Office of Medical Director
REQUEST FOR PROPOSAL (RFP)
Study of Lithium Drug Prescribing to Reduce the Risk of Suicide

[bookmark: _GoBack]Request for Proposal Number:  MH-16-RE-012-LIT
Request for Proposal Issued:  October 8, 2015
Proposal Due Date:  November 5, 2015, by 2:00 p.m. 
Purpose of Funding Opportunity:  The Ohio Department of Mental Health and Addiction Services is seeking a researcher to assist the Office of Quality, Planning and Research (OQPR) staff to study the use of lithium in persons with Severe and Persistent Mental Illness (SPMI) in the community.  This study will examine the prescribing patterns of lithium for adults who are between the ages of 18 and 64 and who are covered by Medicaid.   The study will compare the lithium prescribing patterns to prescribing patterns of antidepressant/mood stabilizing drugs for the defined population. 
Background and Intent
Between 2008 and 2012, approximately 7,200 Ohioans died by suicide, which is the 11th leading cause of death in Ohio.  Research indicates that mood disorders are associated with an increased risk of suicide (Harris & Barraclough, 1997; Tondo, Isacsson, & Baldessarini, 2003).  Various studies have found that the use of lithium as a supplemental or an alternative treatment may reduce the risk of suicide deaths for individuals diagnosed with either bipolar disorders or recurrent major depressive disorders (Goodwin, Fireman, Simon, Hunkler, et al., 2003; Muller-Oerlinghausen, 2001; Kessling, Sondergard, Kvist, & Anderson, 2005; Guzzetta, Tondo, Centorrino, & Baldessarini, 2007).  

According to Guzzetta, et. al, 2007, previous studies are limited due to a lack of methodological heterogeneity; thus, they recommend that future studies examining the relationship between lithium and suicide risk should involve randomized control tests.  However, Goodwin, et al (2003) conducted a retrospective cohort study of a comparison of the treatment effects between lithium and divalopex on reducing the risk of suicide among fourteen-year olds diagnosed with bipolar disorder.  To compare the effects of the two drugs, the researchers examined drug claims of two health insurance companies for the defined population over an 11-year period. Kessling, et al. (2005) commented that Goodwin, et al.’s approach was a plausible methodology for examining and comparing the effects of lithium and other antidepressants on reducing the risk of suicide.   According to Kessling, et al., while not as rigorous as random control trials, studies with designs similar to the Goodwin et al. framework can detect patterns over time for a large population and can control for various factors, such as age, gender, and diagnosis.  

The proposed project is limited in its ability to generalize results to all Ohioans.  The study will include only drug prescribing patterns associated with Medicaid claims.  It is not known how drug prescribing patterns differ among Medicaid-covered individuals and those covered under other health insurance plans.  However, the Medicaid population comprises a large proportion of Ohioans who receive treatment within the public behavioral health system.  Examining prescribing patterns of lithium and other anti-depressants will offer state and local policymakers a more detailed perspective of how these drugs may reduce the risk of suicide for individuals receiving treatment within the public behavioral health system.  In addition, policymakers may be able to develop guidelines for primary care providers who are prescribing anti-depressants to Medicaid covered individuals at risk of suicide. 

In summary, while limited in its ability to generalize results to all Ohioans, this project has the potential to assist state and local policymakers in two important ways.  First, the project should provide insight as to whether lithium when compared to other anti-depressants reduces the risk of death by suicide for Medicaid-covered individuals.  Second, information collected from the study may assist policymakers in formulating lithium prescribing guidelines for primary care providers who are treating Medicaid-covered individuals with diagnoses of bi-polar and major depressive disorders.  

Eligible Applicants
The applicant must: 
· Be a college or university
· Have demonstrated experience in conducting drug prescribing studies for individuals served within the public Behavioral Health (BH) system
· Be knowledgeable about literature that supports the proposed protocol techniques
· Be knowledgeable about literature about the relationship between pharmacological treatment and suicide risk factors 
· Have experience in merging and analyzing Medicaid BH claims, Medicaid drug claims, and death certificate files
· Demonstrate ability to conduct the study, analyze the information, and prepare a final report by June 30, 2016 

Fund Source and Requirements
1. Period of Funding:  December 1, 2015 through June 30, 2016; award is not renewable.
2. Amount of Funding Available:  One project will be funded; maximum amount of funding for the project is $35,000.

I. Scope of Work
The selected researcher will serve as the principle investigator for the project.  The researcher will perform the following tasks:
1) Conduct a literature search for the purpose of identifying similar studies and examining appropriate models that could be replicated in this study.  Also, the literature search would provide insight into proposed indicators and recommendations for on-going quality improvement monitoring. 
2) Construct a protocol to examine Medicaid claims to detect prescribing patterns of lithium and other drugs for adults who are diagnosed as SPMI, are between the ages of 18 and 64, and are treated in community-based settings.  Examples of community-based settings include certified behavioral health services providers and primary care practices.  The protocol will identify appropriate ways to include and exclude claims, to define service episodes, to develop appropriate measurements/indicators that determine appropriate and inappropriate prescribing patterns, and to monitor claims for future quality improvement. 
3) Develop a data analysis plan that describes how the prescribing patterns will be analyzed and how the research team will work with the Sicide Prevention State Inter-Agency Advisory group members and OhioMHAS staff to develop policy recommendations.
4) Analyze results and apply the results to community-based settings in order to develop policy recommendations.
5) Provide written documentation to the Office of the Medical Director about the protocol.  Documentation will include business rules regarding the data inclusion and exclusion criteria, definitions of indicators, and other pertinent information needed to maintain the protocol.
6) Prepare a final report.  The final report will include recommendations on how to use the data to improve lithium prescribing patterns for Medicaid-covered individuals in Ohio.
7) Present findings to policymakers and other stakeholders at a briefing sponsored by OhioMHAS.  The presentation will include a discussion on current prescribing patterns and ways in which OhioMHAS and providers can monitor and change current prescribing patterns, as deemed necessary by the results.   
II. Questions, Technical Assistance, and Updates
A. All questions must be submitted electronically no later than October 21, 2015 by 4:00 p.m.  Questions may be submitted at mail box name. No questions will be answered after the deadline.  Questions and responses will be posted within two business days of receipt of the question at  http://mha.ohio.gov/Default.aspx?tabid=725.  You may NOT contact any OhioMHAS staff member directly with questions regarding this RFP.  Contacting staff directly with questions could result in disqualification of a proposal.
B. Interested parties are required to monitor this website for any updates to the RFP.

III. Proposal Contents 
The combined page limit for the project narrative and applicant qualifications and experience sections is 10 single spaced pages in 12 point Times New Roman font.  A draft protocol should be submitted as Appendix A, and is not counted in the page limit.  Also, this page limit does not include the cover sheet, agreement to comply with the reporting requirements, the budget table, and budget narrative. 

Only one email should be submitted, including all components of the proposal contents as attachments.  Proposal submissions must include the following:
A. Cover Sheet
1. Name of applicant, address, phone number; principal investigator and contact information; fiscal officer name and contact information; and, applicant’s federal tax ID.
2. Applicant status as college or university.
3. Amount of funding requested.
B. Project Narrative
·  Project Description:  The project description should provide a clear, concise overview of how the applicant will conduct the study. 
· Literature Review Plan:  The literature review plan should explain what disciplines of literature will be reviewed to ensure the appropriateness of the proposed protocol.  Also, the plan should discuss what literature disciplines will be reviewed for selecting measurements/indicators to determine appropriate and inappropriate prescribing patterns and to monitor on-going quality improvement.
· Draft Protocol (to be submitted as Appendix A):  In this appendix, the applicant should:
a. Identify what anti-depressants will be compared with lithium to determine the effects of reducing suicide and explain why the comparative anti-depressants were chosen.
b. Identify what diagnoses will be used and explain why these diagnoses were selected.
c. Explain the criteria for including and excluding claims.
d. Define service episodes.
e. Provide examples of measurements/indicators that determine appropriate and inappropriate prescribing patterns.     
· Data Analysis Plan:  The plan should describe how the applicant will analyze the prescribing patterns and explain how the applicant will work with the Suicide Prevention State Inter-Agency Advisory Group members and OhioMHAS staff to develop policy recommendations.  
Maximum allowable points for Project Narrative are 75 points.
C. Applicant Qualifications and Experience
1. Describe your experience in conducting drug prescribing studies for Medicaid-covered individuals who have a BH diagnosis.
2. Describe your experience in merging and analyzing Medicaid BH claims, Medicaid drug claims, and death certificate files.
3. Describe staffing plan and capacity to complete the project by June 30, 2016.
Maximum allowable points for Applicant Qualifications/Experience are 25.
D. Participant and Reporting Requirements  The applicant must provide a statement agreeing to the following:
1. Submit, on a quarterly basis, a narrative of progress made in achieving project goals and problems encountered. 
2. Provide written documentation to the Office of the Medical Director about the protocol, including business rules that specify the data inclusion and exclusion criteria, definitions of indicators, and other pertinent information needed to maintain the protocol.
3. Prepare a final report that includes recommendations on how to use the data to improve lithium prescribing patterns for Medicaid-covered individuals in Ohio.
4. Hold a presentation to disseminate the report findings to the State Inter-Agency Suicide Prevention Advisory Group members and OhioMHAS staff.
Mandatory
E. Program Management
Provide a timeline of all major activities and incorporate required deadlines.
Maximum allowable points for Program Management are 5.
F. Budget, and Budget Narrative
Proposals must include a budget that identifies all costs to complete the tasks described in the proposal.  The budget must encompass all aspects of the proposed work, including any travel necessary for completing the work.  All travel must be at State of Ohio rates.  The budget narrative must describe and provide justification for major expenses and unusual items.    Applicant must use the Budget Expenditure Form (Attachment A) and Budget Narrative (Attachment B).
Maximum allowable points for the Budget and Budget Narrative are 10.

IV. Proposal Submission
A. Proposal Due Date: November 5, 2015 at 2:00 p.m.
Proposals must be received by this time to be considered.  Risk of delay or failure of delivery rests with the applicant.
B. Where to Submit:  All proposals must be submitted to: SFY16NeedsassessmentRFP@mha.ohio.gov. No faxed, mailed, courier delivered, or hand carried proposals will be accepted. In the email subject line, enter:  Study of Lithium Drug Prescribing to Reduce the Risk of Suicide.  Only one email should be sent, including all required content elements listed in Section III as attachments to the email.

V. Proposal Evaluation
The proposal scoring criteria are attached (Attachment C).

Anticipated Date of Award Announcement: November 30, 2015.  

VI. Conditions of Award
A. OhioMHAS reserves the right to make no award, make an award for a lesser amount, make an alternative award for the specified project or make an award for a shorter duration.  OhioMHAS reserves the right to ask clarifying questions, issue conditional awards, and negotiate a best and final proposal with one or more applicants(s). OhioMHAS reserves the right to waive errors and omissions that do not materially affect the proposal. Errors and omissions may result in lower evaluation scores or rejection of the proposal.
B. OhioMHAS will not be liable for any costs incurred by applicant in responding to this RFP, regardless of whether the department awards through this process, cancels the RFP, or makes the award through a different process.
C. Funding awarded pursuant to this grant depends on the availability of state and/or federal funds.  Should funding be reduced or terminated, the amount of funds available for reimbursement under this grant may be reduced or terminated upon notice to awardee(s), without further obligation on the part of OhioMHAS.
D. As authorized in Ohio Revised Code Section 5119.61, OhioMHAS will collect information and data from awardee. Awardee will provide required information and data electronically, through the Proving Ohio’s Prevention Success (POPS) online reporting system. All information and data will be reviewed by project staff. Failure to comply with reporting requirements shall result in further action by OhioMHAS, which may include withholding of funds.
E. Awardees will be solely responsible for reporting, withholding, and paying all employment related taxes, payments, and withholdings for self and any other personnel, including but not limited to: Federal, State, and local income taxes, social security, unemployment or disability deductions, withholdings, and payments.
F. Awardees must execute OhioMHAS Agreement and Assurances upon notice of award. No requests for edits, additions or deletions will be considered. This is non-negotiable. Please read the OhioMHAS Agreement and Assurances prior to submission of your proposal and do not apply if you are unable to comply with any component.  (For reference, a copy of the Agreement and Assurances can be found in Attachment D).
G. The following conditions apply to deliverables provided by the awardee(s):  All items, products, deliverables and intellectual property developed, produced, dependent upon, derived from and/or begun as a result of this award shall:
· Identify OhioMHAS and, if applicable, the federal grant, as the funding source;
· Reserve to OhioMHAS – and to the federal government if this sub-award includes federal funds – a royalty-free, nonexclusive and irrevocable right to reproduce, publish, or otherwise use the work for public purposes, and to authorize others to do so;
· Be provided to OhioMHAS as specified in the award; and
· Be approved by OhioMHAS before dissemination.
This paragraph does not apply to copyrighted materials purchased or licensed for use pursuant to this award except to the extent that the rights of copyright ownership were purchased with grant support.
H. Implementation Deadline:  Project begins December 1, 2015.   
I. Deadline for Completion of Funded Work:  June 30, 2016.
Proposal Due Date: November 5, 2015 at 2:00 p.m.

Attachment C: 
Ohio Department of Mental Health and Addiction Services (OhioMHAS)
Request for Proposal
  Analysis of Lithium Drug Prescribing to Reduce the Risk of Suicide Study
Factors and Criteria for Evaluation
(Proposals will be scored and point values assigned to the following identified criteria).

	Mandatory Requirements
	Meets
	Does Not
Meet

	Applicant’s signed statement of agreement to: 
· on a quarterly basis, submit a report about progress made and problems encountered 
· provide written documentation to the Office of the Medical Director about the protocol, including business rules that include the data inclusion and exclusion criteria, definitions of indicators, and other pertinent information needed to maintain the protocol
· prepare a final report that includes recommendations on how to use the data to improve lithium prescribing patterns for Medicaid-covered individuals in Ohio
· hold a presentation to disseminate the report findings to OhioMHAS and the Suicide Prevention State Inter-Agency Advisory Group 
	
	

	Applicant is a college or university
	
	



Rating Scale:
0—Does Not Meet.  Proposal does not comply with the requirement or does not meet expectations for the criterion.
1—Weak.  Proposal does not substantially comply with the requirement and/or does not substantially meet expectations for the criterion.
2—Moderate.  Proposal generally meets requirement, but is weak in meeting minimal expectations for the criterion.
3—Meets.  Proposal meets the requirement and meets expectations for the criterion.
4—Strong.    Proposal meets the requirement and exceeds expectations for the criterion.
5—Greatly Exceeds.  Proposal meets the requirement and greatly exceeds expectations for the criterion.

	Criterion
	Rating
(R)
	Weight
(W)
	Total Possible
Score
(R x W)

	Project Narrative

	Project Description provides a clear, concise overview of how the applicant will conduct the study and meets stated requirements of RFP.
	
	1
	5

	Literature Review Plan:  Literature review plan provides reasonable justification for selection of the disciplines of literature to be reviewed to ensure that the protocol is appropriate and  the literature disciplines to be reviewed for selecting measurements/indicators to determine appropriate and inappropriate prescribing patterns and to monitor on-going quality improvement.  
	
	2
	10

	Draft Protocol:  Protocol 1) identifies appropriate anti-depressants to be compared with lithium to determine the effects of reducing suicide and reasonably explains why the comparative anti-depressants were chosen; 2) identifies appropriate diagnoses to be used, and offers reasonable explaination for why these diagnoses were selected; 3) identifies appropriate criteria for including and excluding claims; 4) appropriately defines service episodes; and 5) provides good examples of measurements/indicators that determine appropriate and inappropriate prescribing patterns. 
	
	10
	50

	Data Analysis Plan:  Provides a workable description of how the applicant will analyze the prescribing patterns and how the applicant will work with the Suicide Prevention State Inter-Agency Advisory Group members and OhioMHAS staff to develop policy recommendations.
	
	2
	10

	Total Score for Project Narrative
	
	
	75

	Applicant Qualifications and Experience

	The applicant demonstrates relevant and strong experience in conducting drug prescribing studies for Medicaid-covered individuals who have a BH diagnosis.
	
	3
	15

	 The applicant demonstrates relevant and strong experience in merging and analyzing Medicaid BH claims, Medicaid drug claims, and death certificate files.
	
	1
	5

	The applicant demonstrates adequate staffing plan and capacity to complete the project by June 30, 2016.
	
	1
	5

	Total Score for Applicant Qualifications and Experience
	
	
	25

	Program Management

	A detailed timeline incorporating required deadlines is included, and appears reasonable for completing the work.
	
	1
	5

	Total Score for Program Management
	
	1
	5

	Budget and Budget Narrative

	A detailed budget form with budget justification is included and expenses are reasonable.
	
	1
	5

	The budget narrative provides satisfactory explanation of expenses.
	
	1
	5

	Total Score for Budget and Budget Narrative
	
	
	10

	Total Overall Score
	
	
	115
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