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Researcher information
	Principal Investigator Name
	D. James Greiner

	Affiliation (check all that apply)
	☒Faculty
☐Graduate Student
☐Post-Doc
☐Undergraduate
☐Extension School Student
☐Staff
☐Visiting Scholar
☐Other (specify):

	Faculty Sponsor (if PI is not PI Eligible) 
	

	Other Advisor Name (if applicable)
	

	Is this research activity being conducted under your responsibilities as a Harvard Faculty, Student, or other Harvard affiliation?
See Statement on Outside Activities of Holders of Academic Appointments for more information.
	☒Yes
☐ No (explain below)



Study information
	Study Title
	Homelessness Prevention through Eviction Diversion in Houston: an RCT

	ESTR Number
	IRB23-0161

	Version Number
	1

	Is this a re-submission of a previous Harvard IRB-approved study that has been closed?
	☐Yes - Include previous IRB submission # here: 
☒No


1. funding information
1.1   Is your study funded (either directly or through a sub-award) by a Federal Agency (i.e., HHS, NIH, NSF, DOD, DOE, DOJ, or EPA, etc.)?
☐Yes
☒No
1.2   Specifically, is your study funded (or will it be) by the National Institutes of Health (NIH)?
☐Yes 
☒No 

1.3   Does your study meet the definition of a “Clinical Trial” (see below)? 
☐Yes
☒No

HHS and NIH define a clinical trial as “a research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes.”

If your study meets the definition of a clinical trial, there are additional requirements that you must follow. Ask your assigned IRB Reviewer or see the HUA IRB website for more information. 
2. Research collaborations and locations
Locations
Locations refer to the geographic location where the research will take place, not to the people or institutions that you may be collaborating with. Knowing the location helps the IRB determine the local context of the research as well as if there are additional laws, regulations, and policies researchers need to adhere to. If conducting online studies, please indicate the location of the researcher who is hosting.  
2.1   Where will this study take place?
☐Harvard University
☐At another location in Massachusetts
☒In another US state (see below)
☐Internationally (see below)

	If you chose “in another US state” or “Internationally” describe the laws that will need to be considered:

	The study will take place in the state of Texas.  Knowledge of the landlord/tenant laws of the state of Texas is required for the field partners to implement the interventions being randomized but not to evaluate the ethical permissibility of the study.



	Please ensure that what you have marked above matches what has been indicated in the ESTR 	SmartForm, section “Research Locations.”

2.2   Are there any U.S. state laws, international laws, or other laws that the IRB will need to consider when    reviewing this study?
☐Yes (see below)
☒No
	
If “Yes” describe the laws that will need to be considered:

	



2.3   Thinking about the locations where this study will take place, are there any permissions that must be obtained from cooperating institutions, community leaders, government officials? This may include a review by a local ethics board, school district, Ministry of Health, or other institutional approval process, whether domestic or international. A statement that formal review is not required along with your source of information that the proposed research is in accordance with local laws, regulations, and customs is also acceptable. 
☒Yes (see below)
☐No
	If “Yes” describe and if available, upload any permission documents to the ESTR SmartForm section “Local Site Documents.”

	The partnership organizations for this study are Connective (a Texas non-profit corporation) and the University of Houston Law Center (“UHLC”).  Both must endorse the study.  They do.

UHLC will rely on the review by the Harvard University Area IRB.

Connective is a disaster recovery and preparedness system for the Texas Gulf Coast Region.  Among other things, it builds technology-enabled coordination tools.



2.4   Are there any community or cultural differences for the local population of participants that require consideration? For example, cultural or gender dynamics or social structure considerations.
☐Yes (see below)
☒No
	If “Yes” describe:

	


collaborations/sites
Collaborations, known as “sites” in ESTR, refer to people or institutions that are also taking part in the research study. An important part of knowing about these collaborations is knowing what each person/institution is doing in the research in order to determine the scope of IRB review. 

2.5   Will you be collaborating with any researchers not affiliated with Harvard University Area to carry out this study? HMS, HSPH, and HSDM are not part of Harvard University Area. 
☒Yes 
☐No (skip to next section)

2.6   Will the actions of these collaborators include any of the following: Have contact with human subjects; Have access to data that is identifiable; OR Are responsible for the design, conduct, or reporting of the research?
☒Yes
☐No (skip to next section)

2.7   Will these collaborators receive their own IRB review?
☐Yes, all will receive their own IRB review (skip to next section)
☒No, none will receive their own IRB review
☐Some will receive their own IRB review and some will not

2.8    Is another institution and/or researcher requesting that the Harvard University Area IRB act as the IRB of record (“Reviewing IRB”) for that institution’s or that researcher’s activities on the study?
☒Yes (Complete the HRP-220: Non-Harvard Personnel Form and attach to the ESTR SmartForm 	Section “Study Team Members” item 2.  Note that those who are considered “volunteers” and 	are working under the auspice of Harvard University Area will also need to be included in HRP-	220)
☐No (see below)
	If you chose “No” describe the compliance/ethical oversight that this researcher will have in place:

	



3. study team qualifications and training

3.1   Describe the Principal Investigator’s experience with the proposed research procedures, population, and local context.
	The A2J Lab is the nation’s only research institution devoted exclusively to evaluating legal interventions using RCTs.  It opened in 2016 under the direction of Principal Investigator D. James Greiner, the Honorable William Green Professor of Public Law at Harvard Law School.  Greiner, who holds a Ph.D. in Statistics from Harvard University, has been a member of the Law School faculty since 2007 and is a nationally recognized leader in empirical legal studies, especially with respect to RCTs.  Greiner is the lead researcher on several CUHS-approved studies, including 4-2010, CR-19632, and CR-15781, that are structurally identical to this one.  Greiner’s co-investigators have spent time with the field partners to understand the unique processes and procedures in the site.



3.2   Describe how the study staff are trained to ensure that they are adequately informed about this study and study-related duties.
	A study protocol will be designed for all staff to review and follow while carrying out their duties related to the study.  The protocol will define all of the steps from contact with study staff through consent and randomization and final data collection and follow-up.  Each member of the study staff obtaining informed consent will undergo the mandatory Human Subjects training.  All individuals handling sensitive data will be trained in the Harvard security protocols and the secure transfer protocol where appropriate.  Any staff administering follow up surveys will be trained on the survey instrument.



3.3   Are there any other additional study staff whose role in this study requires special qualifications in addition to ethics training (e.g., licensed clinical psychologist, phlebotomist, etc.)?
☐Yes (see below)
☒No
	If “Yes” describe:

	



4. Research purpose
4.1   Provide a brief, non-technical description of the purpose of the research, including the research questions that you hope to answer.  
	Evictions, both informal and court-ordered, are one possible pathway to homelessness, but proven interventions to interrupt this pathway are few.  Two of three rigorous studies completed in this area show that providing a lawyer to a defendant in formal court eviction proceedings results in fewer court judgments of eviction.  But there are no corresponding studies regarding the larger number of individuals and families who may be forced out of their homes, perhaps illegally), as a result of common misconceptions about tenants’ rights without any court proceeding.  Often, for example, a tenant’s decision to withhold rent due to a landlord’s failure to repair intolerable conditions results in a nearly automatic court-ordered eviction regardless of the circumstances because the tenant did not follow withholding procedures.  Thus the question:  Will the provision of Know Your Rights information serve to inform the tenant population of what is permissible under the law and thus prevent evictions that may lead to homelessness?  This study hypothesizes an affirmative answer, and will provide rigorous evidence either way, in a project pursued in partnership with Connective and UHLC.  Identifiable research data will only be shared with research team members in UHLC.  We will receive enrollment information from Connective, but will not share identifiable data collected through data collection procedures with Connective.  With a population from which to recruit participants of about 40,000 people and an Information and Referral condition including Know Your Rights information dissemination for individuals threatened with housing instability, we will learn whether so-called “eviction diversion” is a useful tool to divert individuals and families away from a court eviction, to combat homelessness, and to keep people housed longer.

The intervention is information about tenants’ rights developed specifically for the study and not yet in circulation.  Participants will be randomly assigned to either (1) receive the Know Your Rights information and a referral to legal services or (2) receive only a referral to legal services.  Thus, both Information and Referral and Referral conditions receive something not currently disseminated (a legal services referral), and we are in equipoise about whether the thing randomized (Know Your Rights Information) provides a benefit; as noted above, there are no credible studies either way.  


We will conduct a pilot study for twelve months to understand attrition rates for enrollment into the study and for survey completion.  Thereafter, assuming the pilot suggests favorable enrollment and attrition rates, we will conduct a full study, enrolling for two years and following study participants for at least two years thereafter.  This protocol requests authorization for both the pilot and the full study. 


4.2   Describe the scientific background, rationale for the study, and importance of this research in adding to existing knowledge. 
	Evictions are hypothesized to be one of the most common pathways to homelessness.[footnoteRef:1]  Research suggests that millions of people experience eviction each year.[footnoteRef:2]  Social scientists and policy makers generally agree that when one loses “security of tenure” in a residence – an almost-certain effect of a court eviction judgment - they are said to be at risk of homelessness.[footnoteRef:3] [1:  Jack Tsai & Minda Huang, Systematic Review of Psychosocial Factors Associated with Evictions, Health Soc Care Community, 1 (2018); Deena Greenberg, Carl Gershenson, Matthew Desmond, Discrimination in Evictions: Empirical Evidence and Legal Challenges, 51 Harv. C.R.-C.L. L. Rev. 115, 116 (2016).]  [2:  Aaron Gottlieb & Jessica W. Moose, The Effect of Eviction on Maternal Criminal Justice Involvement, Scoius: Sociological Research for a Dynamic World, 4: 1-12, 1 (2018).  Authors attribute the crisis to “stagnating wages, increased rental prices, and inadequate public housing support.”; Chester Hartman & David Robinson, Evictions: The Hidden Housing Problem, Housing Policy Debate, 14:4, 461 – 501, 475 (2003).]  [3:  Marybeth Shinn, Jim Baumohl, & Kim Hopper, The Prevention of Homelessness Revisited, Analyses of Social Issues and Public Policy, 95 – 127, 98 (2001).] 

  
In addition to homelessness, many believe that eviction can lead to increased material hardship[footnoteRef:4] and forced dislocation to more disadvantaged neighborhoods.[footnoteRef:5]  Research suggests that court-ordered evictions have negative impacts on credit ratings and ability to obtain or maintain subsidized housing and other public benefits, suggesting that if individuals and families could be diverted away from the point of initiation of court proceedings, some of these consequences might be avoided.[footnoteRef:6]  Absent such diversion, the downstream impacts can include increased criminal activity, reduction of neighborhood quality, increased employment instability, and increased depression and other negative health outcomes.[footnoteRef:7]  These consequences affect not only the head of the household, but children as well, with the added stress that children may need to move schools with each eviction, disrupting their education.[footnoteRef:8] [4:  Matthew Desmond, Eviction and the Reproduction of Urban Poverty, AJS 118(1): 88-132, 119 (2012) (noting that often families lose many of their possessions after being evicted because they simply are not able to move larger items – those items that also tend to be more expensive to replace).]  [5:  Tsai & Huang, Supra note 1 at 2, 3, 7.]  [6:  D. James Greiner, Cassandra Wolos Pattanayak, & Jonathan Hennessy, The Limits of Unbundled Legal Assistance: A Randomized Study in a Massachusetts District Court and Prospects for the Future, Harvard Law Review, 126: 901-989 (2012); Hartman & Robinson, Supra note 2 at 469.]  [7:  Tsai & Huang, Supra, note 1, at 1, 3.]  [8:  Greenberg et. al. Supra note 1 at 118; Hartman & Robinson, Supra note 2 at 469.] 

  
Understanding housing issues and challenges is central to understanding poverty.[footnoteRef:9]  Many low-income households devote 80% of their household income to rent, meaning any unplanned expense results in risk of a missed payment and potential eviction.[footnoteRef:10]  Evidence suggests that low-income families have a high level of mobility, often from one disadvantaged neighborhood to the next[footnoteRef:11], and that eviction (formal or informal) can eliminate housing options.  For example, habitable affordable housing is often eliminated as an option for evicted tenants, forcing them to move into poorly maintained housing in dangerous neighborhoods. [footnoteRef:12]  There being no legal right to housing in the United States, there is no obligation on the government to provide it to those in danger of homelessness resulting from eviction.[footnoteRef:13] [9:  Supra note 4 at 122.]  [10:  Tsai & Huang, Supra, note 1, at 1.]  [11:  Supra note 4 at 89; Id. at 972.]  [12:  Supra note 4 at 89; Greenberg et. al. Supra note 1 at 118. Habitable affordable housing is eliminated as an option because individuals are often precluded from receiving public housing benefits if they have a court ordered eviction.]  [13:  Hartman & Robinson, Supra note 2 at 475.] 


Furthermore, there may be a cost to communities and society with each eviction.[footnoteRef:14]  The high level of mobility within disadvantaged communities creates instability within those communities as high levels of turnover disrupt the formation of social relationships.[footnoteRef:15]  Communities experience societal constraints with concomitant fiscal burdens related to evictions as well, such as increased use of the court system, increased use of the sheriffs (who execute eviction notices), increased demands on public benefits, and increased demands on hospitals.[footnoteRef:16] [14:  Greenberg et. al. Supra note 1 at 118.]  [15:  Id; Tsai & Huang, Supra n. 1 at 971.]  [16:  Id.] 


About half of forced moves are not the result of formal eviction – an eviction initiated by court process.  For instance, analyzing the MARS[footnoteRef:17] study in Milwaukee, Greenberg et. al. note that 48% of all forced moves were the result of informal evictions.[footnoteRef:18]  Informal evictions are those that did not go through the court process but rather involved a landlord forcing the tenant out by, for example, merely instructing a tenant to leave, changing the locks, or refusing to make repairs or cure inhabitable conditions.[footnoteRef:19]  Note that at least some of these tactics (indeed, all of those listed in the previous sentence) are contrary to law, suggesting that tenants must pursue their own legal remedies to reverse them, and most tenants do not do so in part because they are unaware that they should or must.[footnoteRef:20] [17:  Greenberg et. al. Supra note 1 at 122 (noting that MARS is an original in-person survey of 1,086 private rental households in Milwaukee).]  [18:  Id. at 125. (emphasis added).]  [19:  Housing Action Illinois & Lawyers’ Committee for Better Housing, Prejudged: The Stigma of Eviction Records (2018) https://housingactionil.org/downloads/EvictionReport2018.pdf (last accessed July 1, 2022); Hartman & Robinson, Supra note 2 at 463. ]  [20:  Id., at 147.] 

  
Further supporting the suggestion that some evictions are the result of illegal landlord action, and thus potentially susceptible to a legal intervention, is scholarship suggesting that access to free legal counsel may decrease evictions, with studies suggesting that tenants with counsel are less likely to be evicted than those without.[footnoteRef:21]  One randomized control trial (“RCT”) shows that judgements of eviction issued in 32% of cases when a litigant was assigned representation versus 52% when no counsel was assigned.[footnoteRef:22]  A second RCT similarly found that an offer of full scope representation in an eviction matter resulted in approximately two-thirds of tenants retaining their residences versus about one-third of tenants in a control group with no such offer.[footnoteRef:23]  But, when offered a full scope representation versus limited scope representation, a third RCT found no statistically significant results.[footnoteRef:24]  Thus, two of three RCTs conducted in the court eviction setting suggest that legal interventions are effective at preventing evictions.  Note further that in both of these two studies, landlords were almost always represented by counsel.  That suggests that in cases in which the court system was best equipped to produce the legally correct outcome, those cases randomized to the tenant/defendant having counsel and thus to both sides having counsel, eviction rates were substantially lower than otherwise.  That, in turn, suggests that many evictions when tenants lack counsel are extra-legal.   [21:  Supra note 4, at 123.]  [22:  Carroll Seron, Gregg Van Ryzin, Martin Frankel, and Jean Kovath, The Impact of Legal Counsel on Outcomes for Poor Tenants in New York City’s Housing Court: Results of a Randomized Experiment, 35 Law & Society Review 419 – 434 (2001).]  [23:  Supra note 6.]  [24:  D. James Greiner, Cassandra Wolos Pattanayak, and Jonathan Hennessy, How Effective are Limited Legal Assistance Programs?  A Randomized Experiment in a Massachusetts Housing Court, (September 1, 2012). Available at https://papers.ssrn.com/sol3/papers.cfm?abstract_id=1880078.] 


To be clear:  If evictions, formal and informal, were purely the result of market forces, i.e., tenants in housing that is too expensive vis-à-vis their incomes, then one might propose non-legal interventions.  One might think for example, of adjusting regulatory barriers (e.g., zoning) that might be preventing an increase in housing stock, or deploying tax credits, or increasing tenant-based subsidies.  But reports of the illegal landlord tactics identified two paragraphs above, and the results of the RCTs summarized in the previous paragraph, suggest that many formal and informal evictions are extra-legal, suggesting that legal assistance might be effective.   Indeed, there are reports of misconceptions among tenants about when an eviction is underway or has taken place.[footnoteRef:25]  However, we were not able to find any rigorous evaluations testing an early legal assistance intervention aimed at diverting the eviction altogether. [25:  Supra note 4, at 94.] 



5. Study procedures

5.1   Provide a complete overview of the study: 
· Describe the procedures participants will be asked to complete or undergo.  
· Explain step by step what participants will be asked to do 
· Include how long the procedures will take. 

If your study includes multiple variations of the procedures, please make clear which procedures are included in the variations. 
	Currently (meaning prior to the study initiation), Connective operates as follows:
1. Individuals sign up to receive texts from Connective (initially a pandemic-response service, now expanded) which is designed to connect residents with community-based services and resources in the Greater Houston area.  Connective sends the same information to all of its clients at the same time in the normal course of business.  
2. 2-3 texts per week are sent to those who have signed up to receive them, informing the recipient of resources in their area.  At present, Connective does not send information about legal services to its client base.

The study will study the effect of Know Your Rights information regarding tenants’ legal rights by randomly assigning people either to (1) receive the Know Your Rights information and a referral to legal services through a Connective text (Information & Referral Group) or (2) to just receive a referral to legal services through a Connective text (Referral Group).  Study participants will receive Information and Referral or just Referral through a lottery.  At present Connective does not send information or referrals to legal services for housing issues at all.  The idea that both the Information and Referral group and Referral group are receiving a heightened level of service from the current level provided and that there is not specific evidence that indicates preventative interventions have an impact on housing stability, resulting in equipoise, it is ethical to administer a lottery to determine the level of information provided.  
 
Incorporating the study, the procedures will be as follows:
3. Steps 1 and 2 above will remain the same.
4. In one of the 2-3 texts sent out each week, potential study participants will be asked if they self-identify as at risk for eviction, housing unstable, or are having challenges with the conditions of their rental property or with their landlord.  Sample text for these messages is included in the supporting documents section (File Name: Sample Study Texts).
5. Those who do self-identify as one of the above categories will move on to the consent procedure for the study.  Those who do not self-identify will receive alternate information regarding some other resource Connective would have sent to its population anyway.  This will not modify Connective’s services to clients in the normal course of business.  Connective’s clients will not lose access to information they otherwise would have received if the research were not happening.
6. Potential study participants will be asked to attest that they are 18 years old or older.
7. Potential study participants will be provided information about the potential to participate in the study, the voluntary nature of the study, and what information will be collected about them.  A sample script for this recruitment process is included in the supporting documents section (File Name: Recruitment Script).  
a. For the pilot study, potential study participants will be informed that The A2J Lab will review their publicly available court record data related to housing matters for two years prior to entry into the study and for up to one year beyond their enrollment.  For the full study, potential study participants will be informed that The A2J Lab will review their publicly available court record data related to housing matters for two years prior to entry into the study and up to five years beyond their enrollment.  
b. Potential study participants will be asked to allow Connective to provide their mobile phone number to The A2J Lab.
c. Potential study participants will be asked to provide their email address, as well as contact information for two alternate contacts.  
d. For the pilot study, potential study participants will be informed that this information will be used to administer three surveys asking questions about housing – one at enrollment and one at weeks 6 and 12 beyond enrollment.  For the full study, potential study participants will be informed that this information will be used to administer surveys every six weeks for up to 2 years beyond their enrollment asking questions about housing.  A sample set of survey questions that may be asked are included in the supporting documents section (File Name: Sample Survey Questions).  Each survey is expected to take no more than 10 minutes.  
e. Potential study participants will be asked to authorize The A2J Lab to access their housing related data from the Texas Homeless Management Information System (“HMIS”), and the public utilities companies serving the area.  For the pilot study, potential study participants will be asked to do this for two years prior to entry into the study and up to one year beyond enrollment in the study.  For the full study, potential study participants will be asked to do this for two years prior to entry into the study and up to five years beyond enrollment in the study. 
8. At this time, potential study participants will be asked to provide consent to participate by authorizing an electronic consent form created through Qualtrics.  A sample of the consent form is included in the supporting documents section (File Name: Consent Form).  Potential study participants who do not consent to participate in the study will receive a referral to legal services nonetheless.  Data for those who do not consent will not be transmitted to The A2J Lab.  No data collection will commence for those who do not consent to participate in the study.  
9. The A2J Lab will randomly assign study participants to either receive the Know Your Rights information and a referral to legal services through a Connective text or to just receive the referral to legal services through a Connective text.  The Know Your Rights information used for this study was designed specifically for this study and is not presently in circulation.  A copy of the information is included in the support documents section (File Name: Know Your Rights Information).
10. Information and Referral and Referral conditions will be distributed at the time of consent.
11. All study participants will take a baseline survey at the time of consent.  Sample questions that may be included in the baseline survey are included in the supporting documents section (File Name: Sample Survey Questions).  A sample script to instruct study participants on how to respond to surveys is included in the supporting documents section (File Name: Survey Scripts).
12. After enrollment, The A2J Lab will contact study participants by phone to provide them with a contact number for The A2J Lab if they have questions.  A sample script for this phone call is included in the supporting documents section (File Name: Survey Scripts).
13. After enrollment, The A2J Lab will contact the two alternate contacts provided to ensure they are willing to be alternate contacts and to inform them of the responsibilities of that role which include that the A2J Lab will call alternate contacts when the study participant has not completed a survey and The A2J Lab is not able to reach study participant.  At that time, The A2J Lab will ask alternate contact for new contact information for study participant and The A2J Lab will update its records with that information.  A sample script for this phone call is included in the supporting documents section (File Name: Survey Scripts).
14. All study participants in the pilot study will receive three surveys from The A2J Lab – one at enrollment and one at weeks 6 and 12 beyond enrollment.  All study participants in the full study will receive a survey from The A2J Lab every 6 weeks for a period 2 years beyond enrollment.  Study participants will be able to choose how to respond to the survey.  Responses will be accepted through text, through web link, or through touchtone phone response.  Study participants will receive a text notification and an email notification when a survey is ready to take.  It is expected that each survey will take no more than 10 minutes to complete.  Study participants will receive a text notification and an email reminder to take the survey three times during the five-week period that the survey is active.  After a five-week period, the survey becomes inactive and study participants are no longer able to respond.
15. Study participants will receive $10 for each completed survey in the form of electronic payment such as Venmo.  If study participant does not have access to electronic payment, The A2J Lab may use reloadable gift cards, the first of which will be mailed and thereafter reloaded online, or electronic gift cards.
16. If study participant does not complete a survey, The A2J Lab, in addition to the notifications provided by the text and email described above, will call study participant to remind them to take the survey.  A sample script for that phone call is included in the supporting document section (File Name: Survey Scripts).  The A2J Lab will make up to four attempts to reach study participant.  If The A2J Lab is not able to reach study participant after four attempts, The A2J Lab will call both alternate contacts to acquire updated contact information for study participant and to ask alternate contacts to remind study participant of the survey.  A sample script for the phone calls to alternate contacts is included in the supporting documents section (File Name: Survey Scripts).  The A2J Lab will make up to four attempts to reach each alternate contact.
17. If a study participant does not respond to five surveys in a row, The A2J Lab will automatically withdraw them from the study; however, their administrative records data will continue to be collected for up to one year, if enrolled in the pilot, or up to five years, if enrolled in the full study, following enrollment in the study.   Any prior survey data collected will be maintained.  If a study participant requests withdrawal by contacting the research team to make such a request, all previously collected administrative and survey data will be destroyed and no additional administrative or survey data will be collected.  The study team will only withdraw study participants who request it.    
18. The A2J Lab will collect identifiable data from the HMIS and the public utility companies serving the study area for each study participant through Data Use Agreements with each department/agency.  The A2J Lab will collect this data for two years prior to entry into the study and approximately monthly for up to one year beyond enrollment in the study for those enrolled in the pilot study or up to five years beyond enrollment in the study for those enrolled in the full study.  Data will be collected using the secure transfer protocol through HUIT and stored on the secure servers dedicated to The A2J Lab research.
19. The A2J Lab will collect publicly available court data related to housing through online court record search.  In order to collect publicly available court data, The A2J Lab will access the publicly accessible online court docket which does not require any permissions to view and complete a search for all enrolled participants to learn if there are any court active cases related to housing.  The A2J Lab will complete this query monthly for each enrolled participant during the data collection period.  The A2J Lab will collect this data for two years prior to entry into the study and approximately monthly for up to one year, for those enrolled in the pilot, or up to five years, for those enrolled in the full study beyond enrollment of study participant.



The below sections contain additional questions depending on the type of research that you are conducting and is meant to supplement the study overview.  Please complete each section, as applicable.
surveys/ questionnaires/psychometric testing
Skip this section if not applicable.
5.2   List the names of all surveys/questionnaires/psychometric tests to be used in this study and a description of any that are not standard/formally named (such as study-specific questionnaires).
	We propose to assess whether study participants experienced improved housing stability by administering a study specific survey three times for individuals enrolled in the pilot and every 6 weeks for 2 years beyond enrollment for those enrolled in the full study.  This survey will be a study-specific questionnaire designed by The A2J Lab.  A sample of the survey questions that may be asked are included in the supporting document section of this submission (File Name: Sample Survey Questions).


5.3   How often will participants be asked to complete the surveys/questionnaires/psychometric tests and how long will it take to complete?
	Participants in the pilot will be asked to complete a total of 3 surveys.  One at enrollment and one at weeks 6 and 12 of enrollment.  Participants will be asked to complete the surveys once every six weeks for a period of 2 years for those enrolled in the full study. This is approximately 17 surveys. 

It will take no more than 10 minutes to complete each survey.

For those study participants that do not complete the survey when prompted, The A2J Lab will follow up with them to remind them to complete the survey.  The A2J Lab will try to contact the study participant for this purpose up to four times.  A script for this contact is included in the supporting documents section of this submission (File name: Survey Scripts).

For those who still do not complete the survey after this follow up, The A2J Lab will contact the two alternate contacts provided at intake to ask the alternate contacts to remind the study participant to complete the survey.  We will attempt to reach alternate contacts up to 4 times.  A script for this contact is included in the supporting documents section of this submission (File Name: Survey Scripts).

Study participants enrolled in the full study that do not respond to five surveys in a row will be automatically withdrawn from the study however administrative records data will continue to be collected for up to five years following enrollment date.
	






5.4   Will you be using any survey software (such as Qualtrics)?
☒Yes (see question below)
☐No
	If “Yes” which survey software will you be using? :

	Qualtrics and Twilio hosted on Amazon Web Services set up through HUIT.



interviews/oral history/focus groups
Skip this section if not applicable.
5.5   Explain where interviews/focus groups will take place (including possible online venues such as Skype, online chat rooms, etc.)
	


5.6   Describe any steps you will take to protect the participant’s privacy during the interview/focus group.  
	


5.7   Describe the number of interviews/focus group sessions you anticipate for each participant and approximately how long you expect each interview/focus group to last. 
	


5.8   Do you plan to quote the remarks of participants in your study?
☐ Yes  (Refer to the consent template that you will be using for additional text to include.)
	☐ No
observational/ethnographic research
Skip this section if not applicable.
5.9   If you will be actively participating in the field (as in participant-observation), describe what this will entail.
	



5.10   Describe what and who will be observed and in what settings (such as public events, religious ceremonies, household activities, work meetings, internet chat-rooms and social media sites, etc.)
	


5.11   Will any observational data be considered private, according to the standards of that community?
☐Yes (see below)
☐No
	If “Yes” describe the information that would be private.

	


5.12   Will the data you collect contain any information that identifies specific individuals?
☐Yes
☐No
[bookmark: _Hlk45201965]5.13    Do you plan to quote the remarks of participants in your study?
☐Yes (Refer to the consent template that you will be using for additional text to include.)
☐No
5.14    Will you notify participants that they are being observed?
☐Yes
☐No (see below)
	If “No” explain the circumstances why you would not be able to let participants know they are being observed.

	


5.15    If permission to observe participants is obtained, how will you ascertain whether there are individuals who do not want to participate, and how you will manage such a situation?
	


Audio-recording/video-recording/photographs
Skip this section if not applicable.
Important Note!  If you will be audio/video recording or photographing individuals, you must obtain permission from the individual to do so.
5.16    What type of recording will take place? (check all that apply)
☐Audio-Recording
☐Video-Recording
☐Photography
☐Other (see below)
	If “Other” describe:

	


5.17    Explain what types of data will be recorded or photographed.  
	


5.18    If you will be collecting sensitive data, will you use any procedures to de-identify or anonymize the recordings or photographs?
	


5.19    Explain what will happen to the recordings/photographs at the end of the study. 
	


deception and incomplete disclosure
Skip this section if not applicable.
Deception is the intentional misleading of a subject about the nature of the study. While withholding of full information is known as incomplete disclosure.
5.20    Describe what information will be withheld from participants or what misinformation will be provided to participants.
	


5.21    Explain why this research involves no more than minimal risk to participants and why it would be impracticable to carry out the research without the use of deception or incomplete disclosure.
	


5.22    Describe the plans for debriefing participants after their participation.  If you do not plan to debrief participants, explain why. 
	



Please be sure to attach a copy of the debriefing script (if applicable) to the “Local Sites Documents” section in the ESTR SmartForm. 

data from other sources
Please complete this section if you are receiving data that is coming from other sources, for example, from a repository, medical record, institutional data, etc.  This section does not pertain to data that is being collected through interaction or intervention as part of this study. Skip this section if not applicable.
5.23   When was the data collected?
☐The data has already been collected to date (retrospective data).
☐The data will be collected (prospective data)
☒The data will include both types (retrospective and prospective)

5.24    Indicate the identifiability of the data when you collect and/or receive it:
☐Will not contain any direct or indirect identifiers; will be anonymous.
☐Will not be directly identifiable, but there will be a code held by the data source that links to 	the identities; will be coded.
☐Will contain direct or indirect identifiers, but this research team will remove them upon 	receipt; will be de-identified data.
☒Will contain direct identifiers; will be identifiable.

5.25    Describe which data sets you plan to analyze, who is providing the data to you, and whether the data are public use data sets, restricted access datasets, or another type of dataset.
	With participant consent, we plan to obtain publicly available court data for two years prior to enrollment in the study and for one year after enrollment, for those enrolled in the pilot study, and for five years after enrollment, for those enrolled in the full study, to analyze history and continuum of housing court activity.  These are public use data sets.
With participant consent, we plan to obtain participant-specific data from the HMIS and public utility companies serving the study area.  These data sets would be restricted access datasets requiring an authorization from participant for The A2J Lab to access.  We plan to access this data for two years prior to entry into the study and one year after enrollment, for those enrolled in the pilot study, and five years after enrollment, for those enrolled in the full study.
Study participants who request to withdraw from the study will have all previously collected administrative and survey data destroyed and no additional survey or administrative data will be collected.  No study participants will be withdrawn by the study team without a request from the participant.


5.26    Provide an overview of the types of variables that are contained in the dataset.
	Data set provider
	Variables 

	HMIS
	Housing history: addresses and type of housing (transitional, homeless, subsidized, self-owned, etc.)

	Publicly available court data
	Names, addresses, presence of an eviction filing and results of same, representation status

	Public utility services
	History of utility service: names and addresses.  Confirms housing information



5.27    Was the data you plan to analyze collected in a previous research study?
☐Yes (see below)
☒No
	If “Yes” provide the title/name of the previous research study and which institution and researcher collected the data for the previous study. If the data were collected in a previous Harvard University research study, provide the ESTR number assigned to that study.

	


5.28    Will any of your data be obtained from internet sites (including data mining and data scraping activities)?
☒Yes (see question below)
☐No
	If “Yes” what websites will you access to obtain the data?  
Please know that it is your responsibility to check the terms of service of any websites from which you plan to collect data to determine whether your planned data collection is compatible with the terms of service.


	Publicly available court data will be collected from the court website.


5.29    Is the data publicly available on the internet (see below definition)?
☒Yes
☐No
If an activity (textual, visual, auditory) is legally available to any Internet user without specific permission or authorization from the individual being observed, or from the entity controlling access to the information, the activity should be considered “public behavior.” Examples include “comment” postings on news sites; posting on publicly available hosting sites; postings on classified sites; and postings on unrestricted blog or wiki sites. 
5.30    Do you plan to access any data that is Protected Health Information (PHI) under the HIPAA law (for example, data held by a hospital or other healthcare provider or insurer)?
☐Yes (see questions below)
☒No 
If “Yes”, which organization will provide the HIPAA PHI to you? 
	[bookmark: _Hlk37854931]


How will permission to allow the use/disclosure of individual’s protected health information (PHI) be obtained? 
	


HRP-330 WORKSHEET: HIPAA, which may be found in the ESTR library, provides an overview of items pertaining to HIPAA that may be helpful to the study team. 
5.31   Do you plan to access any data that is FERPA protected (data that are held as education records by an educational institution)?
☐Yes
☒No
HRP-331 WORKSHEET: FERPA COMPLIANCE which may be found in the ESTR library provides an overview of items pertaining to FERPA that may be helpful to the study team. 
5.32   Do you plan to obtain data that has been obtained under “Broad Consent” (as part of the 2018 Requirements)?
☐Yes
☒No
☐ Uncertain
biological materials from other sources
Please complete this section if you are receiving biological material from other sources, for example, from a biorepository, pathology department, commercial provider, etc.  This section does not pertain to biological material that is being collected through interaction or intervention as part of this study. Skip this section if not applicable.
5.33   When was the biological material collected?
☐The biological material has already been collected to date (retrospective).
☐The biological material will be collected (prospective)
☐The biological material will include both types (retrospective and prospective)

5.34    Indicate the identifiability of the biological materials when you collect and/or receive it:
☐Will not contain any direct or indirect identifiers; will be anonymous.
☐Will not be identifiable, but there will be a code held by the data source that links to the 	identities; will be coded.
☐Will contain direct or indirect identifiers, but this research team will remove them upon 	receipt; will be de-identified data.
☐Will contain direct identifiers; will be identifiable.

5.35    How will you obtain the material? (check all that apply)
☐Residual clinical material
☐Material obtained from a vendor
☐Material that was collected as part of another research study (please see below)
☐Other – (see below)
	If you chose “another research study” provide the title/name of the previous research study and which institution and researcher collected the specimens for the previous study. If the specimens were collected in a previous Harvard University research study, provide the ESTR number assigned to that study.

	 

	If “another research study” or “Other” please specify:

	


5.36    Will the material consist of any of the following? (check all that apply)
☐Embryonic tissue
☐Embryonic stem cells
☐Stem cells
☐Fresh human fetal tissue
☐None of the above

5.37    Provide an overview of the types of variables that will accompany the biological materials (for example, identifiable data such as names, date of birth, addresses, or any data that are considered sensitive).
	


Devices
Skip this section if not applicable.
5.38    List the device(s) that you plan to use in this study (add additional lines as necessary):
	Device Brand Name
	Generic/Common Name
	Manufacturer
	Purpose
	Function/Operation

	
	
	
	
	


5.39    Is the device(s) that you plan to use FDA-approved/cleared?
☐Yes
☐No (if NO, go to item #5.41)
5.40    Is the device(s) that you plan to use being used in this research according to the FDA approval/clearance?
☐Yes
☐No (if NO, go to item #5.41)
5.41    Has the FDA determined whether the device is Significant Risk or Non-Significant Risk?
☐Yes (indicate whether the FDA device determination is SR or NSR: ________________)
☐No 
5.42    If any of the devices that you plan to use require a certified professional to operate, please explain who is certified to operate this device and whether they are on your study team.
	


If data from this study will be used to determine the safety or efficacy for the DEVICE under investigation, complete HRP-307 WORKSHEET: DEVICES which may be found in the ESTR library and attach to the “Local Site Documents” section in the ESTR SmartForm.
drugs
Skip this section if not applicable.
5.43    List the drug(s) or biologic(s) that you plan to use in this study (add additional lines as necessary):
	Drug/Biologic Brand Name
	Generic/Common Name
	Manufacturer
	Purpose
	Function/Operation

	
	
	
	
	



5.44    Is the drug(s)/biologic(s) that you plan to use FDA-approved/cleared?
☐Yes
☐No

5.45    Please explain who is qualified to dispense this drug/biologic and whether they are on your study team.
	


If data from this study will be used to determine the safety or efficacy for the DRUG/BIOLOGIC under investigation, complete HRP-306 WORKSHEET: DRUGS which may be found in the ESTR library and attach to the “Local Site Documents” section in the ESTR SmartForm.
6. risk and benefit assessment

6.1   Describe the foreseeable risks associated with your study.  Please include discussion of any physical risks and non-physical risks, such as economic, psychological, social, and legal harms. 

	If confidential information is released, names, addresses, phone numbers, housing information, and social security numbers could be available to someone finding them which could put the study participant at risk of identity theft.  Disclosure could also cause embarrassment.
Study participants receiving the Know Your Rights information may misunderstand what they read and not take steps to avoid an eviction. This latter risk is minimal, and members of the public encounter it every day when they use Know Your Rights information in a variety of legal settings.



6.2   Describe the steps that you will take to minimize risks to your participants (for example, using pseudonyms or a coding system, etc.)

	Some data sets are restricted access datasets.  When we obtain data from these sources, we will replace personal identifying information with a study-specific ID number.  We will maintain this file on SharePoint.  We will maintain the key file linking the study ID to the personal identifying information in a server accessible only by specified members of the research team.  A reasonable period of time after completion of the study (to allow data analysis, data quality checks, and any trouble-shooting), we will destroy the key file.



6.3   Are provisions needed for medical and/or psychological support resources (for example, in the event of research-related distress or incidental findings)?
☐Yes
☒No

6.4   If applicable, what steps will you take if a participant becomes distressed during your study or reports intent to harm themselves or others?
	Not applicable.



6.5   For studies that involve higher levels of risk, a data and safety monitoring plan is needed. Note that this is also a requirement for NIH Clinical Trials. Please describe the data and safety monitoring plan for this study including 1) Identification and description of individuals responsible for monitoring the trial (e.g., PI, ISM, DSMB), their roles, qualifications, and the frequency of the monitoring activities, 2) description of any specific events that would preclude a participant from continuing the intervention, 3) description of the trial stopping rules for the study, if any (e.g., increased suicidal ideation, greater than expected morbidity or mortality rate), and 4) description of the plan for management of incidental findings.
	1) individuals responsible for monitoring the trial include the Principal Investigator, D. James Greiner, and Co-Investigators, Renee Danser from The A2J Lab and Alissa Gomez from UHLC.  Monitoring activities will occur as frequently as daily and as infrequently as weekly.  
2) If a participant was no longer able to access their mobile device to review the information sent by Connective, they would no longer be able to continue in the intervention.
3) There are no trial stopping rules for the study.
4) Not applicable.


6.6   Describe any potential direct benefits to participants in the study.  If there are no individual benefits, indicate as such. 
	[bookmark: _Hlk57207078]Participants may avoid an eviction (formal or informal) if successful in the eviction diversion techniques.  If the hypothesis proves true, study participants that avoid an eviction will also have improved housing stability.



6.7   Describe any potential benefits to society.
	For those study participants that avoid an eviction, we hypothesize that they will experience improved housing stability overall as a result.  Research shows that eviction is a cause of homelessness, poverty, and deteriorating stability of vulnerable neighborhoods.  If evictions can be avoided, we suspect decreased instances of homelessness and poverty while also allowing for increased stability of vulnerable neighborhoods.


7. characteristics of the study population

7.1   Indicate the estimated number of participants, by subgroup if applicable. If it is not possible to estimate the number of participants (e.g., open online survey), please indicate that it is not possible and provide an explanation of why it is not possible. 
	[bookmark: _Hlk135643934]We request to enroll 200 study participants in the pilot study.  We request to enroll 1,000 study participants in the full study.  We will randomize ½ of the study participants to receive the Information and Referral (the Know Your Rights information and referral to legal services) and ½ to receive the Referral (just referral to legal services).



7.2   Describe the criteria for enrollment – Will you be limiting your enrollment to a certain age range, gender, people with certain health conditions, etc.?  Please also describe any criteria that will exclude people from enrollment.

	Potential study participants must self-identify as at risk for eviction, housing unstable, or having challenges with the conditions of their rental property or with their landlord.  To participate in the study, potential study participants must be an adult and must be literate in English or Spanish.



7.3   Are there any potential vulnerable populations or individuals proposed for involvement in the research?  (check all that apply)
☐Children 
☐Wards of the State
☐Prisoners/Detainees 
☐Pregnant Women
☐Adults not Competent to Consent
☒Non-English Speaking
☐Employees of Harvard University (as a focus of the study) 
☐Undergraduate Students of Harvard University (as a focus of the study) 
☐Staff or students that are part of your lab or for whom you provide oversight
☐ Other – (see below): 

	If “Other” please specify: 


	


children
Skip this section if not applicable.
7.4   What is the age range of children participating in your study?
	


7.5   Will you be collecting private, identifiable information from children from an online website?
☐Yes (see important message below)	 
☐No 
Important!  The Children’s Online Privacy Protection Act and Rule (COPPA) requires additional requirements including parental consent. 

7.6   Are there any special considerations that need to be considered? For example, do the children have a learning disability?
	


PRISONERS
Skip this section if not applicable.
7.7   Describe any advantages that prisoners may accrue through their participation in the research, especially in comparison to the general living conditions, medical care, quality of food, amenities, and earning opportunities in the prison.  
	


7.8   Explain whether the risks of the research are commensurate with risks that would be accepted by non-prisoner research participants. 
	


employees or students of harvard university
Skip this section if not applicable.
7.9   Explain how you will minimize the potential for employees and/or students of Harvard University to feel coerced or experience undue influence to participate in the research.
	


8. recruitment 

8.1   Will potential participants be provided with information about the study?
☒Yes (see below)
☐No (skip to next section)
 
	If “Yes” indicate how, when, where, and by whom participants will be recruited. If you are recruiting from a Harvard University Study Pool, describe how you meet their requirements.


	Individuals already enrolled in the Connective text program will be recruited to participate in the study.  



Please be aware that the Telephone Consumer Protection Act prevents recruitment through auto-generated SMS/text messages as well as other restrictions.

8.2   Are there any materials that will be used to recruit participants (e.g., websites, emails, posters, oral scripts)?
☒Yes (see below)
☐No
	If yes, list the materials by document name here, and be sure to attach copies to the “Consent and Recruitment Materials” portion of the “Local Site Documents” section in the ESTR SmartForm.


	Recruitment will occur via text through the Connective Text program.  A sample script for recruitment is included in the additional documents section of this submission (File Name: Recruitment Script).


HRP-315 WORKSHEET: ADVERTISEMENTS which may be found in the ESTR library provides an overview of items pertaining to advertisements that may be helpful to the study team.  
9. Screening 

9.1   Will you be screening participants for eligibility? Note that If you are using inclusion or exclusion criteria, you will be “screening” individuals in order to determine who is eligible.
☒Yes
☐No (skip to next section)

9.2   Explain what your screening criteria will be and how you will conduct the screening process.
	Screening criteria include:
1. Potential study participant self-identifies as at risk for eviction, housing unstable, or having challenges with the conditions of their rental property or with their landlord; 
2. Potential study participant is an adult
3. Potential study participant is literate in English or Spanish.

Screening will take place during the intake process for the study and prior to eliciting consent.



9.3   Do you plan to destroy the data from people who participate in the screening process and do not qualify to be in the study as soon as the screening process is over?
☒Yes 
☐No (see below)

	If “No” explain why you will keep the data collected in the screening process for people who are not eligible to participate in this study.


	



10. informed consent process 
If you plan on having more than one consent process (such as signed, written consent for one population and use of an online “click” consent script for another population), please explain which variations of the study will use which types of consent process with each of these questions.
Adult participants
If you will not include adults in your study, please skip this section.
10.1   Will you be obtaining informed consent or an agreement to participate (for Exempt studies) from 	participants that take part in your study?
☒ Yes, I will be obtaining informed consent or an agreement to participate.
☐ No, I will not be obtaining consent or an agreement to participate (skip to next section after 			answering below)

	If you will not be obtaining consent or an agreement to participate, please explain:
· why this research involves no more than minimal risk to participants and 
· why it would be impracticable to carry out the research with consent or an agreement to participate


	



10.2    Will the consenting or an agreement to participate process involve obtaining a signature?
☒ Yes
☐ No (see below)

	If a signature is not obtained, explain why:


	



10.3    What type of signature will you obtain?
☐Inked 
☒Electronic (Refer to the HUA Investigator Manual (HRP-103) for electronic signature 	requirements)
	☐Other (see below)
	If other, please describe:


	



10.4   Where will the consent or an agreement to participate process take place?
☐In-person
☒Online
☐Over the telephone
☒Other (see below)

	If other, please describe:


	Via text



 10.5   Who will obtain consent or an agreement to participate from participants? Will the Principal Investigator, other members of the Harvard University research team, collaborating researchers from other institutions, or another third party (such as a survey firm) obtain consent?
	Consent will be obtained through contact by another third party, Connective, but will be obtained on a Harvard sponsored Qualtrics account.



 10.6   Describe the process that will be used to obtain consent or an agreement to participate. 
	1. In one of the 2-3 texts sent out each week, potential study participants will be asked if they self-identify as at risk for eviction, housing unstable, or having challenges with the conditions of their rental property or with their landlord.
2. Those who do self-identify as one of the above categories will move on to the consent procedure for the study.  Those who do not self-identify will receive alternate information regarding some other resource This will not modify Connective’s services to clients in the normal course of business.  Connective’s clients will not lose access to information they otherwise would have received if the research were not happening. Connective would have sent to its population any way.
3. Potential study participants will be asked to attest that they are 18 years old or older.
4. Potential study participants will be provided information about the potential to participate in the study, the voluntary nature of the study, and what information will be collected about them.  A sample script for this recruitment process is included in the supporting documents section (File Name: Recruitment Script).  
a. Potential study participants will be informed that The A2J Lab will review their publicly available court record data related to housing matters for two years prior to entry into the study and up to one year beyond enrollment in the study, for those in the pilot study, or up to five years beyond their enrollment, for those in the full study.  
b. Potential study participants will be asked to allow Connective to provide their mobile phone number to The A2J Lab
c. Potential study participants will be asked to provide their email address, as well as contact information for two alternate contacts.  
d. Potential study participants in the pilot study will be informed that this information will be used to administer 3 surveys – one at enrollment, and one at weeks 6 and 12 beyond enrollment.  Potential study participants in the full study will be informed that this information will be used to administer surveys every six weeks for up to 2 years beyond their enrollment.  Potential study participants will be informed that these surveys will ask questions about housing.  A sample set of survey questions that may be asked are included in the supporting documents section (File Name: Sample Survey Questions).  Each survey is expected to take no more than 10 minutes.  
e. Potential study participants will be asked to authorize The A2J Lab to access their housing related data from the Texas Homeless Management Information System (“HMIS”), and the public utilities companies serving the area for two years prior to entry into the study and up to one year beyond enrollment in the study, for those enrolled in the pilot study, or up to five years beyond enrollment in the study, for those enrolled in the full study. 
5. At this time, potential study participants will be asked to provide consent to participate by authorizing an electronic consent form created through Qualtrics.  A sample of the consent form is included in the supporting documents section (File Name: Consent Form).  Potential study participants that do not consent to participate in the study will receive a referral to legal services nonetheless.  Data for those who do not consent will not be transmitted to The A2J Lab.  No data collection will commence for those who do not consent to participate in the study.  



10.7   Describe how you will assess comprehension of the research and what it means to participate, including understanding of the voluntary nature of participating.
	Participants will be provided with contact information to The A2J Lab for further information about the study if they do not comprehend.  In the first phone call to the participant, The A2J Lab will work to assess overall comprehension of the study.



children participants
If you will not include children in your study, please skip this section.
If you are including children in your research study, know that consenting or requesting an agreement to participate from a child is comprised of two parts: child assent and parent permission.
10.8   Will you be obtaining assent or an agreement to participate (for Exempt studies) from child participants that take part in your study?
☐ Yes, I will be obtaining assent or an agreement to participate.
☐ No, I will not be obtaining assent or an agreement to participate (skip to next section after 			answering below)

	If you will not be obtaining assent or an agreement to participate, please explain:
· Why this research involves no more than minimal risk to participants and 
· Why it would be impracticable to carry out the research with assent or an agreement to participate:


	



10.9   Will the assenting or an agreement to participate process involve obtaining a signature?
☐ Yes
☐ No (see below)

If a signature is not obtained, explain why:
	



10.10   What type of signature will you obtain?
☐Inked 
☐Electronic (Refer to the HUA Investigator Manual (HRP-103) for electronic signature 	requirements)
☐Other (see below)
	If other, please describe:


	



10.11   Where will the assent or an agreement to participate process take place?
☐In-person
☐Online
☐Over the telephone
☐Other (see below)

If other, please describe: 
	



10.12   Who will obtain assent or an agreement to participate from child participants? Will the 	Principal Investigator, other members of the Harvard University research team, collaborating 	researchers from other institutions, or another third party (such as a survey firm) obtain the assent?
	


10.13   Describe the process that will be used to obtain assent or an agreement to participate from 	children. 
	



10.14   Describe how you will assess comprehension of the research and what it means to participate, 	including understanding of the voluntary nature of participating.
	



PARENT PERMISSION
If you will not be including children in your research, please skip this section.
10.15   Will you be obtaining parent permission or an agreement to participate (for Exempt studies) 	from parents whose child takes part in your study?
☐ Yes, I will be obtaining parent permission or an agreement to participate.
☐ No, I will not be obtaining parent permission or an agreement to participate (skip to next 			section after answering below)

If you will not be obtaining parent permission or an agreement to participate, please explain:
· Why this research involves no more than minimal risk to participants and 
· Why it would be impracticable to carry out the research with parent permission or an agreement to participate:
	



10.16   Will the parent permission or an agreement to participate process involve obtaining a 	signature?
☐ Yes
☐ No (see below)

If a signature is not obtained, explain why:
	



10.17   What type of signature will you obtain?
☐Inked 
☐Electronic (Refer to the HUA Investigator Manual (HRP-103) for electronic signature 	requirements)
☐Other (see below)

	If other, please describe:


	



10.18   Where will the parent permission or an agreement to participate process take place?
☐In-person
☐Online
☐Over the telephone
☐Other (see below)

If other, please describe: 
	



10.19   Who will obtain parent permission or an agreement to participate from the parents? Will the 	Principal Investigator, other members of the Harvard University research team, collaborating 	researchers from other institutions, or another third party (such as a survey firm) obtain the 	permission?

	



10.20   Describe the process that will be used to obtain parent permission or an agreement to 	participate from parents. 
	



10.21   Describe how you will assess comprehension of the research and what it means to participate, 	including understanding of the voluntary nature of participating.
	



Other types of participants
If this section is not applicable, skip to next section.
10.22   If you will be including Wards of the State, explain how consent of legal guardian(s) of ward(s) will be 	obtained. How will you ensure that the appropriate person granted permission for each ward to 	participate?
	



10.23   If you will be obtaining consent from special populations such as non-English speaking participants, illiterate participants, or adults not competent to consent, please explain how you will obtain consent from those individuals. 
	In its normal course of business, Connective serves clients whose primary language is Spanish.  Consent documents and Know Your Rights information will be translated to accommodate this population.



10.24   Describe how you will assess comprehension of the research and what it means to participate, 	including understanding of the voluntary nature of participating.
	When verbal communication is necessary with clients who speak Spanish, The A2J Lab will either work with a research associate who is fluent in Spanish or use a telephone interpreter service.



Please be sure to attach copies of all informed consent/parent permission/assent materials to the “Local Site Documents” section in the ESTR SmartForm. 

11. participant compensation and financial obligation

11.1    Will your study offer any compensation/incentive to participants (including cash, gift cards, course credit, etc.)? Please refer to the Harvard University Financial Policy on Human Subject Payments. 
☒Yes
☐No (skip to #11.6)

11.2    What type of compensation will you provide to participants?
☒Cash
☐Check
☒Gift Card/Gift Certificate
☐Course Credit
☐Lottery/Raffle (see below)
☐Other (see below)

If you chose “Lottery/Raffle”:

What is the amount and total number of payments to be awarded?
	



What are the odds of winning (if known)?
	



What is the approximate timing of the drawing?
	



How will participants who are awarded be notified?
	



If you chose “Other” please specify:
	



11.3    What amount will the compensation be worth?
	$10 for each survey completed.  

Participants enrolled in the pilot study have a potential to complete 3 surveys.  Therefore, participants enrolled in the pilot study have the potential to receive a total of $30.  

Participants enrolled in the full study have the potential to complete 17 surveys therefore there is the potential for each study participant enrolled in the full study to receive a total of $170.



11.4    Describe which participants will receive compensation and when the compensation will be given. 
	Participants will receive $10 each time a follow-up survey is completed.  This incentive may be transferred through an electronic payment application such as Venmo.  If they do not have access to the appropriate electronic payment application, participants may be mailed a reloadable gift card or emailed an electronic gift card after completion of their first survey.  Thereafter, upon completion of each subsequent survey, that gift card will be reloaded online with the survey incentive compensation.  Gift cards are reloaded using the unique barcode on the original gift card and no personal identifying information of the study participant is transferred online.

All participants that complete a follow up survey will receive compensation shortly after completion.  This will occur each time a participant completes a follow up survey.  Participants enrolled in the pilot study will have the opportunity to complete a baseline survey at intake and 2 additional surveys at weeks 6 and 12 after enrollment.  Participants enrolled in the full study will have the opportunity to complete a baseline survey at intake and another survey every 6 weeks for 2 years after enrollment.  

Participants will not be compensated for a survey that is not fully completed.



11.5    Will you provide partial compensation for participants who do not complete all the study procedures?
 ☒Yes (see below)
 ☐No

If “Yes” please explain how partial compensation will be managed:  
	Participants will receive compensation for each survey they complete but will not receive compensation for any surveys they do not complete.  

Participants enrolled in the pilot study have the potential to receive $30 if they complete all surveys.  

Participants enrolled in the full study have the potential to receive $170 if they complete all surveys.  

But if a participant does not complete all of the surveys, that amount will be reduced by $10 for each survey not completed.



HRP-316 WORKSHEET: PAYMENT which may be found in the ESTR library provides an overview of items pertaining to payment that may be helpful to the study team. 
11.6   Will participants be compensated for injuries caused by study procedures, if applicable?
☐Yes (see below)
☒No
If “Yes” please explain.
	



11.7   Will participants incur any financial costs by taking part in this study?
☐Yes (see below)
☒No
If “Yes” please explain.
	


12. data collection
Initial Collection
[bookmark: _Hlk516563427]12.1   Describe the identifiability of the data when first obtained/collected:
☐Will not contain any direct or indirect identifiers (Anonymous)
☐Will not be directly identifiable but there will be a code held by the data source that links to the identities (Coded) – i.e., if receiving data from another site
☒Will contain direct identifiers (Identifiable)

12.2   In what format will the research data be collected?
☐Paper
☒Electronic
☐Other – (see below)
If  ”Other”  please specify:.
	


12.3   Do you plan to target as a study population and obtain data from individuals located in the European Economic Area (EEA)/U.K.*?
☐Yes 
☒No 
If “YES” the data you obtain may be subject to the E.U. General Data Protection Regulation (GDPR). Click here for more information. 
* The EEA/U.K. includes the 28 states of the European Union and four additional countries: Iceland, Liechtenstein, Norway, and Switzerland. Note that this regulation may also apply to data obtained over the internet.

12.4   Will data collected from individuals located in the EEA/U.K. include any of the following? (mark all that apply)
☐Information about a Subject’s Health	
☐Racial or Ethnic Origin
☐Political Opinions
☐Religious or Philosophical Beliefs
☐Trade Union Membership
☐Sexual Orientation
☐Data concerning a person’s sex life
☐Biometric Data
☐Genetic Data
☐Criminal Activity
☒None
12.5   Will the study require the use of Mobile Apps?
☐ Yes 
☒ No

List the names of each Mobile App:
	


12.6   Will the study use a web-based survey tool?
☒ Yes
☐ No 
List the names of each web-based tool:
	Qualtrics and Twilio


12.7	Select any personal device that will collect study data:
☐ Laptop  
☐ Tablet & Smartphone 
☒ None

12.8	Will the study involve study subjects using wearable technology as part of the study?
☐ Yes
☒ No 
List the names of the wearable technology:
	



12.9	Will the data be managed by Harvard researchers either remotely or housed at Harvard (e.g., physically 	or Harvard Cloud Storage)?
☒Yes
☐No

12.10   Describe the identifiability of the data when stored:
☐Will be directly labeled with personal identifying information (identifiable)
☒Will be labeled with a code that the research team can link to personal identifying information This refers to when the research team is using a crosswalk document to link identifiable data to research data and each dataset is kept separately.
☐Will not be directly identifiable but there will be a code held by the data source that links to the identities (Coded) – i.e., if receiving data from another site
☐Will not be labeled with any personal identifying information, nor with a code that the research team can link to personal identifying information (Anonymous or De-identified)
☐Other – (see below)
If ”Other” please specify:.
	



12.11   In what format will the research data be stored?
☐Paper
☒Electronic
☐Other – (see below)
If ”Other” please specify:.
	


12.12   How will the consent forms be collected and stored?
☐ Paper
☒ Electronic  
☐ Not applicable to this study  

12.13 	Will subject contact information or other individually identifiable subject information be stored in the 	data set?
☐ No  
☒ Yes  

12.14   Explain where the research data will be stored while the study is active (e.g., personal laptop, thumb 	drive, departmental computer server, office file cabinet, etc.).

	While the study is active, the link file will be stored on law school clinical server in a folder with very limited access permissions. This same folder currently contains other link files in CUHS-approved studies.  The de-identified analysis data will be stored on SharePoint.  All transfers of data including personal identifying information will be accomplished via the Harvard Law School SFTP system currently used for this purpose in other CUHS-approved studies.



12.15   What will happen to the data at the conclusion of the study? (check all that apply)
☒Direct identifiers* and/or the key to the codes will be destroyed upon completion of the research (all data will be stripped of identifying information and/or the key to codes destroyed, identifiable paper documents shredded, identifiable electronic files purged, Identifiable electronic media securely erased). Important! Data that is protected by GDPR must be destroyed at end of study.
☐Retained for study record keeping purposes per institutional policy.
☐Retained by the investigator for future research use.
☐Retained for future research use (create repository/bank).
☐Restricted use data will be destroyed or will be returned to the source.
☐No direct or indirect identifiers* are being collected.  This anonymous data will be retained at the discretion of the investigator.
☐This research is a clinical trial conducted under FDA regulations. Direct identifiers* and/or the key to the codes will be destroyed as directed by the sponsor (IND/IDE holder) in accordance with FDA regulations.
☐Other – (see below)
If ”Other”  please specify:.
	


* Direct identifiers. These are variables that point explicitly to particular individuals or units. Examples include: names, addresses, including ZIP and other postal codes, telephone numbers, including area codes, Social Security numbers, other linkable numbers such as driver’s license numbers, certification numbers, etc.
Indirect identifiers. These are variables that can be problematic as they may be used together or in conjunction with other information to identify individual respondents. Examples include: detailed geographic information (e.g., state, county, province, or census tract of residence), organizations to which the respondent belongs, educational institutions (from which the respondent graduated and year of graduation), detailed occupational titles, place where respondent grew up, exact dates of events (birth, death, marriage, divorce), detailed income, offices or posts held by respondent.
Data Transfer
12.16   Do you anticipate that the research data will be transferred or transported from your possession to 	another at any time?
☒Yes
☐No (skip to question #12.19)
Important! Data transferred to or from international locations may have additional data restrictions.

12.17   Explain what methods you will use to transfer/transport the data and how you will minimize the risks 	of a data breach during the transmission process.
	Participant information will be transferred to the HMIS and public utility companies serving the study area in order to receive participant-specific records from those departments/agencies.  Transmission of the identified data will be done through the Harvard SFTP to the department agency.  Transmission of the corresponding data back to The A2J Lab from the department/agency will occur through the Harvard SFTP.


12.18   Will data be transferred from the EEA* to Harvard or another non-EEA location?
☐Yes
☒No
* The EEA includes the 28 states of the European Union and four additional countries: Iceland, Liechtenstein, Norway and Switzerland.
Data Controls
12.19   Will (or has) a Certificate of Confidentiality (CoC) be (been) obtained for this study? If your study meets 	the definition of a clinical trial according to the NIH, a CoC will be automatically issued with your 	funding. 
☐Yes
☒No
12.20   Does your protocol have a Data Use Agreement?
☒ Yes
☐ No
13. sharing Data with others
13.1   Will the data be released to anyone who is not on the Harvard University Area research team?
☒Yes
☐No (skip to question #13.4)

13.2    Other than the Harvard University Area research team, who will have access to the data?
☒Colleagues/Collaborators at other institutions
☐Transcribers/coders hired by the research team
☐Sponsor/Funding Agency
☐OpenScience or other framework (Specify:        )
☐Other (see below)
If ”Other”  please specify:.
	



13.3    How will the data be shared/disclosed beyond the Harvard University Area research team?
☐Without any identifiers
☐Coded
☒With Identifiers

13.4    Will you be sharing research findings with study participants?
☐Yes (see below)
☒No
If “Yes” please describe which findings will be shared, when they will be shared, and how they will be shared with participants (in-person, over the telephone, etc.):
	



13.5    Does the study include establishing a repository for sharing data or specimens with other researchers?
☐Yes (If so, please know that a separate IRB submission will be needed if a data or specimen repository will be created)
☒No

genomic data sharing
13.6    Will you be submitting data to a national data repository (dbGaP, GEO, etc.) or other type of repository for broad sharing of data?
☐Yes
☒No
13.7    Will you require a Genomic Data Sharing (GDS) Institutional Certification per NIH GDS policy?
☐Yes
☒No
13.8    Include a description of all fields to be submitted to the repository:
	


13.9    Describe the plan for de-identifying data for inclusion in the repository, including how the key linking the identity of participants will be maintained and who will have access:
If data will be prospectively collected, specific elements are required to be included in the informed consent form that you will be using in this study.  Please see the NIH guidance document.
If data that will be submitted have already been collected under another IRB or other collection protocol, please be sure to attach a copy of the IRB approval and approved consent form(s) used to collect the underlying data/specimens to the “Local Site Documents” section in the ESTR SmartForm. 
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