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Consent Language: Personal Information Protection Law (PIPL)

	Instructions: 

Effective November 1, 2021, pursuant to the Personal Information Protection Law (PIPL) of the People’s Republic of China, UCI researchers must obtain explicit, documented consent before collecting or processing any personal information related to an identified or identifiable natural (living) person located in mainland China. For example, explicit consent can be obtained via a checkbox (yes/no), or typing in a name, or any other method that makes sense for the research. 

In addition, PIPL requires that additional information be included in the consent form.  

1. It is recommended that a separate version of the consent form be developed for the subject cohort located in China, as the requisite PIPL consent language only applies to this group.  

2. Insert the requisite PIPL consent language below in the consent form immediately following the confidentiality discussion.

a. If the UCI Consent Form template is used, insert the PIPL text immediately after the section “HOW WILL INFORMATION ABOUT ME AND MY PARTICIPATION BE KEPT?” 

3. IMPORTANT! Before finalizing & inserting the text into the consent document, REMOVE: all red instructional text (except for hyperlinks or email address/es) and examples when not applicable.  

For more information visit:
· Translated Law: Personal Information Protection Law (PIPL)
· UCI Guidance: China’s Personal Information Protection Law (PIPL)




[Insert the following text into the consent form immediately following the confidentiality discussion]

PERSONAL INFORMATION PROTECTION LAW (PIPL) OF THE PEOPLE’S REPUBLIC OF CHINA
Persons located in mainland China have additional privacy rights afforded under the PIPL. The United States does not have the same laws to protect your personal information as in China. However, the Research Team (listed at the top of page 1) is committed to protecting the confidentiality of your personal information. 

Personal Information Used in this Research
The PIPL requires UCI researchers to provide you with the following information when we collect and use your personal information. If you participate in this study, the Research Team will be collecting and processing personal information about you. UCI researchers must collect this information to explain the purposes of personal information processing (i.e., why the above listed information is necessary for the research). 

The Research Team will collect and use the following types of personal information for this research:  
[Delete any categories of information that you will not collect or create]
	
· Contact Information: list all identifying information e.g., your name, address, telephone number, e-mail address, internet protocol address and/or information that could be linked to you, etc.
· Health information 
· Your racial or ethnic origin
· Your political opinions
· Your religious or philosophical beliefs
· Your sexual orientation or beliefs
· Genetic data
· Information about your response to the research procedures
· List any other various information related to an identified or identifiable natural (living) person

[bookmark: _Hlk87427727]Personal Information Transfer
Your Personal Information will be transferred and processed outside of Mainland China on University of California servers, other collaborating university servers, and/or with cloud storage services hosted by third parties. Include any other means of personal information processing as appropriate. 

List of Organizations receiving your personal information with contact information:
	Name of Organization
	Contact Information

	<insert a separate row for each recipient>
	 

	 
	 

	 
	 


 
The following categories of individuals may also access Study Data collected or created about you: <Delete any category that is not applicable>
· Members of the research team so they properly conduct the research
· UC Irvine staff will oversee the research to see if it is conducted correctly and to protect your safety and rights 
· The research Sponsor who will monitor the study and analyze the data
· Agents of the Sponsor who will assist the sponsor with data monitoring and analysis 
· Representatives of the U.S. Office of Human Research Protections (OHRP) who oversee the research
· Representatives of the FDA who will use the data to determine whether a marketing application for the investigational drug/device can be approved 
· Other researchers, so they can perform procedures required by this research
· Other researchers, including researchers in other countries, so they can conduct additional research on (condition) and other, unrelated diseases and problems
· <List the additional categories of individuals who may receive access to Personal Data and describe the reason for the disclosure>

Your Rights under PIPL
Below is a brief summary of your rights under PIPL. For a complete list of rights and their full text, view the law: http://en.npc.gov.cn.cdurl.cn/2021-12/29/c_694559.htm.

· Access or correct your personal information
· Restrict the types of activities the research team can do with your personal information
· Object to using your personal information for specific types of activities
· Withdraw your consent to use your personal information for the purposes outlined in the consent form. You may withdraw your consent to use new personal information, but information already collected will continue to be used as outlined in the consent document. 

Questions and Complaints
The Regents of the University of California, on behalf of UC Irvine, is responsible for the use of your personal information for this research. You can contact the following entities if you have:
· Questions about this Consent
· Complaints about the use of your personal information
· If you want to make a request relating to the rights listed above.

Contact: 
· UC Irvine Campus Privacy Office by email at: privacy@uci.edu
· UC Irvine Health Privacy Office by phone at: 888-456-7006 or by email at hacompliance@hs.uci.edu
[If the data will be used for sponsored research or research authored by another research institution, where a non-UC researcher or non-UC institution is determining the data to be collected and scope of research, and UC is acting at the direction of the non-UC researcher or non-UC institution]: [name and contact information of sponsor/institution; sponsor/institution’s Data Protection Officer and Representative, if any, and their contact information; if no DPO or Representative, provide name and contact information of sponsor/institution privacy official.] <List and name each institution receiving the data as well as where the data will be stored at each institution>
[PIPL requires explicit consent. This can be obtained via a checkbox (yes/no), or typing in a name, or any other method that makes sense for the research.]

Consent for processing and sharing of personal information.  
I hereby acknowledge that I have read this privacy statement and I consent to the University of California, Irvine handling (accessing, collecting, using, processing, retaining) my data per the terms described above and sharing my personal information including sensitive personal information with the recipients listed above. I acknowledge that I may request to revoke my consent at any time by contacting the UCI Privacy Office. I understand that I may withdraw my consent at any time, and that doing so will not affect the handling of my Personal Information before my withdrawal of consent. 
Please check one of the boxes below to indicate whether you consent to use of the sensitive personal information described above. 
· I agree
· I do not agree
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