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State of Illinois
Department of Healthcare and Family Services
Standards of Care Supplemental Provider Agreement for Hemophilia Management
 
WHEREAS, the undersigned Provider wishes to submit claims for the dispensing of blood clotting factor to eligible Healthcare and Family Services clients; and 
 
WHEREAS,  the Department of Healthcare and Family Services requires certain Standards of Care to be followed for the dispensing of blood clotting factor; and
 
WHEREAS, this Standards of Care Supplemental Provider Agreement establishes the relationship between the Illinois Department of Healthcare and Family Services (Department) and the Provider to allow payment for dispensing blood clotting factor to eligible Healthcare and Family Services clients; and
 
WHEREAS, this Standards of Care Supplemental Provider Agreement does not affect any other relationship or agreement between the Department and the Provider, including but not limited to, the general Provider Agreement between the Department and the Provider.
 
NOW THEREFORE, in order to be able to submit claims for payment for dispensing blood clotting factor to Illinois Medicaid clients, PROVIDER NAME, PROVIDER NUMBER hereby agrees to the following:
 
Article 1. Definitions.  As used in this Agreement, the following terms have the following meanings: 
1.1         Ancillary Supplies shall mean medically necessary supplies required to perform the IV administration of          clotting factor.
1.2         Caregiver shall mean any family or nonfamily member that is responsible for providing the Patient's healthcare needs         
1.3         Gift shall mean any gratuity, discount, entertainment, travel, transportation, hospitality, loan, forbearance, use of Provider owned vehicles, or other tangible or intangible item having monetary value including but not limited to, cash, food or drink
1.4         Department shall mean the Illinois Department of Healthcare and Family Services.
1.5         HTC shall mean federally designated Hemophilia Treatment Center.
1.6         Patient shall mean the person who receives services from the Pharmacy Provider.
1.7         Patient's Family shall mean a parent, grandparent, sibling, cousin, aunt or uncle of the Patient.
1.8         Pharmaceutical Manufacturer shall mean the entity that manufactures and distributes blood clotting factor.
1.9         Provider shall mean the pharmacy providing blood factor dispensing services to the patient.
1.10     RIN shall mean the Illinois Department of Healthcare and Family Services Recipient Identification Number.         
Article 2.  Reporting of New Patient Information to Department.
2.1    Upon initial Acceptance of a Patient, Provider must collect the following information and report it to the Department on Attachment A.
 
2.1.1    Ascertain how the Patient learned of the services offered by the Pharmacy.
         2.1.2         Patient's Hemophilia Treatment Center (HTC), if applicable. 
2.1.3         Patient name
2.1.4         Recipient Identification Number (RIN)
2.1.5         Patient's current address and phone number
2.1.6         Patient's date of birth
2.1.7         Patient's sex
2.1.8         Primary language spoken in the home
2.1.9         Patient's weight
2.1.10         Patient's inhibitor status
2.1.11         Current blood factor prescribed
2.1.12         Current dose of blood factor and prophylactic and bleed dosing schedules
2.1.13         Date the current prescription was issued by prescriber
2.1.14         Current bleed information
2.1.15         Quantity of factor the patient has in their home
2.1.16         Information about infusion logging
 
Article 3.  Ongoing Patient-Specific Reporting to the Department.   
3.1     The Provider shall report to the Department any of the following situations:
 
         3.1.1    Patient need to be seen or evaluated through a home visit
         3.1.2         Discontinuation of providing pharmacy services to the Patient
         3.1.3         Patient need to speak directly with a blood factor manufacturer
         3.1.4         Patient need for transportation related to their healthcare
         3.1.5         Any offer of employment to a Patient or a member of the Patient's family
         3.1.6          Existence of extra blood factor in a Patient's home 
Article 4.  Reporting to the HTC/Prescriber.  Providers must, within 24 business hours of learning of an incident such as a bleed, trauma, a planned elective procedure, or any other situation that may indicate a Patient needs follow-up with their Prescriber, report such incidents to the patient's prescriber.
Article 5.  Blood Factor Dispensing Requirements. 
 
5.1. Home or office delivery of blood clotting factor and supplies. All shipments/delivery of clotting factor, including overnight deliveries, must use appropriate cold chain management and packaging practices to ensure proper temperature, drug stability, integrity, and efficacy are maintained during shipment.  Provider must require a signature by Patient or Patient representative upon delivery.  
 
5.2.  Ancillary Supplies.  Medically necessary ancillary supplies required to perform the IV administration of clotting factor must be supplied and may be billed to the Department.  In addition, sharps containers and any other necessary biohazardous waste containers shall be provided, as well as pickup and disposal of waste containers according to national, state and local biohazardous waste ordinances.
 
5.3.  Emergency Situations.  Provider must provide for emergency delivery of blood clotting factor within 24 hours (with a target of less than 12 hours) after the receipt of a prescription for a Patient's emergent situation, or notification by the client of the emergent situation when the Provider already has an existing valid prescription authorizing the dispensing of the blood factor. 
 
5.4. Assay Management. A registered pharmacist trained in blood clotting factor related diseases must perform assay to prescription management. Variance in assay to prescription/target dose shall not exceed +/- 5%.  Exceptions can be made to the +/-5% assay value with prior authorization on a case by case basis.
 
5.5.  Maintenance of Stock.  Provider shall stock all brands of clotting factor products in low, medium and high-assay range levels to execute treatment regimens as prescribed by a patient's attending physician, and to ensure dispensing within the variance in assay to prescription/target dose not to exceed +/- 5%.
 
5.6. Auto-Fill.  Pharmacy shall not auto-fill prescriptions for blood factor. Pharmacy shall not refill a prescription without a request for such a refill by the Patient, as initiated by the Patient. Pharmacy may not allow a Patient to request multiple refills at one time.  
 
5.7.  Initiation of Dispensing.  Pharmacy shall not initiate contact with a patient for purposes of determining need for factor or to initiate a refill of a prescription.  Requests for dispensing of factor must be initiated by the Patient.
 
5.8.  Filling or Refilling of Prescriptions.  Upon contact by a Patient to request an initial fill or a refill of blood factor, Provider must request the following information from the Patient and report that information to the Department on the Blood Factor Prior Approval Request Form.  Provider must confirm the delivery date with the Patient.  
 
5.8.1         The number of doses of blood factor the Patient currently has in the home;
5.8.2         Bleed reports including location of bleed, frequency, duration, number of doses used to resolve etc;
5.8.3         Missed prophylactic infusions since the previous fill;
5.8.4         Incidences of adverse events;
5.8.5         Patient's current address and phone number.
5.8.6         Infusion logs if available
 
5.9.  Thirty Days Supply.  Provider shall dispense factor such that a Patient maintains, in their home, no more than a 30 day supply of blood factor based on the prescription written by their prescriber.  This supply shall be sufficient to meet the Patient's needs for one month for maintenance dosing and additional doses for treatment of bleeds.
5.10  Prohibition of Billing for Drugs Used During Inpatient Hospital Stays.  The Medicaid pharmacy program is an outpatient pharmacy program.  Drugs administered during an inpatient stay are the responsibility of the hospital.  Provider shall not bill the Department for drugs dispensed to a Patient or to a hospital for use by a Patient during an inpatient stay.  Claims for drugs dispensed to a hospital or Patient for the use during an inpatient stay may be subject to audit findings and recoupment.
 
5.11. Blood Factor Purchasing Records/Reporting Requirements.  Provider must, at the Department's request, provide detailed copies of invoices that document blood factor acquisition cost information including any and all rebates or discounts received within two weeks of a  request for this information by the Department.  In accordance with Section P-209.1 of the Handbook for Providers of Pharmacy Services, Chapter P-200, Policy and Procedures for Pharmacy Services, P-209.1 Invoices, “Pharmacies must have detailed invoices to substantiate all drug acquisitions. Records must identify products by manufacturer, product name, dosage form, and strength and package size.”  
 
Article 6.  Product Recalls.  
 
6.1 Medication in Stock.  Any stock of recalled medications/equipment/supplies shall be removed from stock and quarantined immediately.
 
6.2 Items Previously Dispensed.  Any recalled items dispensed to Patients shall be retrieved and quarantined; notification to Patients and the Department must occur within 24 hours after the receipt of notification of recall.
 
6.3 Physician Notification.  The prescribing physician shall be notified of a medication recall.  A prescription for an alternative product shall be obtained, if necessary.
 
6.4  National Patient Notification System.  Participate in the National Patient Notification System for clotting factor concentrate recalls.  The pharmacy shall maintain current and accurate contact information with the National Patient Notification System.
 
Article 7.  Adverse Events.
 
7.1 Patient Education Related to Adverse Events.  Pharmacists shall counsel the Patient or family/caregiver in accordance with the Omnibus Budget Reconciliation Act of 1990 (OBRA 90)  to encourage appropriate medication use, promote realistic therapy expectations, help recipients manage or minimize expected adverse effects  - including those that can be caused due to the development of an inhibitor -  and encourage compliance.
 
 Article 8.  Contact and Communication with Patients.
  
8.1.  The Patient's Home.  Non-clinician Pharmacy Provider representatives shall not enter a Patient's home, except when that person is a representative of an HTC performing services that are part of the comprehensive service package provided by the HTC. If the Provider must enter the Patient's home to retrieve recalled factor, the Provider must get prior approval for the visit from the Department.  If there is a reason that the Pharmacy Provider believes that the Patient requires a home visit, the Provider should report that information to the Department.
8.2. Removal of Unused Blood Factor from a Patient's Home.  With the exception of removal of recalled blood factor, Provider representatives shall not remove or facilitate removal of blood factor from a Patient's home.  If Provider learns that a Patient has accumulated excess blood factor, e.g., as a result of not infusing on a regular basis, or for any other reason, the pharmacy shall report that information to the Department within one week of learning of the excess factor.  
 
8.3. Communication Related to Blood Factor Brands.  Pharmacy representatives shall never suggest to a Patient that a Patient needs a specific brand of factor other than that which was prescribed by the Patient's prescriber.  The prescriber will determine the brand of factor that is appropriate for a Patient.
8.4. Contact with Pharmaceutical Manufacturers.  Pharmacy representatives shall never facilitate contact between a pharmaceutical manufacturer and a Patient.  If the Provider believes that a Patient has a need for contact with a Pharmaceutical Manufacturer, the Provider must report that information to the Department.
  
8.5. Communication Related to Elective Procedures.  Pharmacy representatives shall never suggest that a Patient needs a specific number of doses if the Patient is having an elective procedure.  The Patient should be referred to their prescriber to discuss the elective procedure.  The prescriber shall determine the appropriate number of additional doses to have on hand, and the pharmacy shall dispense based on the prescription written by the prescriber.
8.6. Provision of Transportation.  Pharmacy representatives shall not provide transportation to a Patient.  If a Patient has a need for transportation related to their healthcare, Provider shall report that need to the Department.
Article 9.  Gift Ban.         Provider and its employees are prohibited from providing gifts to Patients and Patients' family members. "Gift" means any gratuity, discount, entertainment, travel, transportation, hospitality, loan, forbearance, use of Provider-owned vehicles, or other tangible or intangible item having monetary value including, but not limited to, cash, food, and drink.
Article 10.  Offers of Employment.  Provider must report to the Department any offer of employment made to a Patient or Patient's family members within two weeks of the employment offer being made. 
 
Article 11.  Patient Educational Materials.
 
11.1.  Providers must provide the Department with current copies of all educational and promotional materials that are or may be provided by the Provider to Patients.
 
Article 12.  Discontinuation of Services.  Upon discontinuation of services by the Provider, the Provider shall notify the Department that they will no longer provide blood factor for the Patient.
 
Article 13. Provider Monitoring.  The Provider agrees to allow monitoring by the Department of the Provider and services to ensure clinically appropriate services are provided to Patients.
 
13.1  Auditing.  The Provider agrees to prospective and retrospective audits by the Department.
 
13.2 Satisfaction Surveys.  The Provider agrees to administration by the Department of a Patient/family/caregiver satisfaction survey to include, but not limited to, measurement of:
 
13.2.1         staff availability
13.2.2         staff knowledge
13.2.3         timeliness of deliveries
13.2.4         accuracy of supplies and equipment
 
13.3 Failure to Meet Standards.  If a Provider does not meet one or more of the standards for care, as outlined in this Agreement, the Illinois Department of Healthcare and Family Services shall provide a written notice of that determination, with an explanation therefore, to the Provider.  The Provider will not be reimbursed for blood clotting factor or hemophilia related services until the Provider meets the standards as approved by the Department.
PROVIDER
I hereby certify that I have authority to bind Provider to this agreement.
ILLINOIS HEALTHCARE AND FAMILY SERVICES
9.0.0.2.20101008.1.734229
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