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Texas Health and Human Services Commission (HHSC) requires this concept for review and consideration of a value-based  agreement for a new or existing drug/product. Concepts must be submitted prior to requesting a meeting with HHSC. Requestors should include supporting clinical trial data, publications or other related evidence-based clinical practice (including references) as PDF attachments. Concepts submitted with incomplete or missing information will not be accepted. All fields below must have an entry. If a field does not apply, enter “N/A” instead of leaving it blank.
I. Contact Information
II. Summary of Concept
III. Additional Information
1. Provide a brief description of the treatment regimen, procedure or drug/product covered by this concept (include relevant National Drug Codes (NDCs), if applicable).
2. Is the drug/product approved by the U.S. Food and Drug Administration (FDA)? ......................
a. If yes, what was date of approval (if applicable)?
b. If yes, for what indications has it been FDA-approved (if applicable)?
c. If no, what is the Prescription Drug User Fee Act (PDUFA) date (if applicable)?
3. Is this a Centers for Medicare and Medicaid Services (CMS) rebate-eligible drug?....................
4. Provide a brief description of current alternative treatment regimens, procedures or drugs/products (include billing codes, if known, and NDCs, if applicable).
5. What are the patient populations covered by this concept (e.g., condition, age, gender, ethnicity)?
6. Provide any relevant ICD-10 diagnosis codes related to the drug’s indicated patient population.
7. Is the drug self-administered, clinician-administered or both? ..................
8. What types of providers would use this intervention (e.g., type of physician, therapists, advanced practice nurses)?
9. Does the drug/product have any special handling requirements or limited distribution?
IV. Effectiveness
1. What is the potential effectiveness of this treatment regimen procedure or drug/product for the indicated condition(s)?
2. Regarding health outcomes, how does this treatment regimen procedure or drug/product compare to alternatives? 
3. How would this treatment regimen, procedure or drug/product improve the health of the Texas Medicaid population?
V. Safety
Note: Failure to disclose harms may result in a concept rejection.
1. What are the potential harms or other safety concerns regarding this treatment regimen procedure or drug/product?
2. Is there an FDA-mandated Risk Evaluation and Mitigation Strategy (REMS) program for this drug/product?
3. What is the severity of potential harms (e.g., how often do the harms include death or severe disability)?
4. How do the potential harms of this treatment regimen, procedure or drug/product compare with alternative treatments for the indicated condition(s)?
VI. Cost
1. What is the average cost of this treatment regimen, procedure or drug/product on a per utilization basis? Is the treatment intended for one-time, intermittent or permanent use? 
2. How do these costs compare to alternative treatments for the indicated condition(s)?
How the average costs compare to alternative treatments for the indicated condition(s)
VII. Health Outcomes or Metrics
1. What are the desired and/or expected health outcomes and/or metrics, their markers and/or measurements, and the length of 
    time of the measurable health outcomes/metrics (e.g., improved survival, decreased need for hospitalization)?
2. Are there documented cost savings, cost increases, cost offsets or cost avoidances of this treatment regimen, procedure
or drug/product?
3. What concessions are you prepared to make if the measurable health outcomes and metrics are not met within the time frame?
VIII. Coverage
1. To your knowledge, which private insurers reimburse for this treatment regimen, procedure or drug/product?
2. Cite any CMS National Coverage Determinations (NCDs) or Local Coverage Determinations (LCDs) on this treatment and the 
    date issued. 
3. Does your organization have existing value-based agreements or alternative payments models in place with any other state 
    Medicaid program?
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