PROTOCOL TITLE: COVID-19: Documenting Challenges Faced by California Families with Children 0-5 Years Old on WIC
INSTRUCTIONS FOR RESEARCH INVOLVING SURVEYS/INTERVIEWS AND/OR FOCUS GROUPS: use in conjunction with the online Initial Review Application form when no sponsor authored protocol is available.

Objectives
The purpose of the project is to: (1) identify barriers that WIC participants in Los Angeles County are experiencing in using WIC food benefits (e.g., access to WIC-eligible foods); (2) identify additional short-term unmet basic needs (e.g., food and housing insecurity, as well as access to unemployment benefits, healthcare, childcare, and social support while required to remain at home) of low-income families during the COVID-19 pandemic.
Background
There is little to no current knowledge on the impact of a pandemic on WIC families and the barriers they face. Findings from this study could inform the USDA and states for the need of additional waivers of WIC program requirements and inform mobilization of additional resources outside of direct WIC-related needs.
Indicate the procedures that you will use to collect data. 
☐Surveys – Attach all surveys you will use in this study. 
☒Interviews – Attach an interview script with the questions that will be asked during the interview. 
☐Focus groups – Attach a summary of the questions and issues that will be discussed during the focus sessions.  
☐Observation of public behavior – Describe the behavior you will be observing below. 
Click here to enter text.
☐Other – Describe any other data collection or research procedures you will be conducting
Click here to enter text.
 Will you record any information that directly or indirectly identifies the individual on the data collection form (survey, interview responses or documentation of observations)? 
☐Yes – Provide justification for recording identifiers.  In other words, why do you need to record the identifiers?  
Click here to enter text.
☒No
☐I am collecting data through more than one survey, interview or observation. Responses obtained from only the following will include direct or indirect identifiers:
  Click here to enter text.
Participants' will be:
☒ Audiotaped  
☐ Videotaped
Recordings will be labeled with direct or indirect identifiers:   ☐ Yes     ☒ No

Data Management and Confidentiality
☒ I understand that if this study involves the use of the UC Davis Health Electronic Health Record (EMR/EPIC) also contains the clinical data for Marshall Medical Center (MMC). I understand that MMC patient data cannot be accessed for research purposes and that I must take the necessary steps to ensure that MMC data is not accessed, used, or disclosed for UC Davis Health research purposes. 
☒ I understand that if this study involves use of UC Davis students’ educational records (including records in the PI’s own possession such as course exams/assignments), I must consult with the Registrar’s office to see if all requirements of the Family Educational Rights and Privacy Act (FERPA) are satisfied.  

Indicate how you will protect the data that you obtain and/or the information you record while conducting this study from disclosure to any individual who does not have a right or a need to access the information (check all that apply)
☒ Individual’s responses/statements will not be linked to their identity. (No identifying information will be included on the documents/recordings and the documents/recordings will not be coded and linked to the individual’s identity.) 
☐ Individual’s responses/statements will not include any information that identifies the individual, but the responses/statements will be coded and linked to their identity on a separate document or in a separate database.  
☒ All identifiable electronic data will be maintained on an encrypted device requiring a password for access. Passwords will not be shared and will be protected from access. 
☐ If the research includes review of medical or education records:  Identifiable information from medical or education records will be stored on an encrypted device, investigators will follow applicable university policies (UC Davis Hospital Policy 1313, UCDHS P&P 2300-2499, and UC Business and Finance Bulletin on Information Security (IS-3).  
☒ All paper records will be stored in a locked room/file-cabinet with access limited to only individuals who have a right and need for access. 
☒ Other – (e.g. how will you manage the confidentiality for visual images and/or audio/video tapes?)  
For recorded interview data, NPI staff will download and store all de-identified interview data on a password-protected shared drive. 
Inclusion and Exclusion Criteria
Inclusion Criteria:
      All participants with at least 1 child on WIC who are either within their WIC certification period in January 2020 or with a certification period beginning in March 2020 if they are newly eligible or returning to WIC after a period of not receiving WIC service. Mothers who have at least 1 child on WIC and are also pregnant will be included in the sample.

Exclusion Criteria:  
      All families with a language preference other than English or Spanish, All caregivers under the age of 18, All pregnant moms who do not have another child on WIC, All participants with no phone numbers in WIC WISE (WIC central internal database), Parents of foster children  
Age Range: 
      18+
     
Study Timelines
The duration anticipated to enroll all study subjects for prospective data collection only:
☒ I will be enrolling subjects until: October  2020
Click here to enter text.
The estimated date for the investigators to complete this study (complete primary analyses):
 December 2020
Data Banking
Will data be banked for future use? ☐ Yes ☒ No 
If yes, will the data that are banked be identifiable?
☐ Yes, the data will be identifiable
☐ No, the data will be completely anonymous.
☐ No, the data will be stripped of identifiers and will be coded.  The link to the individual’s identity will not be made available to those requesting data from the data bank and will be maintained separately from the data bank.
Where will the data be stored?  
The survey data will be entered into Qualtrics surveys. Survey responses and respondent contact information (used to send gift cards) will be recorded in separate Qualtrics surveys and will not be linked in any way.  Only NPI staff involved in the study will have access to the Qualtrics account used to manage and enter data. Qualtrics servers are protected by high-end firewall systems, and scans are performed regularly to ensure that any vulnerabilities are quickly found and patched. Complete penetration tests are performed yearly. All services have quick failover points and redundant hardware, with complete backups performed nightly. Qualtrics uses a confidential systems component design, using multiple checks to certify that packets from one subsystem can only be received by a designated subsystem. Access to systems is restricted to specific individuals whose access is monitored and audited for compliance. 

Qualtrics uses Transport Layer Security (TLS) encryption (also known as HTTPS) for all transmitted data and uses data centers that are independently audited using the industry standard SSAE-16 method. Qualtrics employs the general requirements set forth by many Federal Acts, including the FISMA Act of 2002, and meets or exceeds the minimum requirements as outlined in FIPS Publication 200.  

For interview data, NPI staff will download and store all de-identified interview recordings on a password-protected shared drive and this data will be encrypted during transport. 

How long will the data be stored? 
The data will be stored for one year after the study concludes.
Who will have access to the data? 
Only NPI staff involved in the analysis of the data will have access to the data.  
Describe the procedures to release data, including: the process to request a release, approvals required for release and who can obtain data.
This data will not be released. Data will only be accessible by NPI staff involved in this study.  


Risks to Subjects
☒ This data collection study poses the risk of loss of confidentiality.  The risk will be minimized through the processes described above. This study will abide by all applicable law, regulations, and standard operating governing the protection of human subjects, student information and protected health information.
☐ Other – Describe: Click here to enter text.
Potential Benefits to Subjects
☐ The participants who complete surveys or participate in interviews, focus groups or observation of public behavior are not likely to receive any benefit from the proposed research but others may benefit from the knowledge obtained.
☒ Other – Describe: Subjects will benefit from the compensation for participation as well as the opportunity to contribute to improving WIC program services during the current COVID pandemic as well as in the future during ‘normal’ times as well as other times of population crises. 
Sharing of Results with Subjects
☒ Results will not be shared with subjects.
☐ Results will be shared with subjects – Describe: Click here to enter text.
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