
University of Minnesota 
IND Sponsor or 

Sponsor-Investigator 

Registration Checklist and Self-Assessment 

Provide Basic Information 

☐ Principal Investigator (PI) basic information:
Preferred First Name: ___________ Last Name: _________________

☐ U of M Internet ID: _______________
Phone Number: ________________

Please attach the PI's Curriculum Vitae (CV).  Attached:
☐ Yes ☐ No

☐ If the Principal Investigator is not also the Regulatory Sponsor, provide information for 
the University of Minnesota faculty Sponsor:
Preferred First Name: ___________ Last Name: _________________
U of M Internet ID: _______________
Phone Number: ________________
Please attach the Sponsor's Curriculum Vitae (CV).  Attached:

☐ Yes ☐ No

☐ Alternate contact (optional, if you prefer another person to be your main point of 
contact, such as a coordinator):
Preferred First Name: ___________ Last Name: _________________
U of M Internet ID: _______________
Phone Number: ________________
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Provide Project Identifiers 

Provide Project and Sponsor Documentation 

�• ������Submit all relevant FDA correspondence (if applicable) to the HRPP Central File. 

�• ������Provide draft agreements with other study sites for multi-site investigations�����L�I��
�D�S�S�O�L�F�D�E�O�H�� Provide���P�D�Q�X�I�D�F�W�X�U�L�Q�J���R�U���&�K�H�P�L�V�W�U�\�����0�D�Q�X�I�D�F�W�X�U�L�Q�J���D�Q�G���&�R�Q�W�U�R�O�V�����&�0�&�����R�U��
�4�X�D�O�L�W�\���6�\�V�W�H�P���G�H�V�F�U�L�S�W�L�R�Q�V��

�• ������Provide an agreement document���G�H�O�H�J�D�W�L�Q�J���D�X�W�K�R�U�L�W�\ for �&�O�L�Q�L�F�D�O���D�Q�G���7�U�D�Q�V�O�D�W�L�R�Q�D�O��
�6�F�L�H�Q�F�H���,�Q�V�W�L�W�X�W�H����CTSI�� monitoring or another monitoring service���D�F�F�H�S�W�H�G���E�\���&�7�6�,��

�• �������)�L�O�O���R�X�W���W�K�H���U�H�T�X�L�U�H�G���6�S�R�Q�V�R�U���R�U���6�S�R�Q�V�R�U���L�Q�Y�H�V�W�L�J�D�W�R�U���Z�R�U�N�V�K�H�H�W���E�H�O�R�Z��
��complete the �V�H�F�W�L�R�Q�V applicable to your research). You may include additional 
information in the comments section. Please note Sponsor sections apply to 
Sponsors and Sponsor-Investigators. The Investigator sections do not apply to 
Sponsors who are not also Investigators.

Attestation:

Sponsor or sponsor-investigator certifies this document and attached self-
assesment are complete and accurate to the best of their knowledge.  
Signature:_______________________   Date:__________________

*Generally Recognized as Safe by FDA

�• ������Current project descriptor – drug, device, biologic, tobacco, GRAS* or food for
therapeutic use, medical device, combination product, IDE/IND exemption or determination
request, other situation involving FDA correspondence. Specify _____________________

�• ������Stage of the project – FDA assigned numbers (examples:
IND, IDE, Tobacco protocol, pre-IND/IDE, email correspondence, transcript of
telephone correspondence)

�• Have you done other work with this product?
☐ Yes, IRB study number(s): _____________________��
☐ None��

�• �,�V���W�K�H���L�Q�Y�H�V�W�L�J�D�W�L�R�Q�D�O���S�U�R�G�X�F�W���S�U�R�Y�L�G�H�G���E�\�����F�K�H�F�N���D�O�O���W�K�D�W���D�S�S�O�\����
☐ Pharma or device manufacturer�����,�I���\�H�V�����Q�D�P�H�����B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B
☐ Another academic or non-profit organization�����,�I���\�H�V�����Q�D�P�H�����B�B�B�B�B�B�B�B�B�B�B�B�B
☐ Manufactured at the University of Minn�H�V�R�W�D��

�• �'�R�H�V���\�R�X�U���V�W�X�G�\���L�Q�Y�R�O�Y�H���P�X�O�W�L�S�O�H���V�L�W�H�V�"
�,�I���\�H�V�����O�L�V�W���V�L�W�H�V�����B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B�B

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


