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Dept: Nursing Facility: Arkansas (Hot Springs) - CHI St.
Vincent Hot Springs

Role: Co/Sub Investigator   

Mailing Address: teresa.lambert

Will this person conduct the informed consent
process?

Yes No  

Will this person have a financial conflict of
interest?

Yes No  

Name: Allison Fitts Degree(s)/
Title:

RN, CMSRN, Clinical Nurse

Phone: Email: Allison.Fitts

Dept: Nursing Facility: Arkansas (Hot Springs) - CHI St.
Vincent Hot Springs

Role: Co/Sub Investigator   

Mailing Address: Allison.Fitts@

Will this person conduct the informed consent
process?

Yes No  

Will this person have a financial conflict of
interest?

Yes No  

V. Location Information

Affiliated Locations:
 CHI National Office Arkansas (Little Rock) - St. Vincent Infirmary

Medical Center

 Iowa (Des Moines) - Mercy Medical Center Kentucky - Flaget Healthcare

 Kentucky (Louisville) - Jewish Hospital and
St. Mary's Healthcare

Kentucky (Lexington) - Saint Joseph Health
System

 Nebraska (Omaha) - Alegent Creighton
Health

Nebraska (Lincoln) - Nebraska Heart Institute

 Nebraska (Lincoln) - St. Elizabeth's Nebraska (Kearney) - Good Samaritan

 Oregon (Roseburg) - Mercy Medical Center Pennsylvania (Reading) - St. Joseph Regional
Health Network

 Tennessee (Chattanooga) - Memorial
Health Care System

Texas (Bryan) - St. Joseph Health System

 Texas (Lufkin) - Memorial Health System Texas (Houston) - St. Luke's Health

 Washington (Tacoma) - Franciscan Health
System

Mercy Medical Center Redding

 Mercy General Hospital Mercy San Juan Medical Center

 Mercy Hospital of Folsom Methodist Hospital of Sacramento

 Woodland Memorial Hospital Dominican Hospital

 St. John's Regional Medical Center St. John's Pleasant Valley Hospital
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 St. Joseph's Medical Center of Stockton Pacific Central Coast Health Center, Inc.

 St. Mary's Medical Center Northridge Hospital Medical Center

 California Hospital Medical Center - Los
Angeles

St. Rose Dominican Hospital - Rose de Lima

 Sequoia Hospital Sierra Nevada Memorial-Miners Hospital

 Mercy Hospital St. Bernardine Medical Center

 Bakersfield Memorial Hospital Glendale Memorial Hospital and Health Center

 Mercy Medical Center Dignity Health Medical Foundation

 Arroyo Grande Community Hospital Saint Francis Memorial Hospital

 Mercy Gilbert Medical Center French Hospital Medical Center

 Community Hospital of San Bernardino Mark Twain St. Joseph's Hospital

 Mercy Medical Center Mt. Shasta Mercy Southwest Hospital

 Oak Valley Hospital St. Elizabeth Community Hospital

 St. Rose Dominican Hospital - San Martin St. Rose Dominican Hospital - Siena

 St. Joseph's Behavioral Health Center Dignity Health Medical Foundation - Rocklin

 Dignity Health Medical Foundation - Mercy
Cancer Center - Carmichael

Dignity Health Medical Foundation - Mercy
Cancer Center - Elk Grove

 Dignity Health Medical Foundation - Mercy
Cancer Center - Rocklin

Mercy Oncology Center - Redding

 Other - list sites below CIRI Cooperative Group Network

 Nebraska (Grand Island) - St. Francis
Medical Center

North Dakota - St. Alexius Health

 Texas (Houston) - Texas Heart Institute Centura - list site(s) below

 Iowa - Wheaton Franciscan Healthcare   

 If "Centura" or "Other" was selected:

 Other/Centura Performance Site: Arkansas (Hot Springs) - CHI St. Vincent Hot Springs

VI. Data Security Risk Assessment and Mitigation:

Disclosed Information:

No protected health information (PHI) will be used, accessed or disclosed for this project. Employee
names and email addresses will be used for communications throughout this project, which are publicly
available in the CommonSpirit Health directory. 

The following demographic data will be collected: 

Sex/Gender

Age

Current Role

Current Unit
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Highest educational degree

Employment status

Number of years employed 

Number of years in present position

Overall satisfaction with professional practice within the organization

How will you obtain the protected health information that will be used at any point in the study?

No protected health information (PHI) will be used, accessed or disclosed for this project. Email
addresses and names will be obtained from a standard nursing distribution list normally used for business
purposes. 

Which identifiers will you have possession of at any point in the study?

 Name of individual or family members Address  

 All elements (except years) of dates related
to an individual

Telephone numbers  

 Fax number Email address  

 Social Security Number Medical record number  

 Health plan beneficiary number Account number  

 Certificate or license number Any vehicle or other device serial number  

 Web URL Internet Protocol (IP) Address  

 Finger or voice print Photographic image  

 Any other characteristic that could uniquely
identify the individual

None  

 If you selected "Social Security Number", please provide justification to include, use or disclose the
social security number.

 
How will you maintain the data/PHI?

All study data will be stored on a secure CHI St. Vincent AR owned server for a minimum of 5
years. Only the members of the research team will have access to the study data.

How will you transfer, transmit, transport data/PHI?

Data will be collected electronically through Qualtrics and exported to SPSS for data analysis by
research team member Pamela Ashcraft. No PHI is being collected for this study.

How will you remove the HIPAA identifiers?

For study purposes email addresses, IP addresses, and names are not being collected. The
Qualtrics survey is completely anonymous. 

Upon completion of the survey, participants will have the voluntary option to provide an email
address to be entered into a random drawing for a prize valued at no more than $25.

Participants will be directed to a separate link to collect email addresses for the drawing. This
assures anonymity of the survey responses. Once the drawing has been completed, this data will
be destroyed.
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Who will see the PHI at the research site?

No PHI is being collected for this study. Investigator and research team members will have access to
email addresses. 

Who will see the PHI other than the research site?

 Institutional Review Boards Federal and state regulators  

 Institutional research oversight/quality
assurance/compliance personnel

Researchers at other institutions who are
collaborating on the study

 

 Sponsor of the research and sponsor's
representatives (Laboratory, CRO,
specimen repository)

Sponsor monitors or auditors  

 Regulatory agencies from other countries Data Safety Monitoring Board  

 Student's mentor at their school/college/
university

NIH, NCI  

 Other:     

How will you store or destroy the dataset and any identifying information after the study is
complete?

After five years, the electronic data will be permanently deleted/erased from the server. 

Are there additional details related to data security for your study that have not been captured in
an earlier question?

All study data will be stored on a secure CHI St. Vincent AR owned server for a minimum of 5
years. Only the members of the research team will have access to the study data.

No medical records will be reviewed for this study. 

Employees will access the online survey via a hyperlink included in the email distribution. The
online survey will be administered using Qualtrics. Responses will not be linked to specific
employees. Demographic questions do not include any participant identifiers. Only members of
the research team will have access to the data, which will be stored on a secure CHI St. Vincent
AR server.

No personally identifying data will be collected.

VII. Type of Review Requested:

 Determination of Not Human Subject Research

 Determination of Exemption

 Expedited and Limited IRB Review

 Convened IRB

 CSHRI IRB to cede to another IRB OR another IRB to cede to CSHIRB

 Treatment Use including Single Patient Use

 Emergency Use
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CHI SVI

All nursing department employees will be invited to participate in the survey. An email/flyer will be sent to
all nursing department employees using their CommonSpirit account. Follow-up  reminders by email will
be sent up to a maximum of twice weekly while the survey is open to encourage increased participation. In
addition, investigators and nurse leaders will also encourage participation through sharing the same email/
flyer in shared governance council meetings, staff meetings, and rounds on nursing units.

 

CHI SVHS

All clinical employees will be invited to participate in the survey. An email will be sent to all clinical
employees using their CommonSpirit account. Follow-up reminders by email will be sent as needed
to encourage increased participation. In addition, investigators and nurse leaders will also encourage
participation through flyers/announcements in shared governance council meetings, staff meetings, and
rounds on nursing units.

 

Recruitment Plan

The recruitment email flyer will contain a link for the online Qualtrics survey (Appendix B). An informed
consent cover letter (no signature required) will be provided on the first page of the online survey.
Acknowledgement of the informed consent cover letter will be required to proceed to the survey.

 

Upon completion of the survey, participants will have the voluntary option to provide an email address
to be entered into a random drawing for a prize valued at no more than $25. Prizes include a set of 2
backpacker chairs, 1 rapid rider tube float, 1 picnic basket/blanket set, and 1 self-inflating lounger or a
gift card. Four individuals at CHI SVI and four individuals at CHI SVHS will be randomly selected to
receive one of the gifts from the email addresses submitted. Participants will be directed to a separate
link to collect email addresses for the drawing. This assures anonymity of the survey responses. Once the
drawing has been completed, this data will be destroyed.

 

The survey will be available for a period of 6 weeks. In order to reach a 95% confidence interval and a
5% margin of error, 235 responses are needed. If that has not been reached in the 6-week time frame, the
survey will remain open for an additional 4 weeks. If that minimum number has not been reached at the
end of 10 weeks, the data will be analyzed using the total number received. Once the survey has closed, the
data will be gathered, cleaned, and analyzed using the procedures outlined in section 8.0 of this document.

Exemption Category 2 - Children :
 Children Involved in

Research?
Yes No

 Children as Research
Subjects?

Yes No

Exemption Category 2 - Procedures for Privacy:

Employees will access the online survey via a hyperlink included in the email flyer
distribution. The online survey will be administered using Qualtrics. Responses will not
be linked to specific employees. Demographic questions do not include any participant
identifiers. Only members of the research team will have access to the data, which will
be stored on a secure CHI St. Vincent AR server. No personally identifying data will be
collected. No IP Addresses will be collected.
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Exemption Category 3 Criteria:
 Benign Behavioral Interventions:

 
 Deception? Yes No

 Exclusion of Children? Yes No

 This response is optional:
Authorized Deception of Subjects:
 

Exemption Category 4 Criteria:
 The identifiable private information or identifiable biospecimens are publicly available

 Information, which may include information about biospecimens, is recorded by the investigator
in such a manner that the identity of the human subjects cannot readily be ascertained directly
or through identifiers linked to the subjects and the investigator may not contact or re-identify the
subjects.

 The research involves only information collection and analysis involving the investigator's use of
identifiable health information when that use is regulated under HIPAA.

 The research is conducted by, or on behalf of, a Federal department or agency using
government-generated or government-collected information obtained for nonresearch activities.

Exemption Category 5 Criteria:
 Federal Website:  

Exemption Category 7 Criteria - Broad Consent:
 Obtain Broad Consent

 Broad Consent Description:
 

 Obtain Waiver for Broad Consent

 The only record linking the subject and the research would be the informed consent form and
the principal risk would be potential harm resulting from a breach of confidentiality.

 The research presents no more than minimal risk of harm to subjects and involves no
procedures for which written consent is normally required outside the research context.

 If the subjects or legally authorized representatives are member of a distinct cultural group
or community in which signing forms is not the norm, and there is an appropriate alternative
mechanism for documenting that informed consent was obtained.

 Tracking Declined Consent:
 

 Alternative for Documenting Broad Consent:
 

Exemption Category 8 Criteria - Broad Consent:
 Broad consent for the storage, maintenance, and secondary research use of the identifiable

private information or identifiable biospecimens was obtained. (Please upload a copy of the broad
consent form to your submission).

 There are adequate provisions for protecting the privacy of subjects and to maintain the
confidentiality of data.

- 12 - Generated on IRBNet







 

Vulnerable Populations

 Pregnant Women, Fetuses, or Non-Viable
Neonates

Neonates  

 Children Prisoners  

 Individuals with Decisional/Cognitive
Impairment

Wards of the state  

 Employees Economically disadvantaged  

 None Other:   

Inclusion Criteria:

CHI SVI

All employees in CHI St. Vincent Infirmary?s Nursing Department that provide clinical care,
including nursing care, will be invited to participate. 

CHI SVHS

Employees at CHI SVHS that provide clinical care, including nursing care, will be invited to
participate. 

 

 

Exclusion Criteria:

CHI SVI

Exclusion criteria would be any participant who does not identify as a nurse or as an employee
of the nursing department. If any responses are received by participants who are not CHI SVI
nursing department coworkers, their responses will be excluded.

CHI SVHS

If any responses are received by participants who are not a part of the targeted population at CHI
SVHS, their responses will be excluded

Plan for Recruitment:

Recruitment will include emailing a flyer to all CHI St. Vincent AR identified employees using their CommonSpirit
account. Additionally, investigators and nurse leaders will encourage participation through sharing the same flyer at
shared governance council meetings, staff meetings, and rounding on the nursing units.

An informed consent cover letter (no signature required) (Appendix B) will be provided on the first page of the
online survey. Acknowledgement of the informed consent cover letter will be required to proceed to the survey. By
completing the survey, employee agrees to participate in the research study. 

Emails (Appendix A) will be sent to all employees in the participant population; additional reminders will be sent by
email as needed to encourage increased participation.

Flyers (Appendix A) to encourage participation will be used as handouts in meetings, and when rounding on the
nursing units.
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List of PHI Sources:

No PHI is being collected for this study. Investigator and research team members will have
access to email addresses.

Access to Identifiers:

No PHI is being collected for this study. Investigator and research team members will have
access to email addresses.

Plan to Protect Identifiers:

Employees will access the online survey via a hyperlink included in the email flyer distribution.
The online survey will be administered using Qualtrics. Responses will not be linked to specific
employees. Demographic questions do not include any participant identifiers. Only members of
the research team will have access to the data, which will be stored on a secure CHI St. Vincent
AR server. No personally identifying data will be collected. No IP Addresses will be collected.

Identifiers Destroyed:

The data will be kept for a minimum of five years. After five years, the electronic data will be
permanently deleted/erased from the server.

Waiver Justification:

Recruitment of subjects is dependent on the ability to provide an electronic link to the survey to participants.
Without the ability to access email addresses or distribution list, recruitment will not be possible. 

PHI Justification:

Recruitment of subjects is dependent on the ability to provide an electronic link to the survey to participants.
Without the ability to access email addresses or distribution list, recruitment will not be possible. 

PHI as Minimum Information:

No PHI is being collected for this study. Investigator and research team members will have
access to email addresses. Email addresses will be accessed only for recruitment purposes. No
IP Addresses will be collected.

Number of Records
Accessed:

Less than or equal to 50 Greater than 50  

Principal Investigator/Treating Physician Attestation

Please note that the PI must sign this package. If the PI is a student, resident, trainee, or fellow,
this package must also be signed by the mentor.
This application must be sent to the CSHRI IRB by the Principal Investigator only after the Principal
Investigator has reviewed and determined that all information is accurate. The Principal Investigator
assumes responsibility for ensuring that (please check all):

• I certify that the information provided in this application, and the accompanying materials, is
complete and correct. All required materials have been uploaded as part of this submission.
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• I certify that all known unanticipated problems (including those that are SAEs, involve potential or
real loss of privacy/ confidentiality) have been reported to the CSHRI IRB.

• I certify that all personnel engaged in research activities on this project are listed on this application
and that all personnel have completed Financial Conflict of Interest (FCOI) disclosures (your
application will not move forward until this is completed).

• I certify that any change in investigator or study staff's Conflict of Interest status are accurately
reported as required by CSH's Governance Policy No.1 and to the IRB.

• I certify that all personnel engaged in research activities are in compliance with the current CIRI
Research Education Plan.

• I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the
study, the ethical performance of the project, and the protection of the rights and welfare of human
subjects.

• I certify that the study will be conducted The Principal Investigator and study staff will conduct the
study only as described in the application and accompanying protocol.

• Any changes to the protocol or research personnel will be submitted to the IRB for prospective
approval, except when necessary to eliminate apparent immediate hazards to the subject(s).

• I agree to comply with all CSHRI IRB policies and procedures, including the CSH Research Data
Security requirements as well as with all applicable federal, State, and local laws regarding the
protection of human subjects in research.

• I will ensure that this study is performed by qualified personnel adhering to the study protocol, and
will retain auditable records for all research activities including personnel trainings.

• I will only Access, Use, and Disclose PHI as described in this application.
• If changes in obtaining, storing, transmitting, transporting, destroying of PHI are needed, an

amendment/modification form must be submitted for review and approval prior to implementation of
the change.

• If the data is lost, stolen, or improperly used, accessed or disclosed in any way other than outlined
in the study, I will notify the Privacy Officer immediately. This includes loss or theft of hardcopy,
computer or mobile device containing PHI, faxing to wrong number, etc. I will also notify the IRB, as
applicable, as this may constitute an Adverse Event per the Common Rule.

• I understand that if I do not abide by CSH Data Security requirements that I will be subject to
possible disciplinary action, reporting to federal or state authorities, criminal prosecution, and/or civil
penalties.

By clicking Next, you agree to the above statements.

HIPAA Attestation

The information listed in the waiver application is accurate and all research staff will comply with the
HIPAA regulations and the waiver criteria. I assure that only the minimum amount of protected health
information necessary to complete the study aims will be used and/or disclosed during the conduct of
this research. I assure that PHI obtained as part of this research will not be reused or disclosed to any
other person or entity other than those listed on this form, except as required by law. If at any time I want
to reuse this information for other purposes or disclose the information to other individuals or entity I will
seek approval by the IRB.

INSTRUCTIONS TO RESEARCHERS

 [top]

Now that you have completed this document, check your work, attach all appropriate documents,
electronically sign and submit your work. If you have any questions, please refer to the guidelines in the
IRBNet Forms and Templates Library.
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