes as to why that happened.  But here's page three.

9 A    Okay.  

10                (Witness reviews exhibit) 

11      Okay.  I read it.

12 Q    Does that appear to be your wife's signature at the bottom?

13 A    It looks like it.

14 Q    Do you have any reason to believe it's not?

15 A    No.  

16 Q    All right. 

17 A    Can you scroll up to the other one?  The one you showed me

18      first?

19 Q    Yeah, how's that?

20 A    Yeah.  So I think the first two pages were the same; right?

21 Q    I believe so.  I think that's just an oversight on my part.

22 A    Because I was just looking at the years.  It looks like the

23      first one would have been -- okay -- for one kid.  And

24      then -- okay.  All right.  They're not together, is what I'm

25      saying.  They're dated years apart, so that's not like one

Page 11

1      document.  That's like two documents -- two documents.

2 Q    I know, I -- 

3 A    Yeah, okay.

4 Q    Yes, that's correct.  I've put them in one -- 

5 A    It's misleading.  I was going to say it's misleading when

6      it's given to you as, like, one document because I think the

7      years were different is all.

8 Q    Yeah.  The years are.  It's just -- I put them in one

9      document thinking they'd be easier to review, but -- do you

10      need more time to review it, or are you satisfied?

11 A    No, I looked at it.  I'm fine.  

12 Q    So looking at this first on e, is it fair to say that, "Yes,

13      my baby's blood spots may be used for health research," is

14      checked?

15 A    It is checked.

16 Q    So based on this form and referring to only this form, do

17      you have any reason to believe that the state has used your

18      baby's blood spots contrary to your express wishes or the

19      family's express wishes?

20 A    Well, my signature is not on  there, but, I mean, it appears

21      my wife's is.

22 Q    All right.  I'm going to go now to the third page, which is

23      the different one.  Same question.  Do you have any reason

24      to believe that the state has done anything contrary to this

25      form?

Page 12

1 A    Will you rephrase that, please?

2 Q    Yes.  And if you need to take a moment to review the form,

3      that is all right, too.   So the form looks a little bit

4      different, but it is also a consent form for use of blood

5      spots in research.  Do you have any reason to believe that

6      the -- the Department of He alth and Human Services has acted

7      contrary to the permi ssions described in this form?

8                MR. ELLISON:  Objection.  Now, that calls for a

9      legal conclusion, and I also object to the statement at the

10      beginning of that as to lack of foundation.  Go ahead.

11 Q    If you need to review the form, take all the time you need.

12                MR. ELLISON:  I was objecting on the basis of your

13      recitation of what this form is, but, go ahead.

14 A    So rephrase it so I make  sure I give you the right "yes" or

15      "no" answer here. 

16 Q    And I apologize.  It's starting to storm here.  So if the

17      mic picks that up -- 

18 A    No, that's all right.

19 Q    -- or interference, I will be back as soon as I can.

20 A    Did you ask me if I had any reason to believe that the state

21      used the blood in any form  contrary to this form?  Is that

22      what you said?

23 Q    Yeah.  And I will rephrase if that's not clear.  Would you

24      like me to rephrase?

25 A    Yes, please.  I was waiting.

Page 13

1 Q    Oh, sorry.  All right.  So towards the -- there's that box
2      in the middle.
3 A    Uh-huh (affirmative). 
4 Q    And towards the bottom there's a sentence that starts, "I
5      voluntary agree"?
6 A    Yes.
7 Q    So I'm going to read that box.  So that box says, "I
8      voluntarily agree to allow my chid's dried blood spots" --
9      it's abbreviated but dried blood spots -- "to possibly used

10      for medical research after newborn screening is complete. 
11      My permission applies to any blood spots obtained for
12      newborn screening."  
13 A    Correct.
14 Q    Do you have any reason to believe that the state has acted
15      contrary to that paragraph and in this document?
16 A    No; no.
17 Q    Do you recall if you were ever given an educational pamphlet
18      or brochure explaining  the newborn screening program?
19 A    I don't.
20 Q    Do you recall if you were ever given an educational pamphlet
21      or brochure explaining that retained blood spots may be used
22      for medical research?
23 A    I don't.
24 Q    Did you review your files at home and determine if you had
25      any documents related to this program?
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1 A    I didn't specifically scour the house or anything.  I don't

2      really have files at home.  I mean, I have a strong box with

3      some legal documents.  It's certainly not in there.

4                MR. LEVIN:  Just one second.  I think that may be

5      all I have.  That's all I have right now.

6                MR. ELLISON:  Jeremy, do you want to go next?

7                MR. KENNEDY:  Yes.

8                MR. ELLISON:  Yup, all right.

9                MR. KENNEDY:  Good morning (sic), Mr. Kanuszewski. 

10      My name is Jeremy Kennedy.  I'm the attorney for Dr. Antonio

11      Yancey and Michigan Neonatal Biobank.

12                THE WITNESS:  Good afternoon.

13                            EXAMINATION

14 BY MR. KENNEDY:  

15 Q    So you are the parent of -- I believe you have three

16      children who are plaintiff' s in this case; is that correct?

17 A    I'm the biological father  of two of them, but I consider

18      myself a parent to all three, yes.

19 Q    Okay.  So one would be a stepchild?

20 A    Correct.

21 Q    Okay.  And the two that yo u're the biological father of,

22      were you present when they were born?

23 A    I was.

24 Q    You were in the room with your wife?

25 A    I was.

Page 15

1 Q    With the births of the youngest -- or I'm sorry, -- the
2      older of your two biological children, was it natural birth
3      or C-section?
4 A    C-section.
5 Q    Did she have an epidural, to your recollection?
6 A    I don't recall.
7 Q    Was she ever unconscious as far as you can recall?
8 A    I don't think so.
9 Q    What was the date of your oldest child's birth?

10 A    My oldest biological child?
11 Q    Yes.  Sorry.
12 A    It would have been -- he's April 22nd of '13.
13 Q    Do you remember what time of day?
14 A    Morning, I believe.
15 Q    Okay.  And you said that looking at Exhibit B on the third
16      page with -- you said you believe that's your wife's
17      signature?
18 A    I do.
19 Q    As far as you can tell?
20 A    Yeah.
21 Q    Do you recall what time of day that form was signed?
22 A    I don't remember that form being signed.
23 Q    Okay.  And I'm sorry.  They said that I'm sleep deprived
24      right now.  Did you say after the C-section -- was your wife
25      ever unconscious for any amount of time from the medication?

Page 16

1 A    I don't recall.  I don't -- I mean, outside of sleeping, I

2      mean, -- I mean, I don't -- well, I guess you'd have to

3      narrow it down to, like, a time frame.  So after she had the

4      birth, when are you asking? 

5 Q    (Inaudible)

6 A    Well, of course, she slept.  I mean, yeah, she was

7      unconscious at times.  I mean, we were there for, I think, a

8      couple days.

9 Q    Other than sleeping?

10 A    I don't think so.

11 Q    Okay.  You said the first time you became aware of this --

12      of these -- backup.  Are you aware of anything about the

13      Michigan Neonatal Biobank prior to this case?  Let me ask

14      you a different -- 

15 A    I don't -- yeah, please.

16 Q    Prior to this case, have you ever heard of the Michigan

17      Neonatal Biobank?

18 A    No, I don't think so.

19 Q    All right.  Are you aware of anything about how the biobank

20      operates?

21 A    Not really.  I mean, I know there's some blood samples

22      stored now.  But outside of that, no, not really.

23 Q    And prior to this case being filed or initial -- we'll say

24      initial investigation, you had no awareness of how it

25      operated; correct?
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1 A    Correct.
2 Q    And you had no awareness of how the biobank is funded?
3 A    No.
4 Q    Okay.  And do you have -- do you have any personal knowledge
5      of how the dried blood spot cards are used?
6 A    No.
7 Q    Do you have any personal firsthand knowledge that any of
8      your children, biological or otherwise, whether their
9      cards -- their blood spots cards are even being used for

10      anything?
11 A    I don't.
12 Q    So, therefore, you also do not have any evidence that the
13      dried blood spot cards are being used contrary to any
14      authorization that may have been given?
15 A    Correct.
16                MR. ELLISON:  Objection.  Asked for a legal
17      conclusion, but go ahead and answer.
18 A    Correct.  I answered.  
19                THE WITNESS:  Did you guys hear it?
20                MR.  ELLISON:  Yeah.
21                MR.  KENNEDY:  Yes, thank you.
22                THE WITNESS:  Oh, yeah.
23                MR.  ELLISON:  Jeremy has got a new one that just
24      came along, so he hasn't been sleeping too much the last
25      couple days here, so -- 
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1 Q    This is true.  He will be two weeks old tomorrow, so I'm

2      still getting him up.

3 A    Did you get presented your forms?

4 Q    I did.

5 A    Okay.

6 Q    I did.  So have you ever requested that the dried blood spot

7      card of any of your children be destroyed?

8 A    I have not.

9 Q    Are you aware of any of th e possible uses of the dried blood

10      spot cards that are being stored?

11 A    No.

12 Q    Are there any uses of those cards that you would consider

13      acceptable?

14 A    I don't think so.

15 Q    In your opinion, is it acceptable for the blood spots to be

16      taken to test for congenital or chronic diseases under the

17      program?

18 A    That's kind of an odd question.

19 Q    Okay.  Let me -- 

20 A    That's saying -- well, it's  like you're inferring that if I

21      had given them permission  to take them.  I mean, I would

22      say, yeah, that would be  appropriate if I said, "Yeah, take

23      them."  But, I mean, I th ink the issue is, like, not knowing

24      that they were taking them.  I mean, once you have them, if

25      I said you could use them, then, yeah, sure.

Page 19

1 Q    That's not what I'm asking.  You are aware that they take
2      the five or six spots of blood to -- initially to test
3      for -- I believe the current number is 56 chronic
4      conditions, diseases.  Are you aware of that?
5 A    No.
6 Q    So you have no knowledge of what the blood spots are taken
7      for whatsoever?
8 A    To be honest, no.
9 Q    Okay.  Prior to this lawsuit being filed, did you, in any

10      way, investigate the us e of the dried blood spot cards?
11 A    No.
12 Q    Now, is it your position that the taking of the dried blood
13      spot cards in any way inte rferes with your ability to direct
14      medical care fo r any of your children?
15 A    Could you rephrase that, please?
16 Q    Do you believe that taking the dried blood spot cards in any
17      way interferes with your  ability to determine how to care
18      for your child medically?
19 A    No.  Do I -- I think I understand what you're saying.   It's
20      kind of a long question.  I think it breaks up in between. 
21      Do I think that them -- rephrase it one more time.  I
22      believe the answer is no.  I'm trying to draw the -- go
23      ahead.
24 Q    Let me see if I can ask it  simpler, and I know that's not
25      always my strong point.   Have you ever felt that your

Page 20

1      ability to determine the medical care for your child has
2      been impacted by the taking of the dried blood spot card?
3 A    No.
4 Q    Do you feel like your ab ility to determine medical care for
5      any of your children has been impacted by the storage of the
6      dried blood spot cards?
7 A    No.
8 Q    And you have, I believe you said, no personal knowledge
9      whether the dried blood spot cards had been used for any

10      purpose at all; correct?
11 A    Correct.
12 Q    If you were not aware before, you are aware now that there
13      is a form that you can fill out to request the destruction
14      of the blood spot cards; correct?
15 A    I just read it, yes.
16                MR. KENNEDY:  I have nothing further.
17                MR. ELLISON:  Okay.  I have a few questions for
18      you here.
19                            EXAMINATION
20 BY MR. ELLISON:
21 Q    I'm going to refer to your three children by their first
22      initials because of the federal privacy laws with minors.
23 A    That's fine.
24 Q    Okay.  And, fortunately, you've got three children with
25      three different initials, so that helps.
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1 A    Yes.

2 Q    As for -- and I'm going to call them "infant."  I know some

3      of them aren't infants anymore with their age now, but to

4      Infant R and Infant C,  that's -- those are your two

5      biological children?

6 A    They are.

7 Q    Yup.  And Infant D is the child -- the biological child of

8      your wife; correct?

9 A    Correct.

10 Q    Are you the legal guardian for Infant D?

11 A    To be actually honest, I don't know exactly.  I mean, yeah;

12      yeah.

13 Q    Let me ask you this.  Have you adopted as -- 

14 A    No; no.

15 Q    Okay.  All right.  And I don't mean to be passing judgment

16      on parenting or that natu re.  It's just the legal nature of

17      these sorts of things, so -- 

18 A    Yeah.  And I guess when you say "legal guardian," I guess I

19      don't know the actual definition of legal guardian.  I mean,

20      he resides here full-time.  I mean, my wife and I raise him. 

21      He still has contact with his biological father.  His

22      biological father is still involved in his life.  So maybe

23      that gives you a better picture of that.

24 Q    Okay.  Very good.  For your two biological children, did

25      anyone from the State of  Michigan or any of its agents,
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1      including even a doctor, talk to you beforehand about the
2      risks versus the benefits of conducting any sort of blood
3      tests as it applies to  the newborn screening program?
4 A    I don't believe so.
5 Q    Has anybody -- at the time that the blood samples -- well,
6      let me ask this.  Did you know that either one of your two
7      biological children -- did you know or were told that blood
8      samples were being taken from your child for testing by
9      agents of the State of Michigan?

10                MR. LEVIN:  I'm going to object to relevance and
11      to the conclusion that the doctors are agents.
12                MR. ELLISON:  Fair enough.
13 Q    Go ahead.
14 A    No; no.
15 Q    All right.  Did anyone tell you that they were going to be
16      taking blood samples for your two biological children prior
17      to them extracting the blood?
18 A    No.
19 Q    After the blood was taken, did anyone talk to you about the
20      risks, benefits, basically being informed about what the
21      purpose and goals were to taking those blood samples?
22 A    No.
23 Q    Did anyone tell you where they were taking those blood
24      samples and what th ey were doing with them?
25 A    No.

Page 23

1 Q    Did they tell you who was going to be in possession of them
2      and from what basis they were going to be retained for?
3 A    No.
4 Q    Did anyone at any time talk to you, be it from the state, an
5      agent of the state, or someone from the biobank, talk to you
6      about the blood samples being transferred from where they
7      were being tested to the nonprofit Michigan Neonatal
8      Biobank?
9 A    No.

10 Q    Did anyone discuss with you and explain the benefits and
11      risks of storing eith er one of your two biological
12      children's blood samples in the newborn -- or, excuse me --
13      in the Michigan Neonatal Biobank?
14 A    No.
15 Q    Has anyone spoken to you or otherwise explained to you about
16      what sort of legal prot ections or what sort of privacy
17      protections the blood samples have while in the Michigan
18      Neonatal Biobank?
19 A    No.
20 Q    As you've come to learn through this lawsuit, you have
21      learned that your two children's -- your two biological
22      children's blood samples are, in fact, in the Michigan
23      Neonatal Biobank; correct?
24 A    Correct.
25 Q    Would you, if you had known at the time that the blood

Page 24

1      samples were going to be indefinitely stored without your

2      permission ahead of time, would you have given consent?

3                MR. KENNEDY:  Objection; calls for speculation.

4 A    Do you want me to answer, Phil?

5 Q    Yes, please.  Yes, please.

6 A    I don't think so without researching it a little bit, you

7      know.  I would want to know what would be -- I would just

8      want -- I'd want to know more.  I still want to know more.

9 Q    Did anyone present you before, during, or after the blood

10      being extracted from your  two biological children, any sort

11      of paperwork or pamphlets about anything, aspect of the

12      newborn screening program, including the storage at the

13      neonatal biobank?

14 A    Not that I recall.

15 Q    Do you have any concerns about -- today, as I was just

16      saying, the biobank -- I'll  make the representation to you

17      that your two biological children's blood samples, including

18      their DNA and medical data about what's contained within

19      those blood samples, are being stored at the Michigan

20      Neonatal Biobank.  Do you have any concerns about that

21      material and that inform ation being stored at the biobank?

22 A    Yes.

23 Q    What kind of concerns do you have?

24 A    Well, I don't feel it belongs to them.  I feel that that's

25      mine, my wife's, our kids genetic biological information.  I

Page 25

1      don't want it out there being bought, sold, used or

2      whatever.  And I don't even know if that's a thing, but it

3      certainly is a concern of mine that someone else has control

4      of it and basically didn't tell us anything about it.

5 Q    Okay.  Looking at -- on your screen right now, this is a

6      copy of Infant R, the form in that respect.  Is there any

7      reference on here to the Michigan Neonatal Biobank?

8 A    I don't see any.

9 Q    Okay.  Have you provided -- to your knowledge, have you or

10      your wife provided any authorization to transfer your two

11      biological children's blood samples to the Michigan Neonatal

12      Biobank?

13 A    No.

14 Q    Have you given any authorization for them to -- the Michigan

15      Neonatal Biobank -- to sell, convey, give or otherwise allow

16      third parties like researchers to use that blood sample from

17      the biobank?

18 A    No; no.

19 Q    Do you have any concerns about your children's medical

20      privacy today with the way the blood samples are currently

21      housed and stored?

22 A    Yes.

23 Q    Okay.  What are those?

24 A    I don't even know how they're housed or stored.

25 Q    Would you agree that the lack of information and lack of
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1      knowledge would -- strike th at.  Let me ask it this way.  

2 A    That's actually -- that's  the scary part, I mean, is the

3      lack of knowledge of what's going on and what could be done. 

4      I mean, I don't know if th e scare, the threat, is real, not

5      real.  I mean, I just kn ow that somebody has ahold of that

6      stuff and something is being done with it, and to what

7      extent, I don't know and I was never told.

8 Q    Okay.  Is that the concern that you have with this lawsuit

9      is the fact that someon e else has your son's -- your two

10      biological sons' medical and DNA data without you having any

11      control or say over that material?

12 A    Yes.

13 Q    As for Infant D, which was not your biological child, were

14      you present for his birth at all?

15 A    Was not.

16 Q    Now knowing what you know now about the biobank and the

17      newborn screening program, would you, in fact, have provided

18      consent to store your bl ood samples indefinitely with the

19      Michigan Neonatal Biobank?

20 A    No.

21                MR. ELLI SON:  I have no further questions.

22                MR. LEVIN:  I have a couple just briefly.

23                            EXAMINATION

24 BY MR. LEVIN: 

25 Q    Prior to filing the lawsuit, did you do any independent
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1      research about the newborn screening program or the biobank?
2 A    No.
3 Q    Have you done any since?
4 A    No.
5 Q    How much would you say you know about these programs?
6 A    Not much.
7 Q    Did you ever investigate if there was a means of having the
8      blood spots destroyed, other than filing a lawsuit?
9 A    No.

10 Q    Do you know how long the actual screening process takes?
11 A    No.
12                MR. LEVIN:  That's all I have.
13                MR. ELLISON:  Jeremy, do you want anything else?
14                MR. KENNEDY:  I actually just want to circle back. 
15                            EXAMINATION
16 BY MR. KENNEDY:
17 Q    I forgot to ask, your youngest child, was that a natural
18      birth or a C-section?
19 A    C-section.
20 Q    I assumed as much, but want to make sure.  And similar to
21      the question about your older biological child, was your
22      wife given any kind of anesthesia, epidural, anything like
23      that?
24 A    I don't know.  I couldn't be for certain.
25 Q    Okay.  And other than sleeping, was she ever unconscious any

Page 28

1      time as a resu lt of drugs or other -- 

2 A    You know, she being -- I th ought about that after you asked,

3      and I think with C it's mo re possible.  I want to say that

4      she lost a lot of blood and that she was away from us for

5      quite some time.  I thin k that with the youngest would be,

6      if I'm not mistaken.  So it's possible, but I wasn't -- I

7      didn't see it.  So she'd be able to tell you.  

8                MR. KENNEDY:  Okay.  That's all I have.

9                MR. ELLISON:  Okay.  We reserve the balance of our

10      questions for trial.  Adam , you're all set, and you can log

11      off.

12                THE WITNESS:  All right.  Thanks.

13                MR. LEVIN:  Thank you.

14                (Deposition concluded at 2:10 p.m.)

15

16                              -0-0-0-

17

18

19

20

21

22

23

24
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                   UNITED STATES DISTRICT COURT
                   EASTERN DISTRICT OF MICHIGAN
                        NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,

          Plaintiffs,

v                                    Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH        HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al,           MAG. PATRICIA T. MORRIS

          Defendants.

                             /

        VIDEO CONFERENCE DEPOSITION OF SANDIP SHAH, Ph.D.

     Taken by the Plaintiffs on the 17th day of December, 2020,

     via Zoom, at 2:00 p.m.  

APPEARANCES:

For the Plaintiffs:      MR. PHILIP LEE ELLISON (P74117)
                         Outside Legal Counsel PLC
                         PO Box 107
                         Hemlock, Michigan 48626
                         (989) 642-0055

For the Defendant        MR. AARON WARREN LEVIN (P81310)
MDHHS:                   Michigan Department of Attorney General
                         PO Box 30736
                         525 Ottawa Street
                         Lansing, Michigan 48909
                         (517) 335-7632

For the Defendant        MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal        Pear Sperling Eggan & Daniels PC
Biobank and Antonio      24 Frank Lloyd Wright Drive, Suite D2000
Yancey:                  Domino's Farms
                         Ann Arbor, Michigan 48105
                         (734) 665-4441

Also Present:            Eric Hendricks
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1                Via Zoom Video Conference

2                Thursday, December 17, 2020 - 3:16 p.m. 

3                REPORTER:  Do you solemnly swear or affirm that

4      the testimony you’re about to give shall be the whole truth? 

5                DR. SHAH:  I do.

6                         SANDIP SHAH, Ph.D.

7          having been called by the Plaintiffs and sworn:

8                            EXAMINATION

9 BY MR. ELLISON:

10 Q    Good afternoon, sir.  If you could state your name -- we're

11      going to do it right this  time.  State your name for the

12      record and your current  position with the department.

13 A    Yes.  Sandip is my first name, S-a-n-d-i-p.  Last name is

14      Shah, S-h-a-h.  I'm the state public health laboratory

15      director, Board Certifie d director for Lansing as well as

16      regional laboratory sy stem, and I manage Kent County

17      laboratory for State of Michigan.

18 Q    So you've been doing some COVID tests, I'm guessing, the

19      last few months?

20 A    Oh, my goodness.  It has been 24/7, 365 almost.  I haven't

21      had a day of vacation yet, not even a weekend, so -- 

22 Q    It sounds like you might get some next year, but you're not

23      doing a vacation anytime soon.  But -- 

24 A    I hope if I last that long.

25 Q    There you go.  There you go.  So just to confirm, you just

Page 5

1      said you're --   
2                MR. ELLISON:  Sorry.  Pam is waving at us.
3                REPORTER:  Phil, your -- could you turn your
4      volume up a little bit, and, Doctor, could you turn yours
5      down a little bit?
6                MR. ELLISON:  Oh, sure.  
7                THE WITNESS:  Absolutely.  
8                MR. ELLISON:  Yeah, how about we do that?  I'll
9      move my mic.  Is that better?

10                REPORTER:  That's better.  Thank you.  Sorry for
11      interrupting.  
12                MR. ELLISON:  No problem. 
13                THE WITNESS:  No problem.
14                MR. ELLISON:  I was going to say I'm normally not
15      accused of being too quie t in a situation, so that's new.
16 Q    So, anyway, I'm just goin g to jump in and ask you some
17      questions here.  Obviously you sat just through the
18      deposition of Dr. Callo-Lyon.  Is it -- 
19 A    Sarah Lyon-Callo.
20 Q    Lyon-Callo?  I got it back- -- I knew that it didn't sound
21      right.  Lyon-Callo.  I'm going to have just some follow-up
22      questions with you on this , and then we'll turn it over to
23      the other guys here.  Have you ever done a deposition
24      before?
25 A    No, this is the first one.
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1 Q    You did get a chance to see what went on the last time
2      around.  And that's pretty much -- I'm going to ask some
3      questions for awhile.  If my questions don't make sense,
4      don't hesitate, and say, "That doesn't make sense.  Restate
5      it."  You know, you're not going to hurt my feelings at all
6      with this.  
7                And I think we only had one thing last time
8      around.  Occasionally the lawyer might object to the
9      question.  Unless Mr. Levin directs you not to answer the

10      question, you still answer all questions, and later on the
11      judge decides whether the question that was objected to was
12      improper in some form or fashion.  Okay?  
13 A    Okay.
14 Q    Anyway, all right.  And you are here, also, as I would note,
15      here in your official capacity, which is basically you're
16      the -- I've sued you as the agent of the department that
17      way.  So your questions are not on your behalf but on behalf
18      of essentially your agency as a department -- as part of the
19      department; fair enough?
20 A    Uh-huh; sure.
21 Q    Okay.  Now, occasionally -- I was just going to say I'm glad
22      you did that because occasionally I may say, "Is that a
23      'yes,' or is that a 'no'?"  That's just because we're human. 
24      I can see you and know what reaction it is, but Pam on here
25      has got to write it down in verbal form in some fashion.  So

Page 7

1      with that being said, let's get underway.  

2                What -- and I know we've talked a little bit

3      before with Sarah about the BioTrust.  Can you explain, from

4      your perspective, what is the BioTrust within the Department

5      of the HHS?

6 A    Absolutely.  The BioTrust is a program that's run by the

7      Department of Health an d Human Services, and this is to

8      oversee Michigan's storag e spots, the dried blood spots and

9      their potential use in he alth research for overall good. 

10      The BioTrust encompa sses also outreach and community

11      engagement policy, develo pment as well as coordination and

12      approval of research from  that blood spot.  So that's the

13      BioTrust.  

14 Q    Okay.  Now that's separate from the newborn screening

15      program, I guess -- I don't want to say "theoretically,"

16      but, I mean, there's kind of an invisible line, if you will,

17      between those two programs; is that fair?

18 A    Yes.  The newborn screenin g program is the testing program,

19      and this is for potential research coming out of those spots

20      that we save.

21 Q    And we've talked today obviously about the Michigan Neonatal

22      Biobank, and I'm just going to call it "Biobank" for short,

23      as we've been doing throughout today.  What role do you have

24      in relation to the Biobank?

25 A    I sit on the board of Michigan Neonatal Biobank, or Biobank,

Page 8

1      as you say.

2 Q    Yup.

3 A    As a stakeholder.  The Biobank is a storage repository for

4      dried blood spots.  It's  distinct from State of Michigan,

5      different entity.  It's  a 501(c), whatever they call a

6      nonprofit agency and the stakeholders run it.  By

7      stakeholders we are one, and obviously other university,

8      like the University of Michigan, Michigan State University,

9      Wayne State University, th ey all participate in this, and

10      they're all part of running the neonatal Biobank for

11      dispensing the blood spot s to potential researchers.   

12 Q    Okay.  And why -- I guess le t me ask this question:  Why --

13      let me go back, maybe a half step back.  Were you involved

14      with the formation of th e Biobank back in -- and I'm just

15      spitballing here -- around 2010? 

16 A    No.

17 Q    Okay.  How did you get on to this -- and I'm going to call

18      it the "board," and I treat it as a board of directors, but

19      on this board or you call it "stakeholders."  How did you

20      get assigned to that particular responsibility? 

21 A    This was in 2012, December, when I took over as the state

22      public health laboratory  director.  Before that I was in

23      infectious diseases, so  I was not part of the chain of

24      command for ne wborn screening program.

25 Q    Well, did the person who he ld your current position before
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1      you serve in that role on the Biobank board?

2 A    Yes, I believe so; yes.

3 Q    And what role does -- what activities or what

4      responsibilities does the board have in relation to the

5      Biobank as an entity?

6 A    So the board oversees the storage program, so to say.  They

7      look at how the blood spots are stored, in what manner, how

8      secure everything is.  The promotions that the blood bank

9      usually do with other re searchers, other centers that are

10      potential clients, all that is reviewed by the board

11      probably two or three times a year and we look at the

12      finances of the Biobank, if everything is okay, and we

13      discuss potential problems, if there are any, as a group, as

14      a board.

15 Q    Okay.  And, I mean, just to shortcut this, you would agree

16      that the Biobank is st oring, managing, cataloging, and

17      assuming control but not ownership of the blood spots in

18      infants that have been sent there by the department

19      following the completion of the newborn screening testing?

20 A    That is correct.  They are a repository only, and an

21      institution that will dispense this blood spots as required,

22      when ordered to do so.

23 Q    Is there any particular reason that you know of why the

24      state has utilized a private, nonprofit entity as a storage

25      facility that -- I mean, from my -- this is my
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1      perspective -- would be outside of the normal controls of

2      government to store these blood spots?

3 A    Yes, of course.  As a state entity, if I had to do this, I

4      couldn't.  I don't have the resources.  I don't have room. 

5      I don't have space.  I don't have personnel and the

6      expertise that this private organization has and that's why

7      we utilize them.  If I had to do it it would be much more

8      expensive, no funding for it.

9 Q    Okay.  But the department -- as we heard from Sarah, the

10      department actually does contribute money towards this

11      particular -- towards the op eration of the Biobank.  I mean,

12      would you agree with that in your role at -- and I'm asking

13      you today as -- on your behalf of your role today in your

14      deposition today if you agree with that position.

15 A    Yes, of course.  And it's only a partial funding.  We --

16      other entities like Un iversity of Michigan, other

17      stakeholders, let me put it that way, they also contribute.

18 Q    Okay.  How is -- I mean, l ooking at the board of directors,

19      we have the DeVos (sic) group, which is a -- we'll call it a

20      private organization.  You have three universities, and you

21      have this -- just for a shortcut -- the State -- right? -- 

22      our representatives of the Health and Human Services.  Is

23      there any reason why you don't have somebody who takes my

24      view of the world, which is that this has got medical

25      privacy and medical and constitutional issues, to serve as a
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1      stakeholder on that board?

2 A    I would rephrase that question again for my proper

3      understanding.

4 Q    I guess what -- I'm under- -- what I see is -- and, again,

5      this is my representati on, my viewpoint as I'm trying to

6      articulate to you.  You've got three universities who are

7      all potential beneficiaries of the blood spots they need for

8      their research work that 's being done by employees and

9      researchers at their universities.  The DeVos Group has got

10      medical research interest in there.  The state obviously

11      wants someone to, as you just mentioned, make it more cost

12      effective to store these suckers.  

13                Is there an y particular reason why stakeholders --

14      like there's no parents or specifically parents or someone

15      like myself who you guys have come to -- have to come to

16      learn that I've got some objections to this particular

17      program, why there aren't  others on that board outside of

18      kind of basically the ones who benefit from having access to

19      blood spots?

20 A    All the stakeholders, they  have contributed something in

21      order to be on the board,  to be honest with you.  I think

22      what you're calling "DeVos" is probably Van Andel Institute. 

23      Is that what -- well -- 

24 Q    Yeah, Van Andel.

25 A    Okay.  There is no DeVo s that I know of, I can tell you
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1      that.

2 Q    I'm sorry.  I get those western -- I'm from the eastern side

3      of the state.  The Va n Andels and DeVoses, I get them

4      backward sometimes on those things, but, yeah.  

5 A    So the reason Van Andel Institute is used is they are the

6      ones who are providing the software for cataloging all these

7      blood spots.  If we had to buy that software, we would close

8      the program.  This software  is available for free for us to

9      use from Van Andel, and that's why they're part of it.

10 Q    Why do they supply -- do you know why they supply the cost

11      or the software itself?

12 A    In good faith to prom ote research for human good.

13 Q    Would you agree -- and I didn't ask Dr. Lyon-Callo this, but

14      would you agree that the testing results from the newborn

15      screening -- we've seen numbers along the lines of one in

16      every 500 children or one in every 400 children gets flagged

17      as a potential health concern based on that.  Is that

18      consistent with what you understand the numbers are?  I know

19      very obviously, depending on what group you look at, but is

20      that a fair representation  of the statistics of what you're

21      finding through the screening program?

22 A    Yes, I would agree to that.  Normally if I had to put a good

23      average in front of you it will be about 275 kids that come

24      down with life threatening problems out of 100,000 babies

25      born in Michigan.  This is on a yearly basis.  Sometimes --
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1      from testing sometimes we have more babies, but then we

2      confirm the testing by doing confirmatory tests and we

3      either eliminate those babies, or we include some.  But on

4      the average, about 275 babies identified out of 100,000.

5 Q    Out of 100,000?

6 A    That could be the right statistics, yes.

7 Q    Okay.  You -- again, I'm going to just keep this short-

8      circuited here.  Would you agree with Sarah's assessment

9      that before 2010, that -- excuse me -- before 2010, that

10      consent for medical research purposes was not obtained from

11      parents for blood spots being held today at the Biobank that

12      are qualified -- that are owned in a qualified manner by the

13      department?

14 A    Correct.  It was not obtained.  This was a new program. 

15      BioTrust was just coming up, just evolving, so it hadn't

16      been thought about yearly.

17 Q    Now, I know we've mentioned you're a doctor.  You have a

18      Ph.D.

19 A    Yes.

20 Q    You're in the same club with my wife; right?  Another Ph.D.,

21      you know, that way.  I guess, do you have -- I mean, as part

22      of your -- part of your education, do you have medical

23      training?

24 A    I have medical training.  I am the -- my Ph.D. -- my

25      doctorate degree is in veterinary medicine, and I have a
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1      master's degree in human microbiology.
2 Q    Okay.  So, I mean, I guess -- I mean, I'm not trying to poke
3      fingers or anything here , but would you categorize yourself
4      here as a public health -- I hate to -- 
5 A    Laboratorian.
6 Q    -- expert, but, I mean, you' re a person that is learned in
7      the ways of public health.  Would you agree with that?
8 A    Yes, I would.  I am a public laboratorian. 
9 Q    Okay.  I heard that phrase earlier, and I've never heard

10      that phrase before that way and that was a new one on me,
11      but -- would you feel that in -- someone of your position
12      and with your education would be able to comment about the
13      necessary consent that is required for medical research
14      purposes such as the one being undertaken through blood
15      samples from the Biobank?
16 A    Yes.
17 Q    Okay.  All right.  So my question would be to you -- would
18      be is, do you believe, based on the practice of what is
19      informed consent, that  a sufficient amount of informed
20      consent was obtained from the parents of newborns prior to
21      2010 to authorize their use in medical research studies,
22      but, you know, for the blood spots that are being stored in
23      the Biobank?
24                MR. LEVIN:  I will object just to the extent it
25      calls for a legal conclusion.
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1 Q    Go ahead, Doctor.

2 A    Yeah.  I would leave it to my legal experts to provide an

3      opinion on that.  If it had to personally say something, I

4      would say, "Well, it didn't exist back then."  As soon as we

5      realized we had to do something, we instituted it, and that

6      is past, I guess, May of 2010.

7 Q    Okay.  Are you aware -- I mean, there was a case that --

8      there was a challenge to Texas's newborn screening program

9      about the retention of blood spots, and it resulted in --

10      and, again, I'm just making my representation to you here,

11      is that it resulted in Texas deciding to destroy almost 5

12      million blood spots.  Are you aware of that circumstance?

13 A    At one time I did happen to read a little bit about it. 

14      Yes, I'm aware of it.  I don't have the details as to why

15      they had to destroy so many spots.  

16 Q    Okay.

17 A    That's a big loss to the human research in this nation.

18 Q    So -- and, again, I'm not asking you to draw on a legal

19      conclusion here.  I'm simply  asking in your role as someone

20      who is in a public health profession -- 

21                MR. ELLISON:   And, Aaron, I will acknowledge your

22      objection about calling for a legal conclusion.

23 Q    The IRB's can decide in lieu of parents or the persons

24      themselves to provide consent for medical research of blood

25      spots taken at birth, in your opinion?
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1 A    IRB is a board, and my conclusion will be yes.

2 Q    Okay.  Is there any -- in your mind, is there any limits,

3      again, as a public health -- on the public health -- excuse

4      me -- public health perspe ctive as opposed to legal -- as to

5      when -- as to how much consent needs to be obtained when

6      consent is not obtained from the very person -- you know,

7      their human material -- wh en they, themselves, haven't given

8      that consent?  I mean, is there any principles, or is there

9      any standards that guide, as a customary practice in your

10      particular field of expertise, that would say -- you know,

11      obviously you've said so far an IRB approving something is

12      acceptable.  What would be unacceptable?  What would be on

13      the other side of that line?

14 A    Unacceptable would be if we were doing research by

15      identifying the individuals.  That would be wrong.  If we

16      would be -- doing research that is outside of human good,

17      that would be objectionable, and I won't agree to that.  In

18      this case, there is no harm done.  There is only benefit. 

19      The research only provid es good data for improvement of

20      newborn screening progra ms or development of new tests,

21      development of new equipment, maybe more advance and so on. 

22      There's no harm done.

23 Q    Okay.  I asked this of Sarah, and I did it somewhat

24      inartfully before, an d I'm probably going to do it

25      inartfully again right now.  But what I was asking her was
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1      is that for some reason if the judge said, "I'm ordering

2      you" -- you know, "Dr. Shah, to do the following things as

3      it applies to the retent ion of newborn blood," would you be

4      the right person to be that person where that would be

5      directed at?  Meaning you're in charge, have enough

6      sufficient authority to direct the Biobank and the BioTrust

7      about new -- about the retention utilization of newborn

8      blood samples being stored at the Biobank?

9 A    I would be one of the persons, not the only.

10 Q    Okay.  Would Sarah be the other one, Dr. Lyon-Callo?

11 A    Dr. Lyon-Callo would be the other one.

12 Q    Anybody else in your opinion?

13 A    Sure.  We would definitely consult with the chief medical

14      executive of DHHS and the director of DHHS.

15 Q    That's Dr. Joneigh Khaldun?

16 A    Yeah, Dr. Joneigh Khaldun and Robert Gordon is the director.

17 Q    Is the director?  Okay.  We've all come to learn Dr. J --

18      right? -- from the press conferences, obviously, the last

19      ten months of COVID worl d.  Let me ask this:  Obviously

20      knowing Robert Gordon is the director of the agency, and if

21      he directed you to do something relative to the program, you

22      would be subject to his directive ultimately -- correct? --

23      as it applies to the BioTrust?

24 A    Yes.  It would be a directive that we would study as a group

25      and make sure that it is the right directive.
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1 Q    Okay.  So -- 

2 A    Mr. Gordon is not a scientist.

3 Q    So, I guess -- let me ask -- let me put it this way:  The

4      bucks would stop with him as the head of the department?

5 A    No, it would not.  It would be one of the opinions because

6      he's not a scientist.  So we will evaluate the order based

7      upon science.

8 Q    Okay.  Let me ask it this way because I want to make sure

9      that I have named the right people in this lawsuit, is what

10      I'm trying to make sure I understand.  Is there anybody

11      else -- I mean, I know you -- what I tend to find -- and I'm

12      just going to be frank with you and speak candidly, as I

13      already have been -- nobody seems to be the ultimate

14      decision-maker in this department because you guys all work

15      together largely as a team.  Okay?  And that's just my

16      observation, and I don't fault anybody for that, but as a

17      lawyer somebody has got to be the decision-maker; right? 

18      Someone -- the buck has to stop with somebody, and usually

19      in the legal profession.  Who, in your opinion, would be the

20      person that would be the decision-maker for the way the

21      BioTrust operates as it applies to newborn screening blood

22      sample residuals?

23 A    Are you looking for a dictator?  We're not.  I'm sorry. 

24      It's kind of funny, but, yeah.

25 Q    It's a weird question, I know, because -- you know, there's
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1      inherently a disconnect, obviously, between the way

2      scientists approached issues as opposed to lawyers

3      approaching issues, obviously, and the law approaches

4      issues.  I guess I just want to make sure -- is Dr. J

5      somebody I'm going to need to add to this lawsuit?  Is she

6      someone that's got supervisory authority that should be part

7      of this?  Is there -- is it just -- or is it just Director

8      Gordon?  Obviously you two, you and Lyon-Callo both have

9      direct supervisory contro l over the program.  Is there

10      anybody else that I need to be focused on about the way the

11      BioTrust operates going forward, in your opinion, in your

12      role within the department? 

13 A    To answer that question today, I would say no, because the

14      others have not been involved at all.  They're all new

15      people, and so Sarah and I -- Sarah, meaning Dr. Lyon-Callo,

16      and I, we are the chief entities here.

17 Q    All right.  Very good, and I appreciate that.  I appreciate

18      you sticking with me as I flub my way inartfully through

19      that.  So a couple other questions I have, once -- let's set

20      up the time frame here.  The hospital has a child that's

21      born at it; medical pers onnel conduct the heel prick test,

22      distract that blood, put it  on a Guthrie card or a DBS card

23      I've seen them called, t oo.  It's shipped over to a state

24      laboratory, which you're in charge -- that's your division

25      you're in charge of.  The testing is done.  Okay?  
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1                Now, up to that point right now I've been trying
2      to fight about that, and we -- that's now not part of the
3      case right now based on some court rulings.  And then from
4      that point forward is when the BioTrust program kind of
5      kicks in and takes over.  It takes those residuals, ships
6      them over to the Biobank, and then, of course, we'd have the
7      research issues and things of that nature.  Is that -- I
8      know it's an overly simplistic view, but is that a fair,
9      high-level overview of start to finish of the chain of

10      different entities that we've talked about today and Dr.
11      Lyon-Callo has talked about as well?
12 A    Yes.
13 Q    Okay.  I want to know then, after the newborn screening
14      program is complete and the testing -- or excuse me -- and
15      the storage and the medical research part begins --
16      right? -- you know, at that point going forward, all the way
17      through the Biobank and re search -- is there anything that's
18      being done at that particular point that makes a child
19      specifically at risk if those activities do not occur on a
20      child-by-child basis?
21 A    No.  Unless there were abnormal results, then it would
22      trigger some actions on our part.
23 Q    And to be fair, what I understand is if there's abnormal
24      results, that's still part of the newborn screening program
25      as opposed to the BioTrust; is that right, or am I wrong
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1      about that?

2 A    That is correct.

3 Q    Okay.  All right.  So my question, to make sure we're on

4      clear, so from the BioTrust point forward, that's the time

5      frame I'm talking about.  There's nothing specifically by --

6      if they did not store that blood sample, a child's life

7      would not be necessarily in  eminent danger in any way; fair?

8 A    That would be fair, but if we had to repeat the test, we

9      would lose that ability to  do it.  If we had to run a

10      quality assurance, we  would lose that ability as a

11      laboratory.

12 Q    But you could agree with me that if you guys needed a blood

13      sample, you could call the parents and ask them to provide a

14      second blood sample; true?

15 A    It is not same as the original blood spot because the

16      metabolites change.  That's  why we have that window between

17      12 and 24 hours to draw th e blood because it represents a

18      specific status.  It changes if it's delayed.

19 Q    Have you -- I'm going to sw itch gears here a little bit, and

20      have you seen the brochur e -- and it's called, "Your Child:

21      Your Blood Spots," or, "Your Child's Blood Spots" brochure

22      that was referenced?  I just call it the "brochure."  I

23      don't know what the title is offhand.

24                (Witness shares document via video) 

25      Yup, that one right there; yup.  Thank you.  If a parent did
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1      not receive a copy of that brochure prior to signing the

2      consent form, would you, as a public health official, a

3      public health -- a person  learned in the ways of public

4      health -- believe that th e parent had received sufficient

5      informed consent wh en signing the consent form?

6                MR. ELLISON:  And, Aaron, I will acknowledge,

7      because I'm guessing you're going to want to jump in with a

8      legal -- I'm not asking a legal here, so I'll acknowledge

9      that objection righ t now.  Save you the call.

10                MR. LEVIN:  Thank you.  Thank you.

11                MR. ELLISON:  Yup.

12 Q    But, Doctor, what do you say about that, as a public health

13      official, about if a person did not get that brochure?

14 A    I have to agree that if the brochure was not given, that

15      would be a wrong practice, and if we knew about it, I would

16      let Sarah know, Dr. Lyon-Callo, and her group will try to

17      reeducate the hospital or wherever this took place.  This

18      brochure and the consent form and everything has to be given

19      when the blood is taken from the child.  Simple as that.

20 Q    Okay.  Well, let me -- an d I appreciate your answer, but

21      it's not quite what I as ked.  My question, though, was is

22      that would you, as a public health official, conclude, based

23      on your experience and education and understanding of public

24      health issues and testing and IRB's, and, you know,

25      everything else, that if a parent did not receive the
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1      brochure that they did not get sufficient -- they were not

2      sufficiently informed about the Biobank and the BioTrust

3      program to be -- to have  -- to be able to give informed

4      consent?  Would you agree with that?

5                MR. LEVIN:  Same objection, but proceed.

6 A    It would concern me.  If so mebody had to point out that they

7      did not get this, it would concern me, yes, absolutely. 

8 Q    Would you say that would just simply be attempted consent or

9      attempted informed consent but not actual informed consent? 

10      I'm trying to box -- I' m not joking.  I'm not -- I'm trying

11      to box you in.  There's no -- I'm not -- you know, I don't

12      make any qualms about it.  I'm trying to box you in right

13      now to say, you know, if -- you know, basically if a parent

14      was just given the card and no context with the brochure,

15      does that, based on your experience, fail to provide enough

16      information so that the parent could not have given informed

17      consent?

18 A    Simple answer is, yes.  But if I was a parent, I would

19      legitimately ask, "What is this?  Explain this to me."  You

20      and I have both seen hospital bills; right?  Don't we

21      question that?  Same thing here.

22 Q    Same question I asked Sarah.  Do you know what is the

23      customary or no rmal practice of when a hospital presents the

24      brochure and the consent card to a parent to seek their

25      consent for -- and, again, just because the case is the way
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1      it is, the BioTrust and the Biobank portion of this

2      particular program from start to finish?

3 A    I would say most of the times everything goes well.  It's

4      occasionally that we hear something in Sarah's group -- I

5      mean, Dr. Lyon-Callo's group.  They try to correct it every

6      time.  And human beings are involved here, so mistakes can

7      occur under pressure.  That 's what we're dealing with here.

8 Q    When would you expect the hospital to have provided that

9      information where the pare nt would be in the best position

10      to make an informed decision about this -- about whether or

11      not they want their newborn's blood sample to be part of the

12      BioTrust and the Biobank portion of this system?

13 A    To me it should happen right before the blood spots are

14      taken.  It could happen when the mother was admitted

15      hopefully, but different departments of the hospital deal

16      with these scenarios.  I can't expect the admitting person

17      to actually handle thes e kinds of things.  It's really

18      almost impossible.  So that's why, yup.

19 Q    Well, wouldn't it be more ideal, though, to say -- and I

20      guess Ms. Sarah testified that one-third of birth are -- I

21      don't want to say "unplanned," but just spur of the moment

22      sort of things, weren't planned.  That means two-thirds. 

23      That means you said there's 100,000 births a year.  That

24      means 66,000 births a year are well-planned out ahead of

25      time.  Wouldn't it make more sense that if a person -- if
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1      the goal of the departme nt was to make people fully and

2      fairly, as best possibl y, informed about the newborn

3      screening program, the BioTrust program, the Biobank

4      program, that the best time would have been a few weeks

5      before showing up rather th an mom is in labor or right after

6      when mom has just given birth 12 hours before?

7 A    In order to do that, how do we know who is pregnant, who is

8      going to go to which hospital or even going to hospital? 

9      There are some who don't go to hospital.  They've called

10      somebody home.  I've seen that.  This is difficult to

11      ascertain.  How do you do that?

12 Q    Well, that's one of the be nefits of being a lawyer, I don't

13      necessarily have to give the good answer for this.  I get to

14      ask the questions; right?  So let me ask this then:  Let me

15      ask you -- and I don't mean to be intruding on your personal

16      life, but do you have children?

17 A    Yes, sir.  I've got -- I've got two grandchildren, too.

18 Q    Two grandchildren?  Well, congratulations.

19 A    Thank you.

20 Q    You've bought your way into heaven now with those

21      grandchildren.  All right?  So -- that's what I tell my dad. 

22      The father that's giving  gifts to my son is not the same

23      father I grew up with .  I can tell you that, so -- but,

24      anyway.  You know, interests change in time, you know.

25 A    Yes.
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1 Q    So anyway.  You know, when your wife gave birth to your

2      children, and, you know, it's a -- you would agree it's a

3      stressful, trying, difficult process having a woman giving

4      birth to a child.  I mean , I think we can agree to that,

5      couldn't we?

6 A    Yeah.  And I like to smile.  You're young when you have a

7      child born.  Okay?  You have different hormones.  I'll be

8      tired but not when I was young.

9 Q    So my son was born two weeks early and this is my story to

10      put this in context.  My  son was born two weeks early.  I

11      literally that day was ha ving the window guys replace the

12      windows -- all the windows in our house that day.  So half

13      the windows were gone, decided today was the day to show up

14      two weeks beforehand.  An d we go to the hospital, and he's

15      born at 3:30 in the afte rnoon.  We had some medical issues

16      where he had to be admitted to the neonatal unit and the

17      nurse presents to me, afte r being at the hospital all night

18      at 6:00 o'clock in the mo rning, the card.  Not the brochure,

19      just the card.  Okay?  

20                Would that, in your -- looking at that as an

21      example, would that -- and again, understanding that we

22      don't necessarily -- can't control all facets of nature. 

23      I'll be the first to -- as the father of a young child, I

24      can say we can't control all facets.  I don't doubt that. 

25      But wouldn't that -- at that time frame -- what? -- 15 hours
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1      after the birth of my son and with the NICU issues, that

2      that would not have been th e best time to ask me or my wife

3      to make an informed deci sion?  Would you agree with that?

4 A    So out of 100,000 parents I'm hearing this from you.  So you

5      have one parent who's bringing this to me out of all of

6      those.

7 Q    Uh-huh (affirmative). 

8 A    That's scenario number one.  

9 Q    Yup.

10 A    Number two, you may not read it at that time, but you have a

11      right to read it like 48 hours, 72 hours, 96 hours after

12      that, and then again decide  whether you want to participate

13      or not.  

14 Q    Right.

15 A    You don't have to decide right away if you're so busy;

16      correct?

17 Q    That's not what the nurse told me, but I don't want to get

18      into that right now.  I won't get into that part of it right

19      now.  Let me ask this question:  Let's go back -- let's jump

20      backwards a little bit; ri ght?  You know, we went to the

21      hospital in the afternoon to give birth to my -- you know,

22      for my wife to give -- no t me, my wife to give birth to my

23      son.  Why wasn't this pr esented -- why wouldn't it have been

24      presented to me as a matter of good -- if the purpose and

25      the goal was to be informed  consent, why wasn't it presented
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1      to us when we first go t to the hospital and said, "Hey,

2      you're going to be in labor for awhile.  Here's something

3      that we have to make a dec ision on, and we want you to think

4      about it before your child arrives."  

5                Wouldn't that have been a better time?  Even if

6      it's not weeks in advanc e, at least it would give us a

7      better chance of being more properly informed about the

8      options that we had availa ble to us to make that the best

9      informed decision.  Wouldn't that be a better time from the

10      department's perspective if the goal is to get -- really,

11      truly get informed consent?  

12 A    Good argument and department would not have objection to

13      that.  This is hospital pr actice as to when they are able to

14      do this.  As I mentioned,  when the patient is admitted, this

15      would have been given at the same time, but are they able to

16      do that?  What other difficulty does the hospitals have? 

17      That that would be question for them.  

18                (Mr. Hendricks exits deposition)

19 Q    Right.  Well, let me ask this:  What steps does the

20      department take that assist or otherwise direct the hospital

21      on how to effectuate seeking informed consent from parents?

22 A    Training.  Departmental wide training to all the working

23      places including hospitals.

24 Q    Okay.  What does training consist of?  What does that mean?

25 A    That's a good question for Sarah Lyon-Callo.  It's her
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1      department.  I usually don't interfere in the training
2      programs.  It's done by the newborn screening area in
3      epidemiology.  
4 Q    Okay.  But, I mean, would you agree or have any knowledge --
5      I mean, this is my chance  to ask you some questions.  But
6      would you have any knowledge as to whether the department
7      maintains and logs who got what training at what hospital?
8 A    Oh, I'm certain about it, yeah.  This would be Mary Klein
9      who works for Dr. Sarah Lyon-Callo.  She would have that

10      information.
11 Q    Okay.  All right.  That's good to know.
12 A    Yeah.
13 Q    All right.  I asked Dr. -- I'm going to get it right one of
14      these times.  Dr. Lyon -Callo, I asked her about has she
15      reviewed the articles that  we -- from our experts in this
16      case from Dr. Elizabeth Eisenhauer and Dr. -- or I shouldn't
17      say "doctor," Professor Sonia Suter in this case?  Have you
18      had a chance to review those at all?
19 A    I have not.
20 Q    Okay.  All right.  So you're not -- I mean, because you
21      haven't reviewed them, you are not prepared to comment on
22      their conclusions or their assertions in any way; would that
23      be fair?
24 A    That would be fair, yeah, I'm not.
25 Q    Fair enough, fair enough.  All right.   Harry Hawkins.  I
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1      know Harry passed away shortly after we started this case,

2      and I never got a chance to meet him because he was the one

3      that signed the letter af ter we did a destruction of sample

4      request.  What was his job title -- well, let me ask you

5      this:  Was he under your supervisory chain at the

6      department?

7 A    Yes, he was.

8 Q    Okay.  What was his position with the department?

9 A    He was the section manage r of newborn screening program.

10 Q    Now, where does that put him relative to Mary Klein?

11 A    Mary Klein is in a different bureau, epidemiology bureau.

12 Q    All right.  So what did Harry do?  What was his job

13      responsibilities as it applies to -- and I'm just going

14      to -- I'm going to call it the "whole" program.  I don't

15      know where he fits in.  From heel prick to Biobank, where

16      does he fit into this whole process?

17 A    So as a section manager of newborn screening testing

18      program, he oversaw all the testing that is done in the

19      laboratory, all 55 different tests that we do at the lab. 

20      He had a staff of probably about 20, 25 people under him.

21 Q    Who's is his replacement?

22 A    Her name is Dr. Mary Seeterlin.

23 Q    Okay.  I've seen that name, yup.  All right.  Just to round

24      out this:  Harry Hawkins, in that position, did not have

25      anything to do -- I mean , relatively speaking, -- with the
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1      BioTrust or the Biobank; correct?

2 A    No.  But he was part of the group discussions when needed.

3 Q    But meaning he wasn't -- he wasn't in charge or had

4      responsibilities, the day-to-day responsibilities, in the

5      BioTrust portion or the Biobank portion of this particular

6      overall program.   Would that be fair?

7 A    Partially.  He did see the sample move -- sample, being the

8      blood spots, move to Biobank on a daily basis.

9 Q    Okay.

10 A    Or weekly basis, however it worked out.

11 Q    So I think I get you.  I mean, you don't necessarily draw a

12      nice, straight line on all of these?

13 A    No.

14 Q    Him and his team are prepping these things to go to the

15      Biobank; fair?

16 A    Uh-huh; yes.

17 Q    All right.  Forgive me, I' m going to jump back to where we

18      kind of got off a bit here.  After May of 2010, the newborn

19      screening program then started requiring -- well, strike

20      that.  Let me try again.  Starting in May of 2010 and going

21      forward, the BioTrust re quired a form of -- some sort of

22      written consent form that we've talked about with

23      Dr. Lyon-Callo and going forward, were you involved at all

24      with the -- with that change in policy?

25 A    I was not the laboratory director at the time, so I did not.
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1 Q    Okay.  And whatever position you held at that time, were
2      you -- let me ask this:  Were you working with the
3      department at that time in 2010?
4 A    Yes, I was.  I was in in fectious diseases at the time.
5 Q    Okay.  Did you have anything to do with that policy change
6      at all?  I mean, any contribution or any discussion as part
7      of that in your role at that time?
8 A    No, I did not.  I was in a totally different area,
9      infectious diseases, so -- 

10 Q    See, I know that means something to you like "being
11      somewhere else."  To the rest of us, we -- I mean, you guys
12      were just in a big, brick building to the rest of us on the
13      outside; right, so -- 
14 A    Absolutely.
15 Q    All right.  That takes care of that one.  To finish up
16      another line of thought I had earlier, I had asked you about
17      if a brochure had not been presented to a parent about
18      whether that was sufficient informed consent.  Let me ask
19      the next logical step after that would be do you believe, as
20      a public health official, that if a parent had been given
21      the brochure and the consent card, that that would provide
22      enough information to successfully provide -- or to
23      successfully allow the department to obtain informed consent
24      from the parents for residual blood spots being used for
25      medical research?
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1                MR. LEVIN:  I'm going to just, again, object to

2      the extent it calls for a legal conclusion, but proceed.

3                MR. ELLISON:  Yup, understood.

4 A    In my opinion, yes, there is a ton of information with these

5      two pages.  It's a very descriptive brochure, and, you know,

6      we always improve it almost every year to put as much

7      information as possible.  So if it was read carefully, which

8      should be done by every parent, there would be sufficient

9      information.  And there are numbers and contact information

10      here they can contact us any time, and we're always prepared

11      to answer any questions or concerns.  

12 Q    Okay.  Do you have any concerns about -- as a public health

13      official, have any concerns about the fact that informed

14      consent is not obtained from parents before starting this

15      whole process, before the sample is taken, for newborn

16      screening, Biobank, Biotrust, and all of these things?  Does

17      that cause you any pause or any concern in your role with

18      the department or in your role as a public health official?

19                MR. LEVIN:  I'm going to just, in part, make an

20      objection to the extent the question involves some things

21      that are dismissed and not relevant.  But, again, proceed.

22                MR. ELLISON:  Understood.

23 A    So my answer would be the BioTrust program comes later on;

24      right?

25 Q    Right.
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1 A    And consent is for that program.  Obtaining specimen from a

2      child, that is something that's mandated by the legislature. 

3      That's why we do it.

4 Q    Okay.  Is there any reason why -- well, let me, again -- I

5      appreciate you allowing me to be contextual here today with

6      our discussion.  

7 A    Okay.

8 Q    Understand -- I mean, Mr. Levin has been pointing out today

9      that this case has two parts.  And one case was -- part of

10      it was dismissed, which was the newborn screening challenge

11      part of this, not on the merit but on some legal

12      technicalities that you don' t need to worry about, and we're

13      here about the newborn or the BioTrust and the Biobank

14      portion of this case.  

15                From my aspect, and let me just say this to you -- 

16      and this is my representation -- is that if I was really

17      concerned about the State getting access to my child's

18      medical and genetic data, the best and safest way to ensure

19      that would be is to prevent the test -- any testing, the

20      extraction of the blood ev er, in the first instance.  Okay? 

21      And I'm not trying to impede on the case -- part of the case

22      that we're not on here.  

23                But I guess what I'd want to understand is would

24      you agree with me that if my interest, as a parent, was to

25      make sure that my child's  medical, private data which can be
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1      extracted from blood samples -- all sorts of information can

2      be extracted from that -- th at the best way to do that would

3      be to prevent the Sate from even starting the newborn

4      screening process to begin with?  Would you agree with that

5      position?  

6                And I guess then, before you answer, let me take

7      it one step further because we heard -- let me look at my

8      notes for a second.  Yeah, Dr. Lyon-Callo testified that

9      even if the blood sample is destroyed, all of the medical

10      data extracted from that sample is still retained

11      nonetheless.  Wouldn't it make the most sense as a parent if

12      I had the really, truly in terest that I didn't want the

13      State to have that kind of information, that I'd cut it off

14      at the beginning rather than later on in the process when

15      the data is still going to be retained anyways?  And I know

16      I'm giving you tough ques tions today, and I appreciate -- 

17 A    No; no.  Believe me, this is not tough.  I can tell you in

18      two words what you just said is a flawed thinking.

19 Q    Okay.  Why is that?

20 A    Because this testing is fo r the benefit of your child.  It

21      is a public health testing.  This is not to extract any DNA

22      information or anything else.  The State does not have any

23      of that information.  You know, frankly, did anybody ask, I

24      would not allow them to even come nearby me.  No, I'm not

25      going to allow -- I'm a state public health laboratory
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1      director.  I have a specific program to run.  I don't allow

2      those spots to go anywhe re else for any other testing.  

3                All I have is newborn testing that those 55

4      parameters that we check fo r, and that's it.  Then it goes

5      into storage.  Yes, BioT rust comes in later on, but we have

6      boards that monitor the re search activity.  We only allow

7      activities which pertain to public health for benefit of

8      all, for public good, for getting better testing in the

9      future, for discovering more and so on.

10 Q    Okay.  Let me ask -- 

11 A    I'm a public health advocate, so -- 

12 Q    I get it.  I get it. 

13 A    Yeah.

14 Q    And I'm a privacy advocate, so I --  

15 A    There you go.

16 Q    But let me say this:  Isn't it true, though, that as a

17      parent I could have every one of those 55 tests done

18      privately in a private lab?

19 A    You probably could, and you could do it at Mayo lab, and it

20      would cost you probably a couple of thousand bucks.  If

21      you're ready to pay for that, you should -- when you reach

22      the hospital, you should make it clear to them.  And if they

23      allow you, go ahead.

24 Q    Okay.

25 A    Would they come and get your spots within 20, 24 hours, I'm
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1      not sure how that whole thing would work.  This has been

2      tried elsewhere in other countries, and it hasn't worked.

3 Q    But that would be -- but you would agree that if the State's

4      interest -- you know, the interest of the public health was

5      to get that information to make sure that the child did not

6      have one of those 55, you know, tested for diseases, it

7      could be done without the intervention of the State, and by

8      extension, would prevent private medical data being stored

9      in the database and prevent those blood spots from being

10      used by -- potentially us ed by researchers in the future? 

11      Wouldn't that be an alternative that would solve the concern

12      that testing needs to be done, but at the same time protect

13      the privacy of the infant?

14                MR. KENNEDY:  Objection.  It's an improper

15      hypothetical.

16                MR. LEVIN:  And I'm going to object to the extent

17      it calls for a legal conclusion.

18                MR. ELLISON:  It must be a good question, because

19      they're objecting like cr azy; right?  And I'm just -- I

20      was -- we're laughi ng.  We're joking here.

21 Q    But go ahead, Doctor.  What say you to that?  I mean, what

22      do you say to that respon se to that argument right there in

23      your role as a public health officer?

24 A    So, again, I would say that's  flawed thinking .  So here what

25      you're proposing is the State has it's testing data, which
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1      it has to keep by the a ccrediting agency.  We are accredited

2      under the College of American Pathology nationwide.  We have

3      to keep our testing data in order for any audit in the

4      future.  

5                Now, if you want to do this private lab testing,

6      go ahead and do it.  Do you think a private lab is going to

7      retain this data?  Yes, they will, and they'll retain it

8      precisely for the same reason for future audits by their

9      accreditation agencies.  All laboratories have to undergo

10      this.  They have to retain data.  We cannot get rid of it. 

11 Q    Do you have any knowledge about law enforcement accessing

12      blood samples for law enforcement purposes?

13 A    I do have knowledge only for identifying the person and

14      that's it, and it is very well spelled out here in the

15      certification of confidentiality.  It's very well-written.

16                (Witness reviews document via video) 

17 Q    Right.  Where does it say in there -- could you read that? 

18      Go ahead and read that in to the record, that statement right

19      there in that -- I'm glad you have that brochure in front of

20      you.  Could you read that?

21 A    Oh, sure.  Can I get a reading glass, please?

22 Q    Oh, sure.

23 A    Can I get it from here and -- 

24 Q    Yes; yes; yes; yes.  Absolutely.  

25 A    Sorry.  I'm showing my age here.
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1                (Off the record) 

2 Q    All right.  Go ahead.  Could you read that section of the

3      brochure, please?

4 A    Yes.  So for law enforcement it says:

5                "The BioTrust can use this certificate to legally

6           refuse to disclose information that may identify you in

7           any federal, state or local, civil, criminal,

8           administrative, legislative or other proceedings.  For

9           example, if there is a court subpoena, the BioTrust can

10           use the certificate to resist any demands for

11           information that would identify you except as explained

12           below."  

13      The below part is:

14                "The certificate cannot be used to demand for

15           information from personnel of the US federal or state

16           government agencies sponsoring the project and that

17           will be used for auditing or program evaluation of

18           agency funded the projects or information that must be

19           disclosed in order to meet the requirements of the

20           Federal Food and Drug Administration.  It does not

21           prevent you or a member of your family from voluntarily

22           releasing information about yourself or your

23           involvement in this research.  If an insurer, medical

24           care provider or  other person obtains your written

25           consent to receive such information, then the BioTrust
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1           will not use th e certificate to withhold that

2           information."

3 Q    Okay.  So having read that, are you aware of any instance in

4      which the BioTrust or th e Biobank supplied a blood sample as

5      a result of a subpoena being issued for access to be

6      delivered -- for deliver y and access to a blood sample?

7 A    The only incidence I knew was one time when the police asked

8      for identification of  a person, and that was it.

9 Q    Uh-huh (affirmative).

10 A    And no other incidents that I can remember.

11 Q    So in that one instance right there, they didn't use the

12      certificate of confiden t- -- what is it? -- certificate

13      of -- 

14 A    Confidentiality.

15 Q    -- of confidentiality then, did they?

16 A    I'm not sure what they di d.  You know, this was a few years

17      ago.

18 Q    But they did -- but you can say they complied with the

19      subpoena and provided the sample; correct?

20 A    Because it was for identification purposes only, nothing

21      else.

22 Q    Was there -- where in that statement right there, it says,

23      "Except" -- "Will use the confiden-" -- "the certificate of

24      confidentiality except for to identify crime victims"? 

25      There is no exception for that in there, is there?
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1 A    Let's see.  Let me look at it again.  It does say -- in the

2      first paragraph it said, "The BioTrust can use the

3      certificate to resist any demands for information that would

4      identify you except as explained below."  And in below

5      lines, they are saying, you know, that you can provide this

6      without using the certificate if it is just for

7      identification purpose.

8 Q    I don't know if I read it that way, but that's a legal fight

9      that the lawyers will have later on on that.  I appreciate

10      that, so -- 

11 A    I'm not a lawyer.  I'm just a poorly paid, hard-working,

12      poor scientist.  What can I say?

13 Q    Well, I was going to say we're glad you're there because

14      otherwise the rest of us wouldn't be able to go to work to

15      be able to -- we'd be all stuck hiding from COVID.  So we're

16      glad you're there.  

17                So the only other question I had was -- because

18      this wraps up for me -- looking at my notes, I think I've

19      got everything checked here I wanted to ask you.  Let me

20      check one more thing real quick.  Forgive me, I know the

21      answer to this , but this is my chance to ask the question. 

22      As part of your responsibilities working as part of the

23      BioTrust, you don't ever obtain a warrant from a judge or a

24      magistrate before taking  these samples into -- I'm going to

25      use the word "custody,"  but possession, custody, whatever
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1      you want to say, as part of the BioTrust; correct?
2 A    Correct.
3 Q    All right.  And, again, -- I know, again, Mr. Levin has
4      pointed out there is different parts to this case, but
5      because I want to talk from the start to finish on this, in
6      the beginning before the sample is taken, you, as part of
7      your responsibilities with the BioTrust and the Biobank, you
8      don't get a warrant at the front end of this thing from a
9      judge or a magistrate to seize those samples for BioTrust

10      and Biobank purposes; correct?
11 A    Correct from my side, but, again, this is a legal question.
12 Q    You don't have a team of lawyers running down to the
13      courthouse every time someone is born; correct?
14 A    Right; correct.
15                MR. ELLISON:  Doctor, it has been a pleasure
16      talking to you today.  I thank you for your time.  And as I
17      noted before we started, I also thank you for your service
18      in the fight against COVID.  And sorry to keep you away.  I
19      needed you for a few hours here to solve this case here, so
20      thank you for your time.  I'm going to hand you over to
21      Jeremy and Aaron, and they're going to ask you some
22      questions.  
23                THE WITNESS:  Thank you, Mr. Ellison.
24                MR. ELLISON:  Yeah, thank you.
25                MR. LEVIN:  Jeremy, I know I jumped in last time,
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1      but I will let you go first.

2                MR. KENNEDY:  Okay.  Good afternoon, Dr. Shah. 

3      Again, my name is -- 

4                MR. ELLISON:  Jeremy, let me interrupt you.  I'm

5      going to do the same thing.   I'm going to be off screen for

6      a minute or two but keep going.

7                MR. KENNEDY:  No problem.  I believe I mentioned

8      this before in Dr. Lyon-Callo's deposition, I am the

9      attorney for Dr. Antonio Yancey and the Michigan Neonatal

10      Biobank.  Just have a few questions for you.

11                            EXAMINATION

12 BY MR. KENNEDY: 

13 Q    You are the -- sorry -- is it  director of laboratories for

14      the Department of Health and Human Services?

15 A    Yes.

16 Q    Okay.  And what exactly does that entail?  What are your

17      responsibilities in that position?

18 A    As a laboratory director I oversee all the public

19      health-related testing in our laboratory, state laboratory

20      as well as county laboratories as a regional laboratory

21      system.  We are responsible for 7 million different tests

22      every year; clinical tests, biological tests, biological

23      terrorism, chemical terrorism, any toxin tests, all of that

24      included in here.  Or any hospitals that have problems with

25      their pathology testing, they would connect with us, and we
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1      would do the testing for them.  We are a part of CDC.

2 Q    So all of the testing that's done by DHS here, the one who

3      ultimately oversees it; is that accurate?

4 A    That is accurate.

5 Q    How long have you worked with the newborn screening program?

6 A    Eight years now.

7 Q    Okay.  And do you recall -- Dr. Lyon-Callo testified

8      earlier, I believe, that there have been a number of new

9      diseases or conditions that have been able to -- you've

10      developed tests to screen for in the -- recently; is that

11      correct?

12 A    Yes.  On the average, about two tests are added every year. 

13      We depend on the federa l government to tell us which ones

14      are approved to be te sted, and we certainly follow up.

15 Q    So in the eight years that  you've been there, would it be

16      fair to say that roughly 15, 16 new conditions have had

17      tests developed for them?

18 A    I would say -- let me start with (inaudible) which had four

19      foundations.  I'm just thinking loudly here.  I would say

20      good eight or nine tests have been added ever since I took

21      off.  Sometimes we try to add a test, and we are unable to

22      because the -- somehow th e validation didn't work or the

23      process didn't work somehow, something broke down.  We also

24      took away two tests that we were running already and --

25      because they expired and the importance sort of ran away. 
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1      So that also happens.  But I would say about eight to nine

2      tests have added since I took over. 

3 Q    When you screen for the genetic conditions with the

4      newborns, currently you can detect approximately 55

5      conditions; is that accurate?

6 A    Now, genetic is just one portion.

7 Q    Okay.

8 A    The testing we do, it depends upon three different things. 

9      Either it's a metabolic error that we detected, it could be

10      an enzyme detection, not a genetic, or it could be endocrine

11      detection.  That means one of the hormones is imbalanced in

12      the body.  So that's a different type of testing and

13      genetic, of course, is the third type of testing.  

14 Q    So these are all the different types of conditions that you

15      detect in the blood screening?

16 A    Yes; yes.

17 Q    You heard Mr. Ellison state -- it was kind of an off-the-

18      cuff remark that he's a privacy advocate, and you're a

19      public health advocate.  One of the questions we were

20      looking at is what -- you have policies in place to protect

21      the privacy of the individuals whose blood samples you've

22      taken; correct?

23 A    Correct.

24 Q    Can you describe all of the privacy -- "all" may be -- hold

25      on a second.  Can you tell us what types of policies are in
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1      place to protect the privacy of these individuals?

2 A    So as a state laboratory, clinical laboratory, we are all

3      Board Certified laboratory workers.  So we maintain full

4      HIPAA policy in place.  Number two, when we send samples

5      out -- samples meaning the dried blood spot to, say,

6      Biobank, the only thing th at goes out with the blood spot is

7      an accession number and no other information goes out. 

8      That's all in -- in our -- our system.  Then Biobank

9      decides, based upon BioTrust activities, what is to be sent

10      out to a researcher.  They enter another code to the

11      specimen.  They don't send out our accession number that

12      went to them.  They assign their own code that goes out to

13      the researcher.  

14                So this is two deep for the researcher to find out

15      anything about anybody's item.  And that -- that has been

16      working very well so far.  There has been no breach.  

17 Q    Now, do you store or do you keep a record of the genetic

18      information of any of the individuals whose blood spots you

19      take other than a record of the testing results for the

20      blood screen and what those were?

21 A    So when you say "genetic information," that's a broad term.

22 Q    Okay.

23 A    We don't test for genetic profile of an individual, no. 

24      These are fixed 55 tests.  That's the only information we

25      have, and they are all into our LIMS meaning the laboratory
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1      information system and it's all highly secure.  It's not

2      even on the web.  It's very local, right here on our servers

3      and completely sealed.

4 Q    Is there any way that information could be hacked by an

5      outside source, to your knowledge?

6 A    This would be a speculation.

7 Q    Okay.

8 A    What happens in the future, I can't really tell, but there

9      are big companies out there that are protecting that

10      information.  Like in our system is a world-renowned system,

11      and they use that and everything that we have is behind the

12      firewall and everything is backed up every night.  So if

13      something was hacked today, for example -- nothing has

14      happened so far.  We have been very secure.  But if anything

15      happens today, next day we will have our operation under

16      different server with the same information.

17 Q    Okay.  You indicated you're not connected to the internet

18      with this information; correct?

19 A    Yes, we are not.

20 Q    So it would take a very -- it would seem to be anyway, it

21      would take a very dedicated effort to get that kind of

22      information.  Would that be fair?

23 A    Oh, absolutely because something has to go wrong with the

24      entire state system in order for something to happen.  

25 Q    Now, one of the questions I asked Dr. Lyon-Callo was about
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1      the information that you have from these individuals when

2      the DBS cards are actually destroyed.  What information does

3      DHS keep after a card is destroyed?

4 A    So you can visualize that when the cards are received by us,

5      they are logged into the computer system.  It's all

6      demographic information th at is provided to us by the

7      hospitals.  It goes into  our laboratory information system.

8      This data stays with the results of the test.  The physical

9      cards that we have, if we  were asked to destroy, we would

10      immediately archive those and destroy those.  But

11      information still stays with  us and we are to keep it, and

12      no laboratory in the United States can get rid of it.  You

13      take a private lab or us or anybody.

14 Q    And that's because of all the regulations you'd have to

15      comply with?

16 A    Absolutely, yes.

17 Q    State and federal regulations; right?

18 A    Absolutely, yes.

19 Q    And private labs have the same, or at a minimum, very

20      similar requirements they have to comply with as well;

21      correct?

22 A    Exactly the same requirement.  We are governed by the same

23      federal act with is called Clinical Laboratory Improvement

24      Act of 1988, and that's what governs us.

25 Q    One second.  Doctor, you're on the Biobank's board; correct?

Page 49

1 A    I am, yes.

2 Q    The Biobank board, does it have any role in approving any

3      research project wher e the dried blood spot -- where

4      someone's dried blood spot cards may be used?

5 A    No.

6 Q    And the Biobank has no role in determining what dried blood

7      spot cards are sent to a particular researcher; is that

8      correct?

9 A    No.  They are given instructions as to what cards to be sent

10      where.

11                MR. KENNEDY:  Thank you.  I have nothing further

12      for you.

13                THE WITNESS:  Thank you.

14                MR. LEVIN:  I have a couple questions. 

15                            EXAMINATION

16 BY MR. LEVINE: 

17 Q    So in talking about the board of the Michigan Neonatal

18      Biobank, there was a question about -- at the beginning of

19      the deposition -- if there's a role for parents on that

20      board.  Do parents have a role -- strike that.  I'm going to

21      rephrase this.  That was not a good question.  Is there a

22      community value advisory board?

23 A    There is, and -- 

24 Q    What is that?

25 A    To give you the description of that.  Let's see.  

Case 1:18-cv-10472-TLL-PTM   ECF No. 145-7, PageID.4065   Filed 03/31/21   Page 13 of 24Case 1:18-cv-10472-TLL-PTM   ECF No. 149-8, PageID.5044   Filed 04/05/21   Page 13 of 24



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SANDIP SHAH, PH.D.

14 (Pages 50 to 53)

Page 50

1                (Witness reviews document via video) 

2      I have a complete description:

3                "The community values advisory board," -- CVAB, as

4           we call it -- "they provide guidance on ethical issues

5           including what types of research are or are not

6           acceptable uses of the dried blood spots.  The

7           community values advisory board also provides advice on

8           educational meth ods and materials for engaging and

9           informing the public about BioTrust."  

10 Q    So if a parent were concerned about privacy interests, would

11      that board be the place to bring that concern?

12 A    Yes, sir.

13 Q    Not the board of the Biobank?

14 A    Not the Biobank.  The Biobank doesn't decide anything.

15 Q    Is there ever a need to go  back to older, residual dried

16      blood spots and retest them or perform some additional test

17      on them for the benefit of the child?

18 A    Yes, there is.  Now, it depends upon how old the spot is

19      because the -- the integrity of the spot, it changes with

20      time.  The older the spot, chances are that there's

21      substantial amount of de gradation for doing further testing.

22                I must also qualify that older spots were not

23      really stored in the ideal conditions.  Ideal condition is

24      the spot, as soon as testing is done, should be preserved in

25      the freezer with lowest humidity, minus 20 degrees Celsius
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1      at all times.  And that was not the case with older spots

2      because we did not have the facility.

3 Q    Thank you.  I'm just looking a few things over.  Are you

4      aware of any efforts to educate OB/GYN's regarding the

5      BioTrust consent process?

6 A    That would be a good question for Mary Klein.  It is her

7      section that does it.  I know that they do this, but in

8      order to get a very correct answer, it would be a question

9      for her.

10 Q    But at a minimum you know it occurs?

11 A    It occurs, yes.

12                MR. LEVIN:  I think that is all I have.  Thank

13      you.

14                THE WITNESS:  Sure.  Thank you.

15                MR. ELLISON:  We have two follow-ups, and then

16      we're all done.

17                THE WITNESS:  All right.

18                MR. ELLISON:  We going to send you, unfortunately,

19      on your way.

20                            EXAMINATION

21 BY MR. ELLISON:

22 Q    I just was looking just no w about who is on this community

23      values advisory board.  Do you know who is on the board at

24      all?

25 A    That, again, is a tough question for me to answer because I
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1      don't have anything in front of me that can give me that

2      information.

3 Q    Well, let me ask -- don't -- I just want to know if you know

4      it.  Don't -- just offhand, do you know right now?

5 A    Okay.  Yeah.  No, I don't have an answer who those people

6      are or how they are created.  But people like you, you can

7      easily be on the CVAB board and influence, yes.

8 Q    Okay.  In your role with the BioTrust, have they ever made a

9      recommendation to you about -- or raised a concern with you

10      in the role for the operation of the BioTrust and the

11      Biobank, about informed consent?

12 A    No.  But I do participate in the I guess updating of these

13      documents and discussion about how can we make things

14      better.  I do participate in those discussions, but

15      generally I leave it to the epidemiology.  

16 Q    I mean, but as you sit here today, you can't identify a

17      change in government poli cy or department policy based on

18      informed consent based on what this CVAB board recommended;

19      is that fair?

20 A    It is fair, and all this th at we have developed is based on

21      CVAB recommendation, too.  They are part of it.  That's how

22      this is developed.

23 Q    Last question I have for you then or -- I always say "last

24      question."  There's always three.  But the medical results

25      you said are retained if the newborn residual -- you know,
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1      the part of the Guthrie card is still -- is retained.  Who

2      has access to that data?  I think you said it's stored in

3      LIMS?

4 A    Yeah, laboratory information system.

5 Q    Yup.  Okay.  

6 A    And the selective few would have access to it only when

7      needed.  We are reg- -- department regulated agency, so -- 

8 Q    Is it possible -- it is available if someone -- now, this is

9      somewhat of a trick question so bear with me.  Is it

10      possible if someone wanted to request their medical data

11      from that system that it could be printed out and given to

12      that person?

13 A    That's not so easy to do.  In order for you to request, you

14      would go to your provider first, your hospital, and ask them

15      for the data.  We don't work with community.  We don't work

16      with any individual patients.  If hospital requests us, then

17      we will ask the individual to give us everything in writing

18      and identify themselves.

19 Q    Right.  Well, I requested the data and got it for my son. 

20      Okay?

21 A    Yes; yes.

22 Q    So I guess the point is is when you talk about it being a

23      secure system, you can print the results on paper and mail

24      it out to somebody?

25 A    We could, yes.  It's part of the mandate from CDC and the
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1      federal government that we be able to provide this service.

2 Q    Is that right?  I accessed it through some obscure medical

3      law that's in Michigan that I found I was able to use.  So

4      the point is, though -- I guess the point I'm trying to get

5      at is is that it's not locked away forever.  It can be

6      extracted out, as needed, whether it's a hospital, as you

7      suggested, or an individual like me who finds some obscure

8      health law?  It's not, once it goes into the vault, it can

9      never come back out?  I mean, it can be extracted as needed

10      or requested by the operator of the system with the right

11      authorizations or righ t credentials in first that have

12      been -- 

13 A    Under right conditions, yes.  If we have a vault where

14      nothing can come out, then the vault is called destruction.

15 Q    Well, then it's a hole; right.  So there you go.

16                MR. ELLISON:  Doctor, thank you so much today. 

17      You've been a wonderful, wonderful witness today.  You have

18      been a joy.  It's really been an enjoyment to talk to you

19      today.  

20                THE WITNESS:  Thank you so much.  Very nice

21      meeting you all.

22                (Deposition concluded at 4:37 p.m.)

23

24                              -0-0-0-

25
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MDHHS - Michigan BioTrust for Health - Consent Options

http://www.michigan.gov/mdhhs/0,5885,7-339-73971_4911_4916_53246-244016--,00.html[4/10/2018 8:58:49 PM]

MDHHS /  ADULT & CHILDREN'S SERVICES /  CHILDREN & FAMILIES /  HEREDITARY DISORDERS

Michigan BioTrust for Health - Consent Options
Prior to making a decision about participation in the BioTrust, please make sure you read the Frequently
Asked Questions section of this website and get all of your questions answered. 

The consent process differs depending on your or your child's date of birth. It is important to take a
moment to learn more about the opt-out process for "legacy" blood spots, those collected prior to May 1,
2010. Please also read more about the opt-in process for "prospective" blood spots, those collected after
April 30, 2010 through present day.

Background
Blood spots have always been stored for some period of time following newborn screening, but the length
of time has changed over the years. In the 1970s, samples were saved for 7 years. In the 1980s, the
Michigan Department of Health and Human Services (MDHHS) changed the policy to store each sample
for 21.5 years following the receipt of legal advice. In 2008, the policy was revised for indefinite storage of
blood spots to align with a recommendation from the Governor's Commission on Genetic Privacy and
Progress. Today, blood spots are stored for up to 100 years once newborn screening is completed. The
changes in storage policy have allowed for a collection of stored blood spots dating back to July 1984.
Any samples received by the state laboratory on infants born before July 1984 have been
destroyed. 

Opt-Out Process  for Births Between July 1984 and April 30, 2010   

Blood spots collected between October 1987 and April 30, 2010 are stored for up to 100 years. Blood
spots collected between July 1984 and September 1987 are scheduled to be destroyed per the MDHHS
Bureau of Laboratories' retention schedule. These stored spots are de-identified and may be used in
health research under a waiver of informed consent granted by the MDHHS Institutional Review Board.
The stored blood spots may also be requested by a parent or person (>18y) for their own use. If you or
your child were born between July 1984 and April 30, 2010, and you want to continue allowing the use of
the de-identified blood spots in research, you do not need to do anything. If you do not want your or your
child's stored blood spots used for future health research, there are two options to opt-out . You may fill
out a form to: (1) request that the blood spots continue to be stored but not used for research, or (2)
request that the blood spots be destroyed. If you ask for the blood spots to be destroyed, the laboratory
requires verification that you are the legal representative entitled to make the request. Call 1-866-673-
9939 or email newbornscreening@michigan.gov to obtain a form, or download:

 

Residual Newborn Screening Blood Spot Directive 
DCH 1465 Directive to Store But Not Use Dried Blood Spot Specimen For Research (Arabic)  

(Spanish)

Directive to Destroy Residual NBS Blood Specimen  (Arabic)  (Spanish)   
 

Opt-In Process for Births After April 30, 2010

Blood spots from an infant born after April 30, 2010, will be stored for up to 100 years after newborn
screening is done. However, the blood spots will not be used in research through the BioTrust unless a
signed parental consent form is on file with the state laboratory. This new opt-in  process began May 1,
2010. Currently, all birthing hospitals and midwives have been instructed to give new parents the option of
signing a consent form after delivery if they want their child's remaining blood spots made available for
future medical research. One full blood spot will also be saved for future use by the child or family, should
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it ever be needed. After signing the consent form, parents can still change their mind later using the
directive forms above.

**Please note, if a parent declines participation in the BioTrust blood spots are still stored for up
to 100 years unless a Residual Newborn Screening Blood Spot Directive requesting destruction is

returned to the state laboratory.**   

After Newborn Screening Your Baby's Blood Spots - Michigan BioTrust For Health Consent

Brochure English

After Newborn Screening Your Baby's Blood Spots - Michigan BioTrust for Health Consent

Brochure Spanish Arabic

Audio Recording of BioTrust Consent Brochure 

BioTrust Consent Form English  

BioTrust Alternate Consent Form

Directive to use DBS for research English

 

BioTrust Main Page 
NBS Main Page
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Learn More About the 
Facts and Choices You 
Need to Understand

Your Baby•s 
Blood Spots
Your Baby•s
Blood Spots

What are the risks if your 
baby•s blood spots are used 
for research?
The risk is that your baby could 
be identi“ed. The chance this will 
happen is very low. Many steps are 
taken to protect privacy.

What steps are taken to 
protect privacy?
There are many levels of security 
at the Michigan Neonatal Biobank 
where blood spots are stored. 
They are stored coded only with a 
number and not your child•s name or 
identifying information. Details that 
could  identify a child or family are 
removed. MDHHS has taken steps to 
keep blood spots secure. The highest 
level of protection, a •Certi“cate of 
Con“dentialityŽ from the United 
States Department of Health and  
Human Services has been granted. 
Details are below:

Certi“cate of Con“dentiality
US Department of Health and Human Services 

http://grants.nih.gov/grants/policy/coc/
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Will you or your child 
bene“t from blood spot 
research?
Blood spot research may not directly 
help you, your child or your family. 
You will not be paid if your child•s 
blood spots are used. Your family 
will not get money if products (such 
as new drugs) ever come from 
the research. This type of research 
aims to improve the health of 
communities. You will help ensure 
all groups of people in our state are 
represented in research. You, or a 
family member, may also be helped 
by research looking at new ways to 
diagnose, prevent or treat disease. 

What are your choices for 
blood spot research?
You can say •yesŽ or •noŽ to blood 
spot research. You will be asked to 
check a box and sign a form found 
in your baby•s newborn screening 
card. If you say •yesŽ, all blood spots 
taken for newborn screening may be 
used, except for the blood spot saved 
for your own use if needed. If you 
say •noŽ, blood spots will be stored 
but not used for research. You must  
contact MDHHS if you do not want 
blood spots stored for any reason after 
newborn screening. 

Can you change your mind?
Yes. You can call MDHHS 
at any time if you change 
your mind about blood 
spot research. After 
turning 18, your child 
must make this request.

What do you need to do?
ASK  if you have questions.

VISIT  www.michigan.gov/biotrust  
to read more about consent options.

CALL  MDHHS if you still have 
questions about blood spots.

MARK  your choice for blood spot 
research use on the BioTrust consent 
form and sign it.

GET your pink copy of the BioTrust 
consent form to take home.

MDHHS Newborn Screening Program

Telephone: 
(Toll Free) 1-866-673-9939

Email: 
newbornscreening@michigan.gov

Website: 
www.michigan.gov/newbornscreening

For questions about your  
research rights or whom to contact in case 
of a research-related injury: please call the 

MDHHS IRB  
at 517-241-1928

MDHHS is an equal opportunity employer,  
services and program provider.
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After Newborn 
Screening

After Newborn 
Screening
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Dear Parents:
Soon after birth a few 
drops of blood are taken 
from your baby•s heel. 
These •blood spotsŽ are used for 
newborn screening. This program is 
required by state law and screens all 
babies for rare disorders to ensure 
early treatment. Please read •Michigan 
Newborn ScreeningŽ for more facts. 
Hospital staff or your midwife has a 
copy for you or visit www.michigan.
gov/newbornscreening . 

What happens to blood 
spots after newborn 
screening?
Often parts or whole blood spots end 
up not being used. Once newborn 
screening is done, the unused blood 
spots are stored for up to 100 years. 
These stored blood spots may be used 
by the state lab to perform quality 
control tests and improve newborn 
screening. Blood spots may also be used 
to add more tests to newborn screening. 

One blood spot is also kept by the state 
lab for your personal use, if needed. 
Parents have used this blood spot to 
help diagnose a disease in their child 
or to “nd reasons for a child•s untimely 
death. 

The rest of the blood spots are stored 
at a secure site, the Michigan Neonatal  
Biobank (www.mnbb.org ). These 
stored blood spots may be used for 
research  approved by the Michigan 
Department of Health and Human 
Services (MDHHS). The choice to allow 
this research is yours to make. 

What is the Michigan 
BioTrust for Health?
The BioTrust is an 
MDHHS program 
created to oversee the 
research use of stored 
blood spots.  One 
purpose of the BioTrust is to allow 
all groups of Michiganders to be part 
of research.  Different groups help 
advise MDHHS on rules for research 
use of blood spots and suggest ways 
to inform the public. They include 
a Community Values Advisory 
Board with members from different         
organizations and the general public.

What type of research is 
done?
Blood spots can only be used for 
studies to better understand diseases 
or improve the public•s health.  We 
cannot predict every type of study 
that will be done.  Many types of 
laboratory methods are used to 
study biological factors like DNA or     
environmental factors like metals 
and toxins.  Studies have already:

 �x Looked for causes of cancer, birth 
defects and other health concerns, 
like obesity

 �x Improved newborn screening  
methods

 �x Tested mercury levels to “nd out 
if pregnant mothers are eating 
safe amounts of “sh

How many blood spots are 
stored and can be used for 
research?
Each year over 100,000 babies are 
born in Michigan. Almost all of these 
babies have newborn screening. All 
of these blood spots are stored in the 
Biobank. 

Today, blood spots from over “ve  
million people are stored. If you or 
your child was born after July 1984, 
your blood spots are included.  
If collected before May 2010, these 
blood spots can be used for research 
unless you or your child (after age 
18) contacts MDHHS. You may ask 
for your spots to be destroyed. You 
may also ask that your spots remain 
stored, but not used in research. 
Please call MDHHS for more details 
(Toll-free 1-866-673-9939). 

Stored blood spots collected 
after April 2010 can only be used 
for research if a parent or legal 
representative returns a signed 
consent form allowing it.

Will you or your child get 
blood spot research results?
No. Personal research results are not 
provided.  Researchers are not given 
data that can identify you or your 
child. This means you cannot receive 
research results.  A table listing all 
research using blood spots is posted 
at www.michigan.gov/biotrust . 
Research “ndings are posted here 
when studies are done.For research guidelines and  

a list of studies visit 
www.michigan.gov/biotrust

What are the steps for using 
blood spots in research?

1. MDHHS approves the study:
 �• BioTrust guidelines are met.

 �• Scienti“c Advisory Board(s)   
ensures the study is good science.

 �• Institutional Review Board(s) 
ensures subjects• rights are      
protected.

2. MDHHS selects blood spots:
 �• Blood spots are picked randomly, 
or 

 �• Blood spots are picked because 
a researcher wants to study a     
speci“c group (such as people 
with cancer).

3. Researcher gets blood spots:
 �• Researchers are not told whose 
blood spot is provided.

 �• Data may be provided such as a 
diagnosis or year of birth.

 �• Information  that can identify a 
person is not provided, unless 
that  person is asked and 
consents.

4. Researcher performs study:
 �• Blood spots are studied.

 �• Results are recorded.

 �• Any left-over spots are destroyed.

 �• Study results are reported.
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