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1. Definitions.  The following definitions shall apply to this Agreement.

a. “340B Drug(s)” is/are hereby defined as covered outpatient drug(s) purchased at a discount through the 340B program in accordance with applicable laws and guidance at 42 U.S.C. § 256b(b), 42 U.S.C. § 1396r-8(k), and 59 Fed. Reg. 25,110 (May 13, 1994).

b. “340B Program” is hereby defined as part of the 1992 Veteran’s Health Care Act, which created Section 340B of the Public Health Services Act, allowing certain “Covered Entities” to purchase outpatient prescription drugs for their patients at favorable discounts from drug manufacturers who enter into drug purchasing agreements with the United States Department of Health and Human Services.  

c. “Agreement” is hereby defined as the instant 340B Contract Pharmacy Services Agreement and accompanying exhibits, if any.

d. “Covered Entity” is hereby defined as the legal entity identified in this Agreement, including all of its 340B-eligible clinic site locations.  

e. “Covered Entity Patients” are hereby defined as those individuals who satisfy HRSA’s patient definition criteria at 61 Fed. Reg. 55,156-58 (Oct. 24, 1996), as may be amended from time to time.

f. “Department” is hereby defined as the Department of Health and Human Services.

g. “HRSA” is hereby defined as the Health Resources and Services Administration, which is the agency within the Department that oversees activities of the Office of Pharmacy Affairs.

h. “Non 340B Price” is hereby defined as the Pharmacy’s direct upfront medication cost at the time of dispensing (e.g., the actual acquisition costs). 

i. “OPA” is hereby defined as the Office of Pharmacy Affairs, which is the federal agency within HRSA that administers the 340B Program.

j. “Parties” are hereby defined as the signatories to this agreement, which are the Covered Entity and Pharmacy or individually a “Party”.

k. “Pharmacy” is hereby defined as the legal entity identified in this Agreement.

l. “Pharmacy Services” is hereby defined as the services provided by Pharmacy to Covered Entity under this Agreement.

m. “Tracking System” is hereby defined as a system for identifying and monitoring the use of drugs through all phases of the Parties’ involvement with such drugs, including the ordering of 340B Drugs, the receipt of 340B Drugs, Covered Entity’s payment for 340B Drugs, internal transfers of 340B Drugs within the Pharmacy, and Pharmacy’s preparation and dispensing of 340B Drugs.

2. Essential Compliance Elements.  The Parties agree to comply with the following essential compliance elements specified by HRSA.  

a. “Ship To, Bill To” Arrangement.  Covered Entity shall purchase and maintain title to the 340B Drugs and shall assume all responsibility for establishing the price of the 340B Drugs subject to applicable federal, state, and local laws.  A “ship to, bill to” procedure shall be used by the Parties, pursuant to which the Covered Entity shall order, or Pharmacy shall order on Covered Entity’s behalf, 340B Drugs directly from the drug manufacturer, a designated sales representative, or a drug wholesaler.  Covered Entity, or Pharmacy on Covered Entity’s behalf, shall arrange for Covered Entity to be billed directly for purchased 340B Drugs.  Covered Entity shall designate a single billing address for all purchases of 340B Drugs.  The Pharmacy shall compare all shipments received to the orders and inform the Covered Entity of any discrepancy within five (5) business days of receipt.  Further details regarding this Section are found in Section 4(a).	

b. Comprehensive Pharmacy Services.  The Parties agree to provide comprehensive pharmacy services set forth in this Agreement to Covered Entity Patients.  

c. Regardless of the services provided by Pharmacy, access to 340B pricing and 340B Drugs shall be restricted to Covered Entity Patients.  

d. Adherence to All Applicable Laws.  Covered Entity and Pharmacy shall adhere to all applicable federal, state, and local laws, regulations, and requirements, including but not limited to federal and state anti-kickback laws, self-referral laws, and false claims laws.  Both Covered Entity and Pharmacy are aware of the potential for civil or criminal penalties if they violate federal, state or local laws and requirements.  Pharmacy acknowledges and agrees that it is responsible for compliance with all applicable legal and regulatory requirements under the 340B Program as it relates to a contract pharmacy, and represents and warrants that Pharmacy will remain in compliance with applicable requirements of the 340B Program.  

e. Reports.  Pharmacy shall provide Covered Entity with reports consistent with customary business practices.  The reports that Pharmacy shall provide are set forth in Section 4.

f. Tracking System.  Pharmacy shall access and use the Covered Entity’s Tracking System in accordance with the Covered Entity’s security, safety, and access rules and requirements.  The Tracking System is suitable to stop the diversion of 340B Drugs to individuals who are not Covered Entity Patients.  The Tracking System shall be able to provide readily retrievable records to allow Covered Entity to verify only Covered Entity Patients who receive the 340B Drugs and as further detailed in Section 4(d).  Such records may include periodic comparisons of Covered Entity prescribing records with Pharmacy dispensing records to detect potential irregularities, and records of ordering and receipt and as further detailed in Section 4(c). These records will be maintained by Pharmacy and Covered Entity for the period of time required by applicable laws and regulations.  These comparisons will be done by the Covered Entity’s staff.

g. Patient Verification. The Pharmacy shall dispense 340B Drugs only in the following circumstances: (a) Upon presentation of a prescription from the  Covered Entity, which contains  the following information: Patient’s name, a designation that the patient is an eligible patient of the Covered Entity, and the signature of a legally qualified health care provider affiliated with the Covered Entity; or (b) receipt of a prescription ordered by telephone or other means of electronic transmission that is permitted by State or local laws on behalf of an eligible patient by a legally qualified health care provider affiliated with the Covered Entity who states that the prescription is for an eligible patient.  The Covered Entity shall furnish a list to the pharmacy of all such qualified health care prescribers and will update the list of prescribers to reflect any changes pursuant to Section 4 (b).    Pharmacy shall not dispense 340B Drugs to non-incarcerated (public) Covered Entity patients.

h. Prohibition Against Duplicate Discounts.  Under this Agreement, neither Party shall use 340B Drugs to fill prescriptions for Covered Entity Patients payable by Medicaid on a fee-for-service basis or MCO unless Covered Entity, Pharmacy and the State Medicaid program have established an arrangement to prevent duplicate discounts.  Any such arrangement shall be reported to HRSA by the Covered Entity.  

i. Maintaining Compliance.  Covered Entity and Pharmacy shall identify the necessary information for the Covered Entity to meet its ongoing obligations of ensuring that the requirements listed herein are being complied with and establish mechanisms to ensure availability of that information for periodic independent audits performed by the Covered Entity.  Prior to the Pharmacy providing Pharmacy Services pursuant to this Agreement, the Covered Entity shall have the opportunity, upon reasonable notice and during business hours, to examine the Pharmacy’s internal policies, procedures, systems, and any other materials or documents used in connection with the performance of the Pharmacy Services.  For example, such internal policies, procedures, systems, any other materials or documents may include quarterly sample comparisons of eligible patient prescriptions to the dispensing records and a six (6) month comparison of 340B Drugs purchasing and dispensing records as is routinely done in other reconciliation procedures. The Pharmacy shall permit the Covered Entity or its duly authorized representatives to have access to Pharmacy’s facilities and internal policies, procedures, systems, any other materials or documents during the term of this Agreement (and for four years after the expiration or termination of this Agreement) in order to make periodic checks regarding the efficacy of such internal policies, procedures, systems, and any other materials or documents.  Pharmacy shall make any and all adjustments to its internal policies, procedures, systems, and any other materials or documents and as further described in this Agreement that the Covered Entity advises are necessary to prevent diversion of 340B Drugs to individuals who are not Covered Entity Patients.  

j. Outside Audits.  Covered Entity and Pharmacy understand that they are subject to audits by third parties (e.g., the Department and participating manufacturers) of records that directly pertain to the Covered Entity’s compliance with the drug resale or transfer prohibition and the prohibition against duplicate discounts under this Agreement.  Pharmacy warrants to Covered Entity that all pertinent reimbursement accounts and dispensing records maintained by Pharmacy are accessible separately from Pharmacy’s own operations and will be made available to Covered Entity and its external auditors contracted by the Covered Entity, HRSA, or the manufacturer in the case of an audit.  Such auditable records shall be maintained for a period of time that complies with all applicable federal, state, and local requirements.  In the event Pharmacy is subject to any HRSA or any other federal, state, or local government or governmental agency audit or inspection, Pharmacy shall immediately notify Covered Entity and provide Covered Entity with an opportunity to participate in such audit or inspection. 

k. Access to Agreement.  Upon written request to the Covered Entity, a copy of this Agreement will be provided to OPA, and to others as required to maintain compliance with the 340B Program.

3. Ongoing Responsibility of Covered Entity to Ensure Compliance.  Covered Entity with the assistance of Pharmacy is responsible for ensuring that the processes for distribution of 340B Drugs by Pharmacy comply with 340B statutory obligations to ensure against the diversion of 340B Drugs and to prevent duplicate discounts.  

a. Independent Audits. Pharmacy grants Covered Entity and its representatives the right to audit its books and records, including all electronic records, to verify and ensure compliance with any of the duties, obligations and transactions outlined under this Agreement.  Any such audit can be conducted monthly, and at a minimum shall be conducted annually, during Pharmacy’s business hours, upon forty-eight (48) hours prior written notice (or such lesser amount of time if required by any federal, state, or local law, rule, or regulation) and in a manner so as not to interfere with the conduct of Pharmacy’s business.  Pharmacy agrees to use commercially reasonable efforts to cooperate with such audits in good faith.  It is understood that such audits may be made at any time during the term of this Agreement and extending to five (5) years after the expiration of the Agreement.

b. Remedial Action.  In the event that Covered Entity determines that 340B drug diversion or duplicate discounts have occurred or that it is otherwise unable to comply with its responsibility to ensure reasonable compliance, it must take immediate remedial action to assure compliance and notify OPA regarding such compliance problems and actions taken to remedy those problems. 

4. Operational Responsibilities.  In addition to the responsibilities described in Sections 2 and 3, Covered Entity and Pharmacy agree to operationalize the contract pharmacy arrangement established under this Agreement by performing the following tasks.
	
a. Inventory System. The Pharmacy shall place 340B Drugs in a location designated for only 340B Drugs of Covered Entity separate from any other inventory of Pharmacy, until Pharmacy dispenses such 340B Drugs to a Covered Entity Patient.  Pharmacy shall take all measurers necessary to avoid diversion of 340B Drugs.  The parties expressly agree that the inventory system is not a replenishment inventory system.  

1) Ordering.  Covered Entity shall arrange for Pharmacy to place orders for 340B Drugs on Covered Entity’s behalf.  The method of ordering from a 340B Drugs supplier/wholesaler shall be on-demand for each Covered Entity Patient; such that, Pharmacy shall only order 340B Drugs when Pharmacy has received a valid prescription for a Covered Entity Patient, and only in such quantities as necessary to fill the prescription of the Covered Entity Patient.  Pharmacy shall take reasonable efforts not to order more 340B Drugs than necessary to complete each order for each patient.  

2) Shipment.    Pharmacy, on behalf of Covered Entity, shall be responsible for dispensing and delivery to PA Department of Corrections of the 340B Drugs and related products and supplies acquired under the 340B Program.  

3) Receipt of 340B Drugs.  Pharmacy is responsible for the receipt of 340B Drugs purchased by Covered Entity.  Upon receipt of 340B Drugs, Pharmacy shall compare all shipments received on behalf of Covered Entity and confirm that the shipments conform to the orders of 340B Drugs placed by Covered Entity.  If Pharmacy should find a discrepancy between the shipment and order of 340B covered outpatient drugs, Pharmacy shall within five (5) business days inform Covered Entity; and Pharmacy shall work with the Covered Entity and Covered Entity’s vendor to resolve the discrepancy. 

4) Billing and Payment.  When Pharmacy fills a prescription subject to 340B replenishment under this subsection, Pharmacy shall bill Covered Entity in accordance with the compensation dispensing fee set at negotiated rates. Pharmacy shall invoice Covered Entity monthly and in accordance with this Agreement.  Payments to Pharmacy shall be sent to:

Each invoice submitted by Pharmacy to Covered Entity shall provide, at a minimum, the following information:

· Report for medication costs at usual and customary charges
· Invoice for dispensing fees negotiated with covered entity 
· Backup documentation for each invoice that includes for the medications the prescription number, the inmate name, inmate number,  Covered Entities medical record number, quantity dispensed, price of medication, service fee, facility code, label name, fill date, and provider name.  For the patient visit assessment, the documentation on the invoice includes the inmate name, inmate number, date of service, service fee, and facility code.

5) Out-of-Stock –Unavailable or Discontinued Drugs.  When a 340B Drug order is for a drug that is out-of-stock, unavailable or discontinued’ Pharmacy shall promptly inform the healthcare provider that ordered the prescription medication and consult with such healthcare provider regarding alternatives..


6) Reconciliation.  Pharmacy shall conduct a daily reconciliation of 340B Drugs dispensed against those 340B Drugs received by Pharmacy. If Pharmacy uncovers a discrepancy Pharmacy shall promptly notify Covered Entity.  If Pharmacy receives 340B Drugs in excess of the quantity to be dispensed to Covered Entity Patient (“Excess 340B Inventory”). 




b. Tracking System.  Pharmacy shall use the Tracking System (as that term is defined in section 1(l)) to protect against diversion and duplicate discounts throughout the process by which 340B Drugs are ordered, received, dispensed and billed.

1) Records.  Pharmacy shall maintain (readily retrievable) customary business records including: prescription files, records of ordering and receipt, dispensing records, any third party reimbursement claims.
2) Inspection.  Covered Entity shall have the opportunity, upon reasonable notice and during business hours, to examine the Tracking System.
3) Modification.  Pharmacy shall make any and all adjustments to the Tracking System that Covered Entity determines are reasonably necessary to prevent the diversion of 340B Drugs to individuals who are not Covered Entity Patients.

c. Recordkeeping.  The Parties agree to maintain auditable records relating to the purchase, dispensing and billing of 340B Drugs under the contract pharmacy arrangement described in this Agreement. 

1) Maintenance of Pharmacy Services Records.  On behalf of Covered Entity, Pharmacy shall maintain all relevant records relating to its services provided under this Agreement, in accordance with applicable federal, state, and local laws and regulations, including but not limited to the Federal standards for the privacy of individually identifiable health information.  Pharmacy shall maintain all auditable records for a period of time that complies with all applicable Federal, State and local requirements, in any event not less than a period of ten (10) years.
2) Access to Business Records.  Pharmacy shall provide Covered Entity with reasonable access to Pharmacy’s business records relating to Pharmacy services for 340B Drugs, as is deemed necessary by Covered Entity in order to ensure that Pharmacy is in compliance with applicable federal, state, and local laws, regulations, and requirements.
3) Separation of Records.  Pharmacy shall ensure that all reimbursement accounts and dispensing records, and any and all other pertinent records relating to Pharmacy’s responsibilities and duties under the Agreement are distinguishable from Pharmacy’s other operations. 


d. Other Pharmacy Responsibilities.  Pharmacy shall perform the following tasks and functions in addition to those described elsewhere in this Agreement: 

1) Practice of Pharmacy.  Pharmacy agrees to render its services as herein provided in accordance with the rules and regulations of the Pennsylvania Board of Pharmacy and all applicable federal, state, and local laws and regulations.  The relations between an Eligible Patient and Pharmacy shall be subject to the rules, limitations, and privileges incident to the pharmacy-patient relationship.  Pharmacy shall be responsible to said Eligible Patient for pharmaceutical advice and service, including the right to refuse to service any individual where such service would violate pharmacy ethics or any pharmacy laws or regulations.  
2) Patient Counseling.  Pharmacy shall provide patient counseling services to Covered Entity Patients in accordance with applicable federal, state, and local laws, rules, and regulations. 
3) Drug utilization review.  Pharmacy shall perform drug utilization review for Covered Entity Patients.
4) Medication therapy management.  Pharmacy shall provide consultations and other services in an effort to optimize therapeutic outcomes through improved medication use and decreased adverse drug interactions.  
5) Formulary Management.  Pharmacy shall provide formulary management.
6) E-Prescribing.  Pharmacy shall accept prescription orders sent from Covered Entity’s electronic medical record system.
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