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Principal Investigator Attestation
Research in DFMCH Clinics – HIPAA Patient Privacy Compliance Attestation and Checklist

For IRB Covered Human Research and IRB Exempt Quality Improvement Studies

I, ___________________ as Principal Investigator (PI) of the ____________________________ research or quality improvement project understand that I am responsible for the scientific integrity of my program. I am also responsible for the regulatory compliance which includes (but is not limited to), the HIPAA (Health Insurance Portability and Accountability Act) regulation that requires patient and data privacy and security provisions for safeguarding information.
Accordingly, I affirm that: 

1) I fully understand my investigator responsibilities https://kb.wisc.edu/hsirbs/page.php?id=18881. I will follow UW HIPAA guidance ( https://kb.wisc.edu/hsirbs/page.php?id=18671 and https://compliance.wisc.edu/hipaa/ and https://compliance.wisc.edu/hipaa/researchers/ ), and I am familiar with the Common rule https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html
2) I have attached copies of the poster/recruitment materials, IRB Application/Protocol, IRB Approval Letter, instruments for data collection. 

3) I have a written operational plan to assure privacy and other regulatory compliance requirements (please attach this operational plan along with all patient contact letters, postcards, telephone scripts, flow charts of patient engagement, data storage and analysis plans, etc.). 

4) I have oriented staff, subcontractors, etc. on my project plan to assure privacy and other regulatory compliance. To avoid a privacy breach etc., staff understand it is their duty and responsibility to report any concerns immediately to the PI, and if necessary, the IRB and/or the UW Office of Compliance.     

5) Contact and enrollment of patients will be done in a manner that strictly upholds privacy. 

6) When collecting and storing study data, I will follow UW policies and guidance to protect subjects’ privacy and confidentiality of data: https://kb.wisc.edu/hsirbs/page.php?id=22299  and https://kb.wisc.edu/gsadminkb/page.php?id=29561. 

7) I will follow UW guidance if I use UW Box cloud services to store study data  https://kb.wisc.edu/box/page.php?id=33829 
8) If mailing, texting or emailing is used to contact patients, these can only be sent to the intended patient participant, and I have followed UW guidance on these topics: https://kb.wisc.edu/hsirbs/page.php?id=71745 and https://kb.wisc.edu/hsirbs/page.php?id=50278 
	Signature:
	
	Date:
	

	Print Name:
	



Program Staff/Contractor Attestation

Research in DFMCH Clinics – HIPAA Patient Privacy Compliance Attestation and Checklist

For IRB Covered Human Research and IRB Exempt Quality Improvement Studies
As staff member or subcontractor of the ​​​​​​​_______________________ research or quality improvement project, I understand that I am responsible for minimizing risks to subjects and protecting subject rights and welfare. Our study has been designed to comply with applicable regulatory and institutional policy requirements, as well as the principles of the Belmont report (i.e. respect for persons, beneficence, justice).  

Accordingly, I affirm that: 

1) I fully understand my investigator responsibilities https://kb.wisc.edu/hsirbs/page.php?id=18881 I will follow UW HIPAA guidance ( https://kb.wisc.edu/hsirbs/page.php?id=18671 and https://compliance.wisc.edu/hipaa/ and https://compliance.wisc.edu/hipaa/researchers/ ), and I am familiar with the Common rule https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html
2) I have reviewed copies of the poster/recruitment materials, IRB Application/Protocol, IRB Approval Letter, instruments for data collection. 

3) I thoroughly understand our written operational plan to assure privacy and other regulatory compliance requirements (including the privacy provisions of all patient contact letters, postcards, telephone scripts, flow charts of patient engagement, data storage and analysis plans, etc.). 

4) I have been oriented on my project plan to assure privacy and other regulatory compliance. To avoid a privacy breach etc., I understand it is my duty and responsibility to report any concerns immediately to the PI, and if necessary, the IRB and/or the UW Office of Compliance.     

5) Contact and enrollment of patients will be done in a manner that strictly upholds privacy. 

6) When collecting and storing study data, I will follow UW policies and guidance to protect subjects’ privacy and confidentiality of data: https://kb.wisc.edu/hsirbs/page.php?id=22299  and https://kb.wisc.edu/gsadminkb/page.php?id=29561. 
7) I will follow UW guidance if I use UW Box cloud services to store study data  https://kb.wisc.edu/box/page.php?id=33829 
8) If mailing, texting or emailing is used to contact patients, these can only be sent to the intended patient participant, and I have followed UW guidance on these topics: https://kb.wisc.edu/hsirbs/page.php?id=71745 and https://kb.wisc.edu/hsirbs/page.php?id=50278
	Signature:
	
	Date:
	

	Print Name:
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