Instructions: This form is to be used ONLY for Harvard Law School Winter Writing Projects to help determine whether IRB review is needed. Please refer to the following link for more information on what constitutes research warranting IRB review: https://cuhs.harvard.edu/winter-writing-project
Please complete all sections below (type an x in a Yes/No box or provide an answer). 

	General Information

	Date:

	Student Researcher Name: 

	Faculty Advisor Name: 

	Other Advisor Name (if applicable): 


1. Provide a summary of the purpose of the research, including the research questions that you hope to answer/the aims you intend to address. NOTE: When submitting this form in ESTR, please attach a copy of your Winter Writing Project proposal to your application for reference as well.

2. Describe the primary motivation for completing this work, which may include obtaining course credit. 
3. There are many factors involved in determining whether something needs IRB review, and the key among them is how your work is meant to speak to a broader audience through its expected impact on the field, theory, policy, etc. In doing so, consider and respond to the following prompts:
3a. How does this work meet the definition of generalizability? (see link above) 
3b. How has this work been designed to impact the field, theory, policy, etc.?
i. How will the product of the research contribute to your field? 
ii. Is there a gap in the literature that this work will fill? 

3c. Are there concrete and specific mechanisms to share findings/data/results from this project beyond HLS and the Winter Writing Project final product? Please describe.
4. If you believe you are conducting regulated research with human subjects (see link: https://cuhs.harvard.edu/winter-writing-project), please complete the following questions: 
4a. Will you observe, interact with, or intervene with individuals?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
4b. If yes to 4a, will you obtain information "about" individuals?   FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
You are collecting information "about" an individual if: 

The focus of the project is on people; their opinions, perceptions, choices, decisions regarding them; or how methods, policies, procedures, organizations etc. affect them or their environment.  

You ARE NOT collecting information "about" an individual if: 

The focus of the project is only on products, methods, policies, procedures, organizations: e.g., interviewing transportation staff and officials about parking or transportation policies and procedures. Questions are posed so that the individual provides information about something; they are not “about whom” questions but can be thought of as “about what” questions.
4c. Will you obtain data sets or biological specimens without interacting or intervening with individuals?   FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
4d. If yes to 4c, are the data or biological specimens used in your project: 

 FORMCHECKBOX 
 Individually identifiable (including names, contact information, unique ID numbers like HUIDs or SSNs, etc.) or may be individually identifiable through a constellation of the variables in the data set

 FORMCHECKBOX 
 One more of the following:

· Publicly available (They are considered public use and are available in the public domain. For example, non-restricted datasets such as census data or labor statistics that are readily available to anyone without restriction)
· Non-identifiable (There is no way to ascertain the identity of the individual to whom the data pertains either directly or indirectly)
· From or about a deceased individual

 FORMCHECKBOX 
 Coded (when identifying information has been linked to a number or a letter and there is a key that connects the code to the identifying information)
4e. If the data or biological specimens are coded, is there: 

· An agreement with the provider prohibiting the release of the key to you, or
· IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to you under any circumstances, or
· Legal requirements prohibiting the release of the key to you? 
 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
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