SUBMITTING A RESEARCH PROPOSAL

Informational Letter RRC-20030830

Please note that in its role as a public institution, DBH only approves proposals that have the potential to
benefit clients and contribute to the existing knowledge base. Proposals to conduct research solely to
provide an educational experience for the researcher will not be approved.

Overview of Application and Research Process

1. Researcher submits 8 copies of proposall to the secretary of the Research Review Committee
(RRC),Zanng with a letter of sponsorship from the Principal Investigator (PI) if the researcher is not
the PI

2. Secretary ensures packets are complete, and then distributes them to Committee members.

3. If project is approved as submitted, the Chair of the RRC signs the R&A Form and returns it to the PI.
If proposal is not approved, the Pl may resubmit it after revision or explanation, as requested. (NOTE:
Resubmissions must be complete packets unless the Committee specifically requests otherwise.) If
the Committee does not approve the second submission of the proposal, the Pl may appeal to the
Director of Behavioral Health or designee.

4. Once the project is approved by the RRC, the applicant must obtain approval signatures from the
program managers of the regions that will be affected, from the Deputy or Deputies over those
regions and from the Director or designee, prior to beginning the research.

5. For the duration of the project, the researcher must submit a monthly project update to the
Department liaison appointed for that project, with a copy to the Chair of the rcc.®

6. At the conclusion of the project, the researcher must provide to the Committee a copy of the research
findings (thesis, dissertation, paper, manuscript, etc.), and a statement confirming that all PHI-type
data’ has been returned to DBH or appropriately destroyed.5

Required Contents of Application Packet

1. Cover Letter (To include a statement of approval and responsibility for proposal by the Principle
Investigator)

Table of Contents (QMO065)

Application Face Sheet (QM066)

Resources, Risks and Support Form (QM067)

Statement of Agreement (QM068)

Informed Consent Form (may use QMO069 or one more specific to project)

HIPAA Compliance Assertion (QMO070)

Application Checklist (QM071)

Review and Approval Form (QM072)

0. Research Plan

Specific Aims

Brief Background and Literature Review

Formal statement of research questions and, if applicable, research hypotheses
Research Design and Methods (including description of statistical analysis proposed)
Statement Regarding Protection of Human Subjects

Statement Regarding Special Protection for Children

Proposed Project Timeline or Sequence of Events

Data Security and Disposal Plan

i. References (for Literature section)

10. Attachments (this section may include other information specific to the project)

a. Sample Consent Form (if DBH form not used above)
b. Data collection form(s)
c. Surveys and instruments

BOoNOOA~WN

S@moao0oTy

1 Proposal must include all forms and supporting documentation.

2|n the case of students, the Principal Investigator is the Chair of the thesis committee or faculty advisor.

3 Email update reports are acceptable

4 “Protected Health Information” as defined under HIPAA, as well as any other personally identifiable data.

5 For PHI-type data stored on paper, or on CD or other removable computer storage, the disks or files should be shredded or otherwise permanently destroyed; if
stored on hard drives, the files must be overwritten at least three times IAW industry security standards.
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Department of Behavioral Health Leave Blank — RRC Use Only _
San Bernardino County, California Received: Comm. Date:
Research Application Face Sheet | assignedo: Response Date:
Title of Project (max of 150 characters, including spaces) (for RRC Use)
Tracking #
Project Subtitle (max of 75 characters)
Applicant Sponsor (e.g., graduate advisor, non-profit org, DBH, etc.)
1. Name (last, first): 9. Name (last, first):
2. Current Position: 3. Degree 10. Relationship to Applicant:
4. Department, School, or Organization 11. Department, School, or Organization
5. Address 12. Address
6. Telephone 7. Fax 13. Telephone 14. Fax
8. Email: 15. Email:
16. Client contact? 17. Involves children? 18. General Design of Study
[ Yes [1No [ Yes [ No [ Experimental  [] Co relational (post-hoc)  [] Survey [] Case Study
19. TYPE(S) OF DATA TO BE COLLECTED
[ Archived Records (e.g., closed charts) [ Client Surveys or Instruments Administered by Researcher(s)
[] Active Records (e.g., open charts) [ Client Surveys or Instruments Administered by DBH Staff
[ cslI Database Extracts [ other
20. DATES OF PROPOSED PROJECT PERIOD | 21. DATE OF FINAL 22. ACADEMIC BASIS (if applicable)
(MM/DD/YY) REPORT (MM/DD/YY) [ Thesis [ Dissertation [ Class Project
Other
From: To: O

STATEMENT OF PROPOSAL.: Concisely state both the project’s broad, long-term objectives and specific aims, specifying how the project relates to the
mental health field. Briefly describe the research design and methods for achieving these goals. This abstract is meant to serve as a succinct and accurate
description of the proposed work, separate from supporting documentation. If the application is approved, this description, as is, will become public information.
Therefore, do not include proprietary/confidential information. THIS IS A FILLABLE-FORM DOCUMENT. PLEASE USE WORD PROCESSOR OR
TYPE. DO NOT EXCEED THE SPACE PROVIDED.
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Research
STATEMENT OF AGREEMENT BETWEEN & Evaluation

RESEARCH APPLICANT AND Department of Behaviaral Heaith
THE DEPARTMENT OF BEHAVIORAL HEALTH qlg,,. Bernarding County

Research applicants agree to the following conditions to:

1. Conform to the ethical guidelines set forth in the APA'’s Ethical Principles, which can be obtained without
cost from http://www.apa.org/ethics/code2002.html.

2. Immediately report any client concerns or complaints to the Department’s Office of Patients’ Rights, and
simultaneously inform the Chair of the Research Review Committee (RRC).

3. Immediately inform the Research Review Committee of unexpected complications that may occur during
the course of the research.

4. Inform the RRC of any proposed changes in research design or methodology, and not implement those
changes without RRC approval.

5. Maintain all DBH-derived data and information in a secure and confidential manner, protecting both
information that could identify clients and data that have research value.

6. Send monthly reports of the project’s progress to the Department staff assigned to monitor the research,
with a copy to the Chair of the Research Review Committee. (This may be done by email.)

7. Provide a copy of the project’s final report, thesis or dissertation to the Research Review Committee within
60 days of project completion. In the event the project is terminated before completion, an explanatory
report must be made to the Committee within 30 days of project termination.

8. Provide copies of all raw data, including data tables and spreadsheets kept in electronic format, to the
Chair of the Committee, within 60 days of project completion or 30 days of termination, as applicable.

9. After conclusion or termination of the project, securely preserve and/or destroy all DBH-derived data and
information in accordance with ethical and legal guidelines.

SPECIFIC ASSURANCE OF CONFIDENTIALITY

“As a condition of doing research involving persons who have received services from the Department of
Behavioral Health, San Bernardino County, California, | agree not to divulge any information obtained in the
course of such research to unauthorized persons and not to publish or otherwise make public any information
regarding persons who have received services in a way that the person who received services is identifiable. |
understand that video and/or audio recording of clients requires special committee approval and signed
consent to that effect by the client. | recognize that unauthorized release of confidential information may make
me subject to civil action under provisions of California’s Welfare and Institutions Code.”

| agree to abide by the conditions set forth above, and understand that failure to comply may result in
the termination of my project, notification of my sponsoring agency or school, and referral to ethics
committees and legal authorities, as appropriate.

Title of Research Proposal:

Estimated Completion Date:

Signature of Researcher Date
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Resources, Risks and Support Form

Project Title:

DBH Resources Needed (If no resources are needed, [ ] check here. If additional forms are attached, check here. [])
Estimated DBH Staff Hours: What type(s) of staff?
Department Equipment:
Other DBH resources:
Estimated Client Hours:

Assessment of Potential Risks (Check here if special forms or other attachments accompany this application. [])
Describe in detail any foreseeable risks to participants:

Describe how the researcher will mitigate these risks:

Special Considerations for Child Participants (complete this section if Box 17 on Face Sheet is checked)
Will this project involve direct contact with minors? [] Yes [ ] No

If “Yes”, please describe in detail how parental/guardian informed consent for participation will be obtained and how the
children’s rights and welfare will be protected. (Check here if special consent forms or other attachments accompany this application. [])

Other Agency Involvement (If no other agencies are involved, please check here. [])

If other public or private agencies, schools, or institutions will be involved in this project, please describe the nature of their
involvement and your specific relationship to that agency.

Direct DBH Involvement or Support (If there is no DBH involvement, please check here. [])

If this project relates to or is internally supported by DBH staff or administrators, please describe the nature and
involvement of these personnel.
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Research
& Evaluation

Department of Behavsaral Heaith
San Bernarding County

Documentation of Informed Consent

Statement of Voluntary Participation for Clients

It has been fully explained to me that participation in this study is not required as part of my
treatment in the department. | am taking part in this study of my own free will. | understand that |
can refuse to participate now or at any time during the study, without consequence or effect on
my services here. | understand that the information obtained in this study is confidential and that
my rights as a participant will be fully protected as specified in the Welfare and Institutions Code
and as required by the Ethical Principles of the American Psychological Association.

Signature Date

Printed Name

(If participant is a child, parent’s signature and printed name must be completed below)

Parent’s Signature Date

Parent’s Printed Name

Statement of Voluntary Participation for Employees

It has been fully explained to me that participation in this study is not required as condition of my
employment in the department. | am taking part in this study of my own free will. | understand
that | can refuse to participate now or at any time during the study, without consequence or
effect on my employment. | understand that the information obtained in this study is confidential
and that my rights as a participant will be fully protected as specified in the Welfare and
Institutions Code and as required by the Ethical Principles of the American Psychological
Association.

Signature Date

Printed Name

Researcher Acknowledgement

Signature Date

Printed Name

Note: The original of this form must be submitted to the Chair of the Research Review
Committee for inclusion in that investigator’s file.
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HIPAA Compliance Assurance

Project Title:

NAME OF RESPONSIBLE PERSON TO USE OR RECEIVE THE LIMITED DATA SET

LAST NAME, FIRST NAME, MIDDLE INITIAL/ORGANIZATION NAME:

LIST ALL OTHER PERSONS WHO WILL HAVE ACCESS TO, USE, OR DISCLOSE THE INFORMATION: [45 CFR § 164.514(E)(4)(A)(I1)(B)]

ASSURANCES

] The requested information and/or dataset is/are the minimum required to successfully complete this project.
[] The use of this information presents no more than minimal risk to clients, staff or researchers.
[] The privacy risks of this project are reasonable in relation to the anticipated benefits of the research

DATA TO BE DISCLOSED

INTENDED USES AND DISCLOSURES OF LIMITED DATA SET

(The purpose is limited to research, public health or health care operations as defined by the HIPAA Privacy Rule, 45 CFR § 164.501) [45 CFR 8 164.514(e)(4)(i)(A)]

SPECIFIC PLAN TO PROTECT DATA SET DURING TERM OF PROJECT

SPECIFIC PLAN TO DESTROY OR RETURN DATA SET AT CONCLUSION OF PROJECT

AGREEMENT

In exchange for access to the limited data set, |, and those listed above agree to the following:

= will not use or further disclose the information accessed or received other than as permitted by this data use agreement or as
otherwise required by law. [45 CFR § 164.514(e)(4)(ii)(c)(1)]

= will us e appropriate safeguards to prevent the use or disclosure of the information other than as provided for by the data use
agreement. [45 CFR § 164.514(e)(4)(ii)(c)(2)]

= will report to DBH any use or disclosure of the information not provided for by this data use agreement of which I, or those listed
above become aware. [45 CFR § 164.514(e)(4)(ii)(c)(3)]

= ensure that any agents, including a subcontractor, to whom I, or those listed above provide the limited data set agree to the same
restrictions and conditions that apply to myself, or those listed above in this agreement with respect to such information. [45 CFR §
164.514(e)(4)(ii)(c)(4)]

= will not identify the information or contact the individuals. [45 CFR § 164.514(e)(4)(ii))(c)(5)]

= agree not to use or further disclose the information in a manner that would violate any requirement of the HIPAA Privacy Rule, 45
CFR Parts 160 and 164. [45 CFR § 164.514(e)(4)(ii)(A)]

= agree to return all data covered by this agreement to DBH at the conclusion of the project, or to fully document that it was destroyed
and the means of its destruction. [45 CFR § 164.512(i)(2)(i))(G)]

Reguestor Signature: Date:

RRC Chair Signature: Date
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Application Submission Checklist

Title of Project:

Researcher :

Because DBH receives many requests for data, access to clients, and research support, a structured
approach to handling these requests has been developed. To ensure your application receives prompt,
careful attention, please use and submit this checklist with your application packet.

1.

10.

11.

12.

13.

14.

15.

If you are a student, your application packet includes a letter from your advisor or instructor
clearly indicating that your proposed research (A) has been reviewed and (B) meets the
research standards of your university.

Your proposal specifies your research design and shows why it is the appropriate design
for this kind of research.

Your literature review is no longer than necessary to show that the research you propose is
(A) important (B) derives from previous research activities, and (C) will likely contribute
new knowledge to the field.

If your design requires statistical procedures, you have consulted with people
knowledgeable in this area to ensure that you have chosen the right statistic.

If you are using a research hypothesis, it is clearly stated.

You have already consulted with DBH staff at the sites you are interested in using in your
research.

You have built enough time into your research design that you will not likely run into
serious time pressures due to the lengthy review and authorization processes at DBH.

If your research will involve direct contact with clients, you have prepared and attached a
comprehensive Consent to Participate form that satisfies legal and ethical requirements.

You have carefully considered potential risk factors and included in your application packet
detailed information about how these will be managed.

N/A

O Oo0o0oodg o oood Oodaios
0 O ooodg o ooodog oodaod
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DBH Research Application
Review and Approval Tracking Form

Project Title:

Researcher:

Tracking No.

Brief Description:

Research Review Committee Findings

Chair Date Signature Recommendation
[ ] Approval [ Disapproval
COMMITTEE FINDINGS AND COMMENTS
Regional Manager Date Signature Recommendation
] Approval [] Disapproval
] Approval [] Disapproval
] Approval [] Disapproval
] Approval [] Disapproval
Deputy Date Signature Recommendation

] Approval [] Disapproval

] Approval [] Disapproval

Authorization to perform the research specified in Research Application

Approving Authority

Date

Signature

Determination

] Approval [] Disapproval
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