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businesses and organizations receivinggrants from HHS; Total Number ofRespondents: 25; Frequency ofResponse: monthly; Average Burden perResponse: 15 minutes; EstimatedAnnual Burden: 75 hours.The PMS–272, Federal CashTransactions Report, is used to monitorFederal cash advances to grantees andobtain Federal cash disbursement data.It serves in place of the SF–272.Respondents: State and localgovernments, profit and nonprofitbusinesses and institutions receivinggrants from HHS; Total Number ofRespondents: 11,050; Frequency ofResponse: Quarterly; Average Burdenper Response: 4 hours; EstimatedAnnual Burden: 176,800 hours.Total Burden: 176,875 hours.Send comments to Douglas F. Mortl,PSC Reports Clearance Officer, Room17A08, Parklawn Building, 5600 FishersLane, Rockville, MD 20857. Writtencomments should be received within 60days of this notice.

Dated: August 19, 1996.Lynnda M. Regan,Director, Program Support Center.[FR Doc. 96–21530 Filed 8–22–96; 8:45 am]
BILLING CODE 4160–17–M

Health Resources and Services
Administration

RIN 0905–ZA96

Notice Regarding Section 602 of the
Veterans Health Care Act of 1992;
Contract Pharmacy Services

AGENCY: Health Resources and ServicesAdministration, HHS.
ACTION: Final notice.
SUMMARY: Section 602 of Public Law102–585, the ‘‘Veterans Health Care Actof 1992’’ (the ‘‘Act’’), enacted section340B of the Public Health Service Act(‘‘PHS Act’’), ‘‘Limitation on Prices ofDrugs Purchased by Covered Entities.’’Section 340B provides that amanufacturer who sells coveredoutpatient drugs to eligible (covered)entities must sign a pharmaceuticalpricing agreement with the Secretary ofHealth and Human Services (HHS) inwhich the manufacturer agrees to chargea price for covered outpatient drugs thatwill not exceed an amount determinedunder a statutory formula.The purpose of this notice is to informinterested parties of final guidelinesregarding contract pharmacy services.
FOR FURTHER INFORMATION CONTACT:Annette Byrne, R. Ph., M.S., Director,Drug Pricing Program, Bureau ofPrimary Health Care, Health Resources

and Services Administration, 4350 EastWest Highway, 10th Floor, Bethesda,MD 20814, Phone (301) 594–4353, FAX(301) 594–4982.
EFFECTIVE DATE: August 23, 1996.
SUPPLEMENTARY INFORMATION:

(A) BackgroundProposed guidelines for contractpharmacy services were announced inthe Federal Register at 60 FR 55586 onNovember 1, 1995. A comment period of30 days was established to allowinterested parties to submit comments.The Health Resources and ServicesAdministration, Bureau of PrimaryHealth Care, acting through the Office ofDrug Pricing (ODP), received elevenletters including comments concerningthe scope of the 340B Program,contractor certification, contractor andentity penalties for drug diversion,creation of an agency relationshipbetween the entity and the contractor,entity responsibilities including priceestablishment, reimbursement,inventory control, and the like.Although some manufacturersexpressed concerns regarding thepotential for drug diversion, theDepartment has received no evidence ofdiversion that has required an officialDepartmental investigation. Thisincludes the various drug distributionsystems, among them those usingcontract pharmacy services. However, inresponse to manufacturers’ concerns,the Department intends to study the useof contracted pharmacy services foraccessing 340B drugs to determine ifthere is evidence of drug diversion. Inparticular, the Department will examineclosely documented complaints,including the results of manufacturers’audits, will use other analyses asdeemed appropriate, and will considerwhether additional safeguards arenecessary.We received some very positivecomments in support of the mechanism.These comments discussed the manycovered entities which do not operatetheir own licensed pharmacies;therefore, the guidelines encouragethese entities to participate in theprogram. Because these covered entitiesprovide medical care for manyindividuals and families with incomeswell below 200% of the Federal povertylevel and subsidize prescription drugsfor many of their patients, it wasessential for them to access 340Bpricing. Covered entities could then usesavings realized from participation inthe program to help subsidizeprescriptions for their lower incomepatients, increase the number of patientswhom they can subsidize and expand

services and formularies. Onecommenter described the guidelines asstraightforward, clear and consistentwith section 340B. Another commenterstated that the ‘‘use of contractpharmacies by covered entities isfundamental to the success of the VHCA[Veterans Health Care Act] drug pricingprogram.’’ The commenter supportedthe guidelines and urged theDepartment to expedite theircompletion, as the importance of thecontract pharmacy option to theirmembers could not be overstated.The following section presents asummary of all major comments,grouped by subject, and a response toeach comment. All comments wereconsidered in developing this finalnotice, with changes made to increaseclarity and readability. In addition, toprovide further technical assistance andguidance to covered entities interestedin using this mechanism, examples ofreport contents, a suggested system toensure an adequate drug trackingsystem, and a method to ensure patienteligibility are included. Variouscommenters, and in particular drugmanufacturers, suggested the need fordetailed systems. The NationalAssociation of Community HealthCenters suggested some of the specificexamples.
(B) Comments and Responses
(1) GeneralComment: The use of contractpharmacy services is inconsistent withsection 340B of the PHS Act and resultsin an unauthorized expansion of theprogram.Response: Section 340B, whichestablished the Drug Pricing Program,requires manufacturers to sell tocovered entities at or below a ceilingprice determined by a statutory formula.The statute is silent as to permissibledrug distribution systems. There is norequirement for a covered entity topurchase drugs directly from themanufacturer or to dispense drugs itself.It is clear that Congress envisioned thatvarious types of drug delivery systemswould be used to meet the needs of thevery diversified group of 340B coveredentities.It has been the Department’s positionthat if a covered entity using contractpharmacy services requests to purchasea covered drug from a participatingmanufacturer, the statute directs themanufacturer to sell the drug at thediscounted price. If the entity directsthe drug shipment to its contractpharmacy, we see no basis on which toconclude that section 340B precludesthis type of transaction or otherwise
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exempts the manufacturer fromstatutory compliance. However, theentity must comply, under anydistribution mechanism, with thestatutory prohibition on drug diversion.During the early period of programimplementation, it became apparent thatonly a very small number of the 11,500covered entities used in-housepharmacies (approximately 500),although additional entities participatedby buying drugs for their physiciandispensing activities. In addition, manyof the larger groups of covered entities,including community and migranthealth centers, hemophilia clinics andmost of the Ryan White HIV serviceprograms (e.g., State AIDS DrugAssistance Programs) depend uponoutside pharmacy services. Yet, becausethe delivery of pharmacy services iscentral to the mission of (and a legalmandate in some instances for) theseproviders, they rely on outsidepharmacies to fill the need. It woulddefeat the purpose of the 340B programif these covered entities could not usetheir affiliated pharmacies in order toparticipate in the 340B program.Otherwise, they would be faced with theuntenable dilemma of having either toexpend precious resources to developtheir own in-house pharmacies (whichfor many would be impossible) or foregoparticipation in the program altogether.Neither option is within the interest ofthe covered entities, the patients theyserve, or is consistent with the intent ofthe law.As early as 1993, several coveredentity groups and a home care companycame forward to assist the Departmentin developing a workable mechanism touse outside pharmacies underarrangements which would decrease thedrug diversion potential. The result wasthe November 1 proposed notice, whicharticulates a voluntary modelagreement. Currently, contractpharmacies are used by a number oflarge organizations, such as theAmerican Red Cross, several communityhealth centers, and the New York BloodConsortium.It must be understood that the use ofcontract services is only providing thosecovered entities (which wouldotherwise be unable to participate in theprogram) a process for accessing 340Bpricing. The mechanism does not in anyway extend this pricing to entitieswhich do not meet program eligibility.However, it has permitted more eligibleentities to participate in the programwith a reasonable assurance that thepotential for drug diversion iseliminated.

Comment: The guidelines wereproposed without a comprehensivenotice and comment period.Response: During the early monthsfollowing enactment, it became clearthat there were many gaps in thelegislation and some form of programstructure was necessary to move theprogram forward. There wereapproximately 11,500 eligible entities,500 participating manufacturers,numerous wholesalers and manyFederal programs affected by thislegislation and all seeking guidance. Itwas incumbent upon the Department toimplement this difficult Congressionalmandate in an expeditious manner.Interpretive rules and statements ofpolicy were developed to providenecessary program guidance. TheDepartment has published theseguidelines in the Federal Register, useda Federal clearance process (includingthe Office of Management and Budget’sclearance) and provided a publiccomment period to obtain both Federalas well as public input into guidelinedevelopment. The Departmentconsidered all comments in developingthese final guidelines.The guidelines explain how theDepartment intends to administer the340B, further explain the statutorylanguage by clarifying the meaninggiven by the Department to particularwords or phrases, and do not exceed thepurpose of 340B or conflict with any ofits provisions. We believe that theseguidelines create no new law and createno new rights or duties; therefore, theyare not subject to the AdministrativeProcedure Act’s requirement of noticeand comment. Nevertheless, theDepartment chose to solicit and respondto public comment.Comment: As a matter of State law,entities possess the right to hire retailpharmacies to act as their agents inproviding pharmaceutical care to theirpatients. As a general rule, a person orentity privileged to perform an act mayappoint an agent to perform the actunless contrary to public policy or anagreement requiring personalperformance. Restatement of Agency 2d§ 17 (1995). Hence, even in the absenceof Federal guidelines, covered entitieshave the right to contract with retailpharmacies for the purpose ofdispensing 340B drugs. By issuingguidelines in this area, ODP is notseeking to create a new right but ratheris simply recognizing an existing rightthat covered entities enjoy under Statelaw.Response: We agree. However,entities, under any distribution system,must comply with the statutoryprohibition against diversion of 340B

drugs to individuals who are notpatients of the covered entities. Further,the dispensing of drugs, purchased witha 340B discount, must not result in thegeneration of a Medicaid rebate.Comment: Participation in thecontract pharmacy mechanism byhemophilia treatment centers fundedunder the Maternal and Child HealthBlock Grant Program would contravenethe central goals of that program andcould result in grant termination or non-renewal.Response: Block grant funds aredesigned for formula allocation to theStates to meet specific defined needs inthe legislation. Congress recognized thatthe Maternal and Child Health Bureau(MCHB) had other needs that should bemet more flexibly; therefore, fifteenpercent of the appropriation is adiscretionary set-aside. These funds arenot subject to the specific parameters ofblock grant funds but instead are usedto fulfill other goals within the MCHBmission. This includes the provision ofservices (including pharmaceuticals) toindividuals with hemophilia disordersand their families. Therefore, thepurchase of pharmaceuticals byhemophilia centers does not contravenegrant principles.Comment: The contract pharmacymechanism contravenes Federal andState laws and regulations (e.g.,Prescription Drug Marketing Act and theAnti-kickback Statute).Response: We found no indicationthat the guidelines contravene Federalor State law. Regarding allegations thatthe guidelines contravene thePrescription Drug Marketing Act(PDMA), it is clear that the guidelinesfall squarely within the PDMA resaleexception that allows the dispensing ofa prescription drug purchased by ahealth care entity when dispensing ispursuant to a prescription. See 21 U.S.C.353(c)(3)(B)(v). Under the guidelines,the contract pharmacy would dispense340B drugs to patients of the coveredentity pursuant to a prescription. Thecontract pharmacy would act as anagent of the covered entity, in that itwould not resell a prescription drug butrather distribute the drug on behalf ofthe covered entity. This situation is akinto a covered entity having its ownpharmacy. Moreover, the guidelinesinclude controls intended to preventdiversion and provide for accountabilityof drug stocks. For these reasons, theguidelines are consistent with both theletter and the spirit of the PDMA.We believe it necessary to ensure thatcovered entities contracting withpharmacies to dispense 340B drugs areaware of the requirements of the Federalanti-kickback statute and the way in
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which such requirements could apply totheir arrangements with contractingpharmacies. To this end, we insertedinto the guidelines a discussion of thestatute’s requirements and its potentialapplication in this type of contractingsituation.In addition, provision (e) of theguidelines provides that the ‘‘contractorand the covered entity will adhere to allFederal, State, and local laws andrequirements.’’ As a general matter, wefound it impossible to discuss eachState’s laws and regulations regardingdrug purchase, distribution, anddispensing in relation to the manydifferent types of entities and theirindividual needs. We believe itappropriate that the guidelines includea provision that requires each entity andcontractor to be responsible for ensuringthat their particular contractingarrangements and operations conform tothe requirements of all applicable lawsand regulations.Comment: The ODP should develop auniform contractual agreement anddistribute this agreement to coveredentities for use without modification.Response: The guidelines propose amodel format only. The Department hasincluded in the guidelines provisionsnecessary to ensure that covered entitiesand contract pharmacies understandand agree not to violate 340Bprovisions. Because of the widediversity of covered entities (includinghemophilia clinics, large hospitals,migrant health clinics, family planningservice programs and State AIDS drugassistance programs), it would beimpossible to include provisionsresponsive to the needs of all entities.Comment: ODP should keep a list ofall acceptable contract pharmacies.Response: Any pharmacy licensed bya State Board of Pharmacy is acceptable.Comment: Some State laws requirethat manufacturers ensure that a buyeris licensed to purchase pharmaceuticals.Covered entities that do not havepharmacy operations would not belicensed, and thus, in some States,manufacturers could not receive fromthe covered entity the assurancerequired by State law.Response: Provision (e) provides thatthe covered entity will adhere to allFederal, State and local laws andrequirements. Accordingly, if State Xrequires an entity to be licensed topurchase drugs and a covered entitysubject to the laws of State X does nothave a pharmacy license, it may not beable to purchase drugs. However, ifState X permits a covered entity to usecontract pharmacy services to purchasedrugs on its behalf, the entity couldpresumably use this mechanism. To the

extent the guidelines may beinconsistent with a State’s distributorlicensing requirements, this samereasoning would apply.Comment: Covered entities may billinsurers for 340B drugs at the usualprice, resulting in the savings not beingpassed on to the patients.Response: Section 340B does not limitthe pricing behavior of covered entities.It is our understanding that coveredentities have a variety of drug pricingapproaches. While some may pass all ora significant part of the discount to theirpatients, others may set the priceslightly higher than the actualacquisition cost plus a reasonabledispensing fee, using the savings toreach more eligible patients and providemore comprehensive services. TheDepartment intends to examine thesection 340B drug pricing activities ofcovered entities to determine thevarious approaches used and therationale for these approaches.However, until it completes itsexamination of this issue, theDepartment notes that a modest section340B price markup, with saving realizedfrom the discounts used by coveredentities only for purposes of the federalprogram (including certaindisproportionate share hospitals) whichprovides its section 340B eligibility doesnot appear to be inconsistent with thedrug pricing program.Comment: There should be alimitation to only those covered entitiesthat do not have the capability underState pharmacy law to purchase anddispense prescription drugs.Response: The guidelines have beenrevised to read that the ‘‘mechanism isdesigned to facilitate programparticipation for those eligible coveredentities that do not have access to anappropriate ‘in-house’ pharmacyservices.’’ However, this is not a bar tothe use of the mechanism by anycovered entity.Comment: A covered entity shoulduse only one form of participation, andif it purchases in its own right for somepatients, it should not use a contractorfor others.Response: Some covered entities mayreceive nominal pricing directly from amanufacturer (e.g., family planning) forspecific drugs, may obtain certain drugsthrough promotional discounts, or havea manufacturer-specific indigent freedrug program which could necessitatethe procurement of otherpharmaceuticals from a retail pharmacy.The statute does not limit the coveredentities’ access to these avenues of drugpurchasing.Comment: The Department shouldestablish criteria that a contractor and a

covered entity must meet in order to bein compliance with section 340Bprovisions and receive 340B pricing.Response: The contracted pharmacymechanism does establish these criteriain that it includes provisions forpurchasing only by the entity and notcontractor, identifies customary andadequate records that can provide anaudit trail, preclusion of the filling ofMedicaid prescriptions (thus preventingduplicate discounting), and threeprovisions related to the potential fordrug diversion (agreement not to divertwith specified penalties, customarydrug tracking systems, and an agreementto permit manufacturer and HHSaudits).Comment: The reference to ‘‘facility’’in provision (b) should be changed to‘‘entity’’ for clarification.Response: The guidelines wererevised accordingly.Comment: The Department shouldreview all contracts between coveredentities and pharmacies or develop aprocedure for certifying that eachcontract pharmacy arrangement meetsthe mechanism criteria.Response: The Department has addeda provision to the guidelines whichsuggests that covered entities utilizingcontract pharmacy services submit tothe ODP a certification that they havesigned and have in effect an agreementwith the pharmacy contractorcontaining provisions (a) through (k) asoutlined in the guidelines. For theconvenience of participating drugmanufacturers, the names of coveredentities which submit a certification, orhave submitted an alternate mechanismto reduce the potential for drugdiversion which has been approved byODP, will be placed on the programelectronic bulletin board (EDRS) forpublic access.Comment: Covered entities should bepermitted to contract with more thanone site and contractor. Although weunderstand that the limitation of onecontractor (with multiple sites) wasintended to address drug diversionconcerns, covered entities will have theincentive of directing their patients tothe contract pharmacy site participatingin the program, even though there maybe several nonparticipating sites ofcontractors that would be moreconvenient for the patients.Response: Covered entities areunlikely to select a contract pharmacythat is not convenient for their patients.See also the discussion of patientchoice, below.Comment: PHS is moving from adirect purchase discount program to anindirect charge-back contracting system.
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Response: All 340B drugs will be soldto covered entities; therefore, there areno additional charge backs involved.

(2) Patient ChoiceComment: Provision (c) provides thatthe patient may obtain the prescriptionfrom the pharmacy provider of his orher choice. Pharmacy providers cannotprovide prescriptions, as only aphysician can write a prescription. Theguidelines should permit the patient toobtain the prescription from the coveredentity physician and then be able to fillthat prescription at the pharmacy of hisor her choice. Further, the coveredentity physician should inform eachpatient that he or she has the freedomto choose any pharmacy to fill theprescription.Response: The use of the word‘‘prescription’’ may be somewhatconfusing. We have revised thisprovision to read ‘‘may obtain theprescription from the covered entity andthen obtain the drug(s) from thepharmacy provider of his or herchoice.’’ In addition, a provision isadded to address the responsibility ofthe covered entity physician to informthe patient of his or her freedom ofchoice.Comment: Wording should be addedto provision (c) to make it clear thatwhen a patient obtains a drug from aretail pharmacy other than the entity’scontract pharmacy, the manufacturerdoes not have to offer this drug at 340Bpricing.Response: The guidelines wererevised accordingly.
(3) Bill to/Ship toComment: The type of ‘‘bill to, shipto’’ arrangement proposed in the noticeis not a ‘‘purchase’’ by the coveredentity.Response: Please note provision (a) ofthe notice which states ‘‘the coveredentity will purchase the drug.’’ Thecontract pharmacy does not purchasethe drug. Title to the drugs passes to thecovered entity.Comment: A ‘‘ship to, bill to’’arrangement may not be lawful in manyStates (e.g., state distributor licensingrequirements).Response: The Department obtainedinformation from both the AmericanPharmaceutical Association and theNational Association of Boards ofPharmacy which suggests that no Statewould consider this type of activityunlawful.Comment: If the ‘‘ship to, bill to’’procedure is implemented throughwholesalers, there are no procedures inplace that can enable a manufacturer toconduct an adequate audit.

Response: The guidelines provide thatthe covered entity will verify, using thecontractor’s (readily retrievable)customary business records, that atracking system exists which will ensurethat drugs purchased under the Act arenot diverted to individuals who are notpatients of the covered entity. Theserecords will be maintained for theperiod of time required by the State lawand regulations. The guidelines providethat the contractor will provide thecovered entity with reports consistentwith normal business practices as wellas maintain records separate from it’sown operation. In addition, thecontractor will agree to be subject toaudits by both the manufacturers andthe Department. In light of theseprovisions, audits will be possible,regardless of whether drugs are shippedby manufacturers or wholesalers.Comment: A ‘‘ship to, bill to’’procedure could interfere withmarketing arrangements that anindividual manufacturer may haveestablished as part of its usual businesspractices.Response: Because the manufactureris still selling to the covered entities, wecan see no interference with marketingarrangements. The manufacturer will beusing its usual business practices. Onlythe delivery of the drug will be altered.Comment: The covered entity (not itscontractor) will place all orders fordrugs based upon its projections of theneeds of its patients.Response: Because the covered entitywill have no knowledge of the inventorylevels of the pharmacy, it would beunrealistic to include a provision thatthe covered entity will order 340Bdrugs.Comment: The covered entity,consistent with customary businesspractices in wholesale purchases,should make timely payment of invoicesfor drugs shipped to the contractorpursuant to the entity’s order.Response: We have included thisconcept in the guidelines, Section 1 ofAppendix.
(4) PenaltiesComment: The penalty for thecontract pharmacy which violates theagreement not to resell or transfer a drugpurchased at 340B pricing isinadequate. Knowing violators shouldbe fined beyond their unjust profit andcriminal and fraud penalties should beimposed.Response: The Department has nostatutory authority to assess additionalpenalties beyond the authority providedin section 340B. However, to the extentthe Department is aware that improperaction by an entity or a contract

pharmacy may be a violation of law, wewill refer such cases to appropriateauthorities.
(5) Potential Drug DiversionComment: PHS should conduct anannual audit of each contract pharmacyto ensure compliance with allDepartmental rules and regulations.Response: Subject to the availabilityof funds, the Department intends toconduct a study of the contractpharmacy mechanism. Depending uponthe results of this analysis and theavailability of funds, further study mayresult. Annual audits of each contractpharmacy situation would beburdensome and are not feasible.Comment: Contract pharmacies willbe motivated to identify patients otherthan those of the covered entity whosedrug usage can afford the contractor aprofit opportunity. The covered entityshould be responsible to themanufacturer for any diversion by thecontractor of 340B drugs to individualswho are not patients of the coveredentity.Response: The guidelines containsprovision (h), in which both partiesagree to not ‘‘resell or transfer a drugpurchased at section 340B prices to anindividual who is not a patient of thecovered entity.’’ In addition, thisprovision provides that if diversion hasoccurred, the contractor will pay theamount of the discount in question sothat the covered entity can reimbursethe manufacturer, as required by section340B(a)(5)(D).Comment: The mechanism shouldinclude provisions for ensuring that theagreement will, in fact, be enforced.Response: The Department does havethe authority to remove a covered entityfrom the eligibility list if it (or itscontract pharmacy) is found to havediverted 340B drugs to individuals whoare not patients of the entity. To thisend, the Department has developed amechanism to receive and investigatecomplaints concerning drug diversion.This mechanism was published in theFederal Register for notice andcomment on June 10, 1994 (59 FR30021). In addition, the Department, atvarious public meetings concerning theimplementation of 340B, has requesteddocumentation of any covered entitydrug diversion. To date, the Departmenthas received no indication of drugdiversion in relation to drugs purchasedat 340B discount pricing that hasrequired an official Departmentalinvestigation.Comment: The manufacturer appearsto bear the sole risk arising from abusesof the program and has no recourse ifsuch abuse occurs. The manufacturer
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has limited ability to verify anarrangement between the covered entityand the contract pharmacy. Under thestatute, the manufacturer’s only remedyis to demand an audit; however, the lackof final audit guidelines has effectivelyprevented manufacturers fromundertaking this type of activity. PHSshould make arrangements forinjunctive relief to prevent damagesfrom ongoing violations of the statute, orprovisions for terminating theparticipation of covered entities or theircontractors.Response: The manufacturer hassufficient remedies available to detectand eliminate abuse of the program.First, the manufacturer may audit theentity. Although the audit guidelineswere not published in final form, weconsider the proposed guidelines,published in the Federal Register, asufficient statement of Departmentguidelines to allow manufacturers toproceed with an entity audit. Second,the Department has developed a disputeresolution process to provide partieswith an informal mechanism to bringbefore the Department allegations ofbehavior that is in violation of 340B.Third, the contract pharmacy guidelinesprovide that if the covered entity or itscontractor is found to have violated the340B prohibition against drug diversion(and duplicate discounting), the coveredentity could be removed from the list ofcovered entities and could no longeraccess 340B pricing.Comment: The covered entity shouldestablish a process for a quarterlyreconciliation of its prescribing recordswith the contractor’s inventory anddispensing records to provide for earlydetection of diversion and remediationof irregularities.Response: We have included aprovision that covered entity willestablish a process for a quarterlyrandom (sample) comparison of itsprescribing records with the contractor’sdispensing records to detect potentialirregularities.Comment: The covered entity shouldestablish prior authorization protocol,assuring that the individual’s status asa patient of the entity is confirmed bythe entity in advance of productdispensing.Response: The contractor should havesome type of assurance that the patientto whom the contractor is dispensingthe 340B drug is a patient of a coveredentity participating in the 340BProgram. To that end, we have added aprovision to the guidelines stating thatthe covered entity and the contractorwill develop a system to verify patienteligibility (e.g., eligible patient list or avalidated prescription). Additionally,

we have included a suggested contractprovision which states, ‘‘(pharmacy)will dispense covered drugs only in thefollowing circumstances: (1) Uponpresentation of a prescription bearingthe (covered entity’s) name, the eligiblepatient’s name, a designation that thepatient is an eligible patient, and thesignature of a legally qualified healthcare provider affiliated with the(covered entity); or (2) receipt of aprescription ordered by telephone onbehalf of an eligible patient by a legallyqualified health care provider affiliatedwith the (covered entity) who states thatthe prescription is for an eligiblepatient. The (covered entity) shouldprovide a list to the (pharmacy) of allsuch qualified health care providers andwill update the list of providers toreflect any changes, which is consistentwith customary business practice.’’Comment: The contract agreementshould restrict pharmacy services toonly those patients who receive theirmedical care from the covered entity.Response: Provision (g) of theguidelines provides that the contractorwill not resell or transfer a 340B drugto an individual who is not a patient ofthe entity. The Department issuedproposed guidelines to define the word‘‘patient’’ in a Federal Register noticeon August 3, 1995. See 60 FR 39762.Provision (2) of the definition providesthat an individual is a patient of acovered entity if, among otherrequirements, the ‘‘individual receiveshealth care services from a health careprofessional who is either employed bythe covered entity or provides healthcare under contractual or otherarrangements (e.g., referral forconsultation) such that theresponsibility for the care providedremains with the covered entity.’’Currently, the Department is analyzingthe comments received in response tothat notice and is developing finalguidelines.It must be noted that the coveredentity is responsible for any diversion ofits drugs to ineligible individuals;therefore, it must make every effort tothoroughly scrutinize the contractor’sdispensing records, to determine if the340B drugs were dispensed to onlyeligible recipients. If a manufacturerbelieves that a covered entity contractoris diverting 340B drugs to ineligiblerecipients, the manufacturer shouldimmediately contact the Departmentwith this information and submit allsupporting documentation so that athorough investigation can be initiated.Comment: PHS should overseecontractors’ compliance with thecontracts regarding the 340B prohibition

against drug diversion and duplicatediscounting.Response: Because the covered entitypurchases the drug, retaining title, anddirects shipment to its contractor, itretains responsibility for the drug. If thedrug generates a Medicaid rebate or isdiverted to an individual who is not apatient of the covered entity, the entitywill be responsible for such activity.The Department and a participatingmanufacturer have the authority to auditthe records of the covered entity and thecontractor that directly relate to thatmanufacturer’s drugs and to the 340Bprohibitions against drug diversion andduplicate discounting. See proposedAudit Guidelines, 59 FR 30021, June 10,1994. Further, the Department hasproposed a dispute resolution process inwhich a manufacturer may bring a claimagainst an entity for drug diversion orduplicate discounting. See DisputeResolution, 59 FR 30023. If the entity (orits contractor) is found to have violatedsuch prohibitions, the entity is requiredby 340B(a)(5)(D) to pay themanufacturer the amount of thediscount in dispute, and, pursuant to340B(a)(4), the Department maydetermine that the entity is no longer a‘‘covered entity’’ eligible to access 340Bpricing.We have added several suggestedcontract provisions that are consistentwith normal business practices to theguidelines (Appendix) to providefurther technical assistance in this area.One provision concerning potentialdiscrepancies in ordering and shippingstates, ‘‘the pharmacy will compare allshipments received to the orders andinform the covered entity of anydiscrepancy within five (5) businessdays of receipt.’’ Concerning anappropriate tracking system to preventdrug diversion, another provision states,‘‘prior to the pharmacy providingpharmacy services pursuant to thisagreement, the (covered entity) willhave the opportunity, upon reasonablenotice and during business hours, toexamine the tracking system and mayrequire (the pharmacy) to make anymodifications to such system as the(covered entity) may, in its solediscretion, require. Such a system mayinclude sample quarterly comparisonsof eligible patient prescriptions to thedispensing records and a six (6) monthcomparison of 340B drug purchasingand dispensing records. The (pharmacy)will permit the (covered entity) or itsduly authorized representatives to havereasonable access to (pharmacy’s)facilities and records during the term ofthis agreement in order to make periodicchecks regarding the efficacy of suchtracking systems. (Pharmacy) agrees to
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make any and all adjustments to thetracking system which (covered entity)advises are reasonably necessary toprevent diversion of covered drugs toindividuals who are not patients of the(covered entity).’’Comment: There should be a processfor excluding from the 340B Programthose contractors that are in violation ofthe statute and the guidelines shouldexplicitly note that the pharmacycontractor will be subject to additionalcivil or criminal penalties if violation ofthe guideline involves a violation ofState or Federal law.Response: Covered entities which arefound to have violated the prohibitionsof section 340B(a)(5) can be excludedfrom the 340B Program, after anappropriate opportunity to be heard. SeeDispute Resolution Guidelines in 59 FR30023, June 10, 1994. However, if theprogram finds that the pharmacycontractor has violated these statutoryprohibitions, it cannot bar thispharmacy from dispensing 340B drugsfor a covered entity. Nevertheless, theprogram intends to alert any entitywhich submits a certification with thisparticular pharmacy listed as thecontractor as to this pharmacy’s pastactivities. If the covered entity insistsupon using this pharmacy, theDepartment will carefully scrutinize itsactivities. An additional provision wasadded to address the potential for civilor criminal penalties if the contractorviolates Federal or State law.Comment: The agreement shouldappoint the pharmacy contractor to bethe agent of the covered entity anddiscuss the duties to be performed bythe agent on behalf of the covered entityand the agent’s rights.Response: We believe that therelationship between the covered entityand the contract pharmacy is one ofagency. However, the form of therelationship will be dictated by theterms of the contract; therefore, it is notessential to characterize the relationshipas meeting or not meeting the standardswhich would serve under applicablelaw to establish an agency relationship.The contract terms address the relativeduties of the parties in relation tosection 340B and diversion andduplicate discount concerns that havebeen raised by the commenters.Accordingly, we have concluded that itis unnecessary to label the relationshipbetween the covered entity and thecontract pharmacy.Comment: The contract pharmacy isfully accountable for maintaining thesecurity of the PHS inventory.Response: There is no requirement fora separate (physical) inventory for drugspurchased at a 340B discount, because

a separate data system will be used toverify appropriate dispensing.Comment: Contract pharmacies aremost likely Medicaid pharmacyproviders, while the covered entitylikely is not. Because State Medicaidprograms are unlikely to issue pharmacynumbers to anyone other than licensedpharmacies, covered entities that are notlicensed pharmacies will not be able tobill Medicaid for prescriptionsdispensed by the contract pharmacies.This task will be completed by thecontract pharmacy. The mechanismexcludes Medicaid drugs; therefore, thecontract pharmacy must have twoMedicaid numbers (i.e., 340B exclusionpackage and one to bill Medicaid for itsregular customers). However, PHS hasnot required the contract pharmacy todo so. Moreover, neither the pharmacynor the State has any incentive to ‘‘makearrangements’’ to carry out the statute,since both may gain from inadequateenforcement.Response: The mechanism requiresthe parties to comply with theprohibition on filling Medicaidprescriptions with drugs purchased at340B pricing. Neither the covered entitynor the contract pharmacy will billMedicaid for 340B drug reimbursement;therefore, there will be no need for twoMedicaid numbers. The 340B drugs willnot generate Medicaid rebates.Comment: As the owner of the drug,the covered entity should be responsiblefor establishing the price for each drugsold to a patient of the entity (effectivelypreventing the contractor from chargingwhatever price it chooses) and assumingfull responsibility for such prices underthe terms of the PHS grant and anyapplicable consumer protection laws.Response: Even though it is clearlystated in the guidelines that the coveredentity must purchase the drug (not thecontractor), which would give to thecovered entity title to and responsibilityfor the drug, we have added thefollowing clarifying language toprovision (a): ‘‘* * * will purchase thedrug and will assume full responsibilityfor establishing its price, pursuant toterms of a PHS grant (if applicable) andany applicable consumer protectionlaws.’’
(6) Records

Comment: The contractor shouldassure that all pertinent reimbursementaccounts and dispensing recordsmaintained by the contractor for thecovered entity are separate from thecontractor’s own operations and areaccessible to the covered entity, PHS,and the manufacturers in the event of anaudit. The contractor should provide

these records to the manufacturer uponrequest.Response: We have added the conceptof separate records to provision (j) toassure the availability of these recordsin the case of an audit by themanufacturer. However, a manufacturerhas statutory authority to access theseentity records by performing an audit;therefore, to require the entity to submitrecords upon demand would be undulyburdensome.Comment: ODP should establishstandards for reporting that will ensureconsistency of the information andapprove whatever ‘‘record-keeping’’system is used.Response: Any reasonable systemwhich will provide an adequate audittrail will be acceptable. However,reporting should be consistent withState pharmacy laws and other reportingmechanisms. As stated earlier in thissection, sample contract provisions aresuggested which describe such recordsand reports (e.g., prescription files,velocity reports, and records of orderingand receipt).Comment: Reporting requirementsshould include some record or reportthat assures that only patients of thecovered entity were served.Response: Provision (f) provides thatthe contractor will provide the coveredentity with reports as deemedappropriate using normal andcustomary business records.Comment: The agreement shouldrequire that the pharmacy contractormaintain separate inventories andseparate records for patients of the PHSentity contracting for pharmacyservices.Response: The guidelines have beenchanged to include a provision forseparate dispensing records for patientsof the covered entity. However, therequirement for a separate inventory of340B drugs is unnecessary, because thecovered entity is required to monitordispensing and inventory records. Inaddition, these records are also subjectto Department and manufacturer audits.A separate inventory is a wastefulconcept with respect to time, space andmoney. Further, it provides little if anyadditional security, as a separateinventory only speaks to what iscurrently on the shelf and not whatshould be on the shelf. On the otherhand, dispensing and other records willaccurately indicate use of 340B drugs.Comment: The covered entity isresponsible for making arrangements toseek reimbursement from third partiesfor 340B drugs used in treating patientsof the entity. If the covered entityreceives a PHS grant, it would lose its
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grant eligibility for failing to makeappropriate arrangements.Response: Since the entity purchasesthe drugs, it has the option of seekingreimbursement from third parties itselfor contracting for this service. However,to the extent that a covered entity (or itscontract pharmacy acting on its behalf)fails to comply with grant conditions,the entity may be subject to grantpenalties.Comment: To the extent that thecovered entity makes arrangements forthe pharmacy contractor to submitclaims for third party reimbursement,the covered entity should assume fullresponsibility under State consumerprotection laws, insurance, fraud, andState and Federal health care laws withrespect to any false claims charges orallegations of consumer or insurancefraud.Response: The ODP is not authorizedto enforce or interpret such laws. If webecome aware of possible violations ofsuch laws, we will refer these cases toappropriate authorities.
(C) Contract Pharmacy ServicesRevised Final Mechanism

Covered entities that wish to utilizecontract pharmacy services to dispensesection 340B outpatient drugs areencouraged to sign and have in effect acontract pharmacy service agreementbetween the covered entity and thepharmacy. This mechanism is designedto facilitate program participation forthose eligible covered entities that donot have access to appropriate ‘‘in-house’’ pharmacy services. SeeAppendix for suggested contractprovisions.(1) The following is a suggested modelagreement format:
(a) The covered entity will purchase thedrug and assume responsibility forestablishing its price, pursuant to the termsof a PHS grant (if applicable) and anyapplicable consumer protection laws.A ‘‘ship to, bill to’’ procedure may be usedin which the covered entity purchases thedrug, the manufacturer bills the entity for thedrug that it purchased, but ships the drugdirectly to the contract pharmacy. See section1 of Appendix.(b) The contractor will provide allpharmacy services (e.g., dispensing, recordkeeping, drug utilization review, formularymaintenance, patient profile, counseling).Each covered entity which purchases itscovered outpatient drugs has the option ofindividually contracting for pharmacyservices with the pharmacy of its choice. Thelimitation of one pharmacy contractor perentity does not preclude the selection of apharmacy contractor with multiple pharmacysites, as long as only one site is used for thecontracted services. [The ODP will beevaluating the feasibility of permitting these

covered entities to contract with more thanone site and contractor.](c) The covered entity health care providerwill inform the patient of his or her freedomto choose a pharmacy provider. If the patientdoes not elect to use the contracted service,the patient may obtain the prescription fromthe covered entity and then obtain the drug(s)from the pharmacy provider of his or herchoice.When a patient obtains a drug from a retailpharmacy other than the entity contractpharmacy, the manufacturer is not requiredto offer this drug at 340B pricing.(d) The contractor may provide the coveredentity services, other than pharmacy, at theoption of the covered entity (e.g., home care,reimbursement services). Regardless of theservices provided by the contractor, access to340B pricing will always be restricted to onlypatients of the covered entity.(e) The contractor and the covered entitywill adhere to all Federal, State, and locallaws and requirements. Additionally, all PHSgrantees will adhere to all rules andregulations established by the grant fundingoffice.Both the covered entity and the contractpharmacy are aware of the potential for civilor criminal penalties if the covered entityand/or the contract pharmacy violate Federalor State law. [The Department reserves theright to take such action as may beappropriate if it determines that such aviolation has occurred.](f) The contractor will provide the coveredentity with reports consistent with customarybusiness practices (e.g., quarterly billingstatements, status reports of collections andreceiving and dispensing records). SeeSection 2 of Appendix.(g) The contractor, with the assistance ofthe covered entity, will establish andmaintain a tracking system suitable toprevent diversion of section 340B discounteddrugs to individuals who are not patients ofthe covered entity. Customary businessrecords may be used for this purpose. Thecovered entity will establish a process for aperiodic random (sample) comparison of itsprescribing records with the contractor’sdispensing records to detect potentialirregularities. See Section 3 of Appendix.(h) The covered entity and the contractpharmacy will develop a system to verifypatient eligibility. [The Department’s draftguidance defining covered entity ‘‘patient’’ isset forth in an August 3, l995, FederalRegister notice. See 60 FR 39762.]Both parties agree that they will not resellor transfer a drug purchased at section 340Bpricing to an individual who is not a patientof the covered entity. See section340B(a)(5)(B). The covered entityunderstands that it can be removed from thelist of covered entities because of itsparticipation in drug diversion, a 340B(a)(5)prohibition, and no longer be eligible for340B pricing. See Section 4 of Appendix.(i) Both parties will not use drugspurchased under section 340B to dispenseMedicaid prescriptions, unless the contractpharmacy and the State Medicaid agencyhave established an arrangement to preventduplicate discounting.(j) Both parties understand that they aresubject to audits (by the Department and

participating manufacturers) of records thatdirectly pertain to the entity’s compliancewith the drug resale or transfer prohibitionand the prohibition against duplicateMedicaid rebates and 340B discounts. Seesection 340B(a)(5).The contractor will assure that all pertinentreimbursement accounts and dispensingrecords, maintained by the contractor, will beseparate from the contractor’s own operationsand will be accessible to the covered entity,the Department, and the manufacturer in thecase of a manufacturer audit.(k) Upon request, a copy of this contractpharmacy service agreement will be providedto a participating manufacturer which sellscovered outpatient drugs to the coveredentity. All confidential propriety informationmay be deleted from the document.
(2) CertificationUnder section 340B, we believe that ifa covered entity using contractpharmacy services requests to purchasea covered drug from a participatingmanufacturer, the statute directs themanufacturer to sell the drug at thediscounted price. If the entity directsthe drug shipment to its contractpharmacy, we see no basis on which toconclude that section 340B precludesthis type of transaction or otherwiseexempts the manufacturer fromstatutory compliance. However, theentity must comply, under anydistribution mechanism, with thestatutory prohibition on drug diversionand duplicating discounting.To provide ODP and manufacturerswith assurance that the covered entityhas acted in a manner which limits thepotential for drug diversion, the coveredentity is encouraged to submit to ODPa certification that it has signed and hasin effect an agreement with the contractpharmacy containing theaforementioned provisions. However,ODP will review any alternativemechanism which is designed to reducethe potential for drug diversion. Thenames of those covered entities whichsubmit a certification, or an alternatemechanism approved by ODP, will beplaced on the EDRS for the convenienceof participating drug manufacturers.
(3) Anti-kickback StatuteContractors and covered entities mustbe aware of the potential for civil orcriminal penalties if the contractorviolates Federal or State law. Innegotiating and executing a contractedpharmacy service agreement pursuant tothese guidelines, contractors andcovered entities should be aware of andtake into consideration the provisions ofthe Medicare and Medicaid anti-kickback statute, 42 U.S.C. 1320a–7b(b).This statute makes it a felony for aperson or entity to knowingly andwillfully offer, pay, solicit, or receive
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remuneration with the intent to induce,or in return for the referral of, Medicareor a State health care program business.State health care programs areMedicaid, the Maternal and ChildHealth Block Grant program, and theSocial Services Block Grant program.Apart from the criminal penalties, aperson or entity is also subject toexclusion from participation in theMedicare and State health careprograms for a knowing and willfulviolation of the statute pursuant to 42U.S.C. 1320a–7(b)(7).The anti-kickback statute is verybroad. Prohibited conduct covers notonly remuneration intended to inducereferrals of patients, but also includesremuneration intended to induce thepurchasing, leasing, ordering, orarranging for any good, facility, service,or item paid for by Medicare or a Statehealth care program. The statutespecifically identifies kickbacks, bribes,and rebates as illegal remuneration, butalso covers the transferring of anythingof value in any form or mannerwhatsoever. This illegal remunerationmay be furnished directly or indirectly,overtly or covertly, in cash or in kindand covers situations where there is nodirect payment at all, but merely adiscount or other reduction in price orthe offering of a free good(s).Arrangements between contractorsand covered entities that could violatethe anti-kickback statute would includeany situation where the covered entityagrees to refer patients to the contractorin return for the contractor agreeing toundertake or furnish certain activities orservices to the covered entity at nocharge or at a reduced or below costcharge. These activities or serviceswould include the provision ofcontracted pharmacy services, homecare services, money or grants for staffor service support, or medicalequipment or supplies, and theremodeling of the covered entity’spremises. For example, if a contractoragreed to furnish covered outpatientdrugs in return for the covered entityreferring its Medicaid patients to thecontractor to have their prescriptionsfilled, the arrangement would violatethe anti-kickback statute. Similarly, ifthe contractor agreed to provide billingservices for the covered entity at nocharge in return for the covered entityreferring its patients to the contractor forhome or durable medical equipment,the statute would be violated.Pursuant to the authority in 42 U.S.C.1320a–7b(b)(3), the Secretary of HHShas published regulations setting forthcertain exceptions to the anti-kickbackstatute, commonly referred to as ‘‘safeharbors.’’ These regulations are codified

at 42 CFR 1001.952. Each of the safeharbors sets forth various requirementswhich may be met in order for a personor entity to be immune from prosecutionor exclusion.
(D) Appendix—Suggested ContractProvisions(1) ‘‘The covered entity will ordercovered drugs directly from themanufacturer, from a designated salesrepresentative, or a drug wholesaler andarrange to be billed directly for suchdrugs. The covered entity will arrangefor shipment of such drugs directly tothe pharmacy. The pharmacy willcompare all shipments received to theorders and inform the covered entity ofany discrepancy within five (5) businessdays of receipt. The covered entity willmake timely payments for such drugsdelivered to the (pharmacy) pursuant tothe entity’s order.’’(2) ‘‘The covered entity will verify,using the contractor’s (readilyretrievable) customary business records,that a tracking system exists which willensure that drugs purchased under theAct are not diverted to individuals whoare not patients of the covered entity.Such records can include: prescriptionfiles, velocity reports, and records ofordering and receipt. These records willbe maintained for the period of timerequired by State law and regulations.’’(3) ‘‘Prior to the pharmacy providingpharmacy services pursuant to thisagreement, the covered entity will havethe opportunity, upon reasonable noticeand during business hours, to examinethe tracking system. For example, sucha tracking system may include quarterlysample comparisons of eligible patientprescriptions to the dispensing recordsand a six (6) month comparison of 340Bdrug purchasing and dispensing recordsas is routinely done in otherreconciliation procedures. Thepharmacy will permit the covered entityor its duly authorized representatives tohave reasonable access to pharmacy’sfacilities and records during the term ofthis agreement in order to make periodicchecks regarding the efficacy of suchtracking systems. The pharmacy agreesto make any and all adjustments to thetracking system which covered entityadvises are reasonably necessary toprevent diversion of covered drugs toindividuals who are not patients of thecovered entity.’’(4) ‘‘The pharmacy will dispensecovered drugs only in the followingcircumstances: (a) Upon presentation ofa prescription bearing the coveredentity’s name, the eligible patient’sname, a designation that the patient isan eligible patient, and the signature ofa legally qualified health care provider

affiliated with the covered entity; or (b)receipt of a prescription ordered bytelephone on behalf of an eligiblepatient by a legally qualified health careprovider affiliated with the coveredentity who states that the prescription isfor an eligible patient. The coveredentity will furnish a list to the pharmacyof all such qualified health careproviders and will update the list ofproviders to reflect any changes. If acontract pharmacy is found to haveviolated the drug diversion prohibition,the pharmacy will pay the entity theamount of the discount in question sothat the entity can reimburse themanufacturer.’’
Dated: August 14, 1996.Thomas G. Morford,Acting Administrator, Health Resources andServices Administration.[FR Doc. 96–21485 Filed 8–22–96; 8:45 am]
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SUMMARY: In compliance with therequirement of Section 3506(c)(2)(A) ofthe Paperwork Reduction Act of 1995for opportunity for public comment onthe proposed data collection projects,the National Heart, Lung, and BloodInstitute (NHLBI), the NationalInstitutes of Health (NIH) will publishperiodic summaries of proposedprojects to be submitted to the Office ofManagement and Budget (OMB) forreview and approval.
PROPOSED COLLECTION: Title: TheFramingham Study. Type of InformationCollection Request: Extension of acurrently approved collection (OMB No.0925–0216). Need and Use ofInformation Collection: This projectinvolves physical examination andtesting of the surviving members of theoriginal Framingham Study cohort andthe surviving members of the offspringcohort. Investigators will contactdoctors, hospitals, and nursing homes toascertain participants’ cardiovascularevents occurring outside the studyclinic. Information gathered will beused to further describe the risk factors,occurrence rates, and consequences ofcardiovascular disease in middle agedand older men and women. Frequencyof Response: The cohort participantsrespond every two years; the offspringparticipants respond every four years.Affected Public: Individuals orhouseholds; Businesses or other forprofit; Small businesses or


