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The agency proposal follows:  
Summary
The Pharmaceutical Services Manual, N.J.A.C. 10:51, regulates the provision of pharmaceutical services under the New Jersey Medicaid and the NJ FamilyCare fee-for-service (FFS) pharmacy benefit programs and reimbursement for services under those programs.  
The Department is proposing amendments to the Pharmaceutical Services Manual which would: implement provisions of Section 6033 of the federal Deficit Reduction Act of 2005 (Pub. L. 109-171) related to the prohibition on restocking and double billing of prescription drugs; implement provisions of the New Jersey Fiscal Year 2009 Appropriations Act (P.L. 2008, c. 35) relating to the discounted price pharmacies charge the Division for specified products and services; and update the list of covered pharmaceutical products and the use of generic products.  The proposed amendments would also make numerous minor revisions as specifically described below.
The specific amendments contained in this notice of proposal are:

At N.J.A.C. 10:51-1.2(b)1 proposed amendments require all out-of-state pharmacies, except for those pharmacies authorized to receive a one-time payment for the provision of emergency services outside of New Jersey, to be registered with the New Jersey  Board of Pharmacy in accordance with N.J.A.C. 13:39-4.19.  
Proposed new N.J.A.C. 10:51-1.2(f) states the existing authority of the Division, pursuant to N.J.S.A. 30:4D-7, to conduct prepayment and postpayment monitoring of pharmaceutical providers.  

At N.J.A.C. 10:51-1.4(c) proposed amendments delete the terms Medicaid Identification Card and NJ FamilyCare Identification Card and replace them with a reference to the “Health Benefits Identification (HBID) Card” because this is the identification card that is currently provided to all Medicaid/NJ FamilyCare beneficiaries.

Proposed new N.J.A.C. 10:51-1.4 (d) contains the requirement that a pharmacy shall not submit claims, and shall not be paid, for prescribed drugs dispensed or supplied, in whole or in part, by a pharmacy that has not been approved by the Division as a participating provider.  It further prohibits directing or diverting Medicaid/NJ FamilyCare beneficiaries to any pharmacy or restraining patients' freedom of choice to select a pharmacy.
At N.J.A.C. 10:51-1.5(f), proposed amendments require that for claims with dates of service on or after July 1, 2008, rather than July 15, 1996, the maximum cost for each prescription claim not covered by the Maximum Allowable Cost (MAC) price shall be based on the average wholesale price (AWP) of the drug less a discount of 15 percent, rather than 10 percent.  This requirement reflects the provisions of the New Jersey Fiscal Year 2009 Appropriations Act, P.L. 2008, c. 35.  
At N.J.A.C. 10:51-1.6, a proposed amendment provides that for claims with dates of service on or after July 1, 2008, rather than July 15, 1996, the discount shall be 15 percent, rather than 10 percent, for prescription claims not covered by the MAC.
N.J.A.C. 10:51-1.7(a)2 is being deleted. This portion of the dispensing fee is being eliminated as it is not necessary to provide an additional fee to pharmacies for providing consultation services because a pharmacist consultation with the beneficiary receiving the pharmaceutical services is required by Board of Pharmacy rules (see N.J.A.C. 13:39-1.2, definition of “pharmaceutical services”).  
Existing N.J.A.C. 10:51-1.7(a)3 is being recodified as (a)2 and being amended to add a new subparagraph (a)2ii, which requires that the prescription volume counted for completion of the FD-70 shall include prescriptions paid for by the Medicaid/NJ FamilyCare or Pharmaceutical Assistance to the Aged and Disabled (PAAD) drug programs only if these programs are the primary payers for the beneficiary’s pharmacy benefit.

New N.J.A.C. 10:51-1.7 (d)2, requires that, in the case of a pharmaceutical services provider with multiple locations, the certification provided on each Form FD-70 for each location shall state whether 24-hour emergency services are provided at that specific location.  Only those specific locations at which 24-hour emergency services are actually provided shall be eligible to receive the Twenty-Four Hour Emergency Service additional dispensing fee described in (a)1 above. 
At N.J.A.C. 10:51-1.12(c) proposed amendments delete the term “NJ FamilyCare Identification Card” and replace it with a reference to the “Health Benefits Identification (HBID) Card” because this is the identification card that is currently provided to all Medicaid/NJ FamilyCare beneficiaries.

At N.J.A.C. 10:51-1.13(b)5, a typographical error is corrected.

Proposed new N.J.A.C. 10:51-1.13(b)7 would exclude from reimbursement any drug product which requires prior authorization, if the prior authorization was not obtained.  

Proposed new N.J.A.C. 10:51-1.13(d) states that reimbursement shall not be made for the ingredient cost of a covered outpatient drug for which a pharmacy has already received payment and states that if reimbursement has already been made, the provider shall make appropriate adjustments in accordance with chapter Appendices D (the Fiscal Agent Billing Supplement) and E (the Electronic Media Claims Manual).
At N.J.A.C. 10:51-1.14(a), proposed amendments delete the existing prior authorization procedures because the providers are no longer required to use any forms to request prior authorization; all requests for prior authorization must be processed through the Division’s prior authorization agent.  Proposed amendments provide the toll-free phone number that providers can use to contact the Division’s prior authorization agent 24 hours a day, seven days a week.
New N.J.A.C. 10:51-1.14(b), provides a list of the information the practitioner must submit when requesting prior authorization.  The list consists of:  the practitioner’s name, service address, telephone number, State practitioner license number; National Provider Identifier (NPI) number and Medicaid/NJ FamilyCare provider number, if applicable; the beneficiary’s name, identification number and diagnosis; the drug name and strength; the prescription period; the drug quantity; and the justification for any use of a brand name or more costly generic drug. 
New N.J.A.C. 10:51-1.14(c), states that the Division or its contracted agent will provide the practitioner with a prior authorization number if the service is authorized and that the prior authorization number assigned shall be reported in the appropriate field in the electronic or paper claim.  This is not a new requirement, this information is contained in the Fiscal Agent Billing Supplement that is an Appendix to this chapter, this information is being included in the text of the chapter to reinforce the requirement.

Current N.J.A.C. 10:51-1.14(b) is being recodified as (d) with no change to recodified paragraphs (d)1 – 5 and deleting recodified N.J.A.C. 10:51-1.14(d)6.  
New N.J.A.C. 10:51-1.14(d)6 is proposed which states that effective July 1, 2003,  prior authorization is required for any multi-source brand name drug prescribed for: any Work First New Jersey/General Assistance (WFNJ/GA) beneficiary; or any Medicaid/NJ FamilyCare beneficiary who is over 21 years of age, not pregnant and not residing in long term care.  This policy was mandated by P.L. 2003, c. 122, the State Fiscal Year (SFY) 2004 Appropriations Act and has been carried forward in each subsequent year’s Appropriations Act, up to and including P.L. 2008, c. 35, the SFY 2009 Appropriations Act.  
At N.J.A.C. 10:51-1.19(a)5 proposed amendments change the definition of a reasonable quantity of remaining medication from 75 percent to 85 percent.  This is the amount of medication that must be consumed prior to requesting a refill for the prescription.

At N.J.A.C. 10:51-1.20(a)1 and 2 proposed amendments replace outdated references to the Drug Utilization Review Council (DURC) formulary, which no longer exists, with references to N.J.A.C. 8:71, which contains the most current drug formulary requirements. Additionally, at N.J.A.C. 10:51-1.20(a)2 the word “must” is being replaced with “shall” for grammatical correctness.

At N.J.A.C. 10:51-1.25(f)2 proposed amendments delete the term “12-digit Medicaid or NJ FamilyCare identification number” and replace it with a reference to the “Health Benefits Identification (HBID) Card number” because this is the identification card that is currently provided to all beneficiaries.  
At N.J.A.C. 10:51-2.5(c) and 2.6, proposed amendments indicate that, for service dates on or after July 1, 2008, rather than July 15, 1996, the reimbursement amount for each prescription will not exceed the average wholesale price (AWP), less a discount of 15 percent, rather than 10 percent.  This requirement reflects the provisions of the 2009 Appropriations Act, P.L. 2008, c. 35.
At N.J.A.C. 10:51-2.7(a), proposed amendments clarify that, when calculating the total number of fee-for-service beneficiary days, bed hold days shall be excluded.  Additional amendments delete the sentence “Additional dispensing fees (add-ons) per prescription shall be given to pharmacy providers who provide the following levels of services.”  This language is being deleted because the language could be misleading; the pharmaceutical providers covered under Subchapter 2 are institutional pharmacies, which receive their capitation fee and do not receive additional fees.  Finally, the proposed amendments clarify that the capitation fee is 75 percent of the capitation rate and not 75 percent of the fee for pharmacies with retail permits.

Additional amendments at N.J.A.C. 10:51-2.7(a) 1 through 4 reduce the amount of the fees for pharmaceutical services provided to beneficiaries in nursing facilities.  The reductions reflect the fact that Medicare, since January 1, 2006, has been responsible for paying long-term care (LTC) pharmacy claims for dual eligibles (clients who are receiving benefits from Medicare and Medicaid).  This represents 90% of the beneficiaries residing in LTC facilities.  The capitation was reduced by 80% since some classes of drugs are 100% Medicaid responsibility in LTC facilities.
Current N.J.A.C. 10:51-2.7(c) is proposed to be deleted because this requirement does not apply to institutional pharmacies because they do not receive the additional incremental payments. Current N.J.A.C. 10:51-2.7(d) is being recodified as (c) with no change in text as a result of this deletion.
Proposed new N.J.A.C. 10:51-2.11(c) states that reimbursement shall not be made for the ingredient cost of a covered outpatient drug for which a pharmacy has already received payment; but allows for reimbursement for a restocking fee.  The proposed rule also requires that if reimbursement has already been made, the provider shall make appropriate adjustments in accordance with N.J.A.C. 10:51 Appendices D (the Fiscal Agent Billing Supplement) and E (the Electronic Media Claims Manual).
Proposed new N.J.A.C. 10:51-2.11(d) contains requirements related to restocking fees allowable for covered outpatient drugs for which the pharmacy has already received payment.  These include making appropriate adjustments to quantity billed when there is a change affecting the paid claim status such as when a Medicaid beneficiary dies or is discharged early from a skilled nursing facility (SNF) or any other circumstances in which a drug is returned to the pharmacy or that otherwise requires a claim to be adjusted.  The steps for seeking such reimbursement are detailed and include the pharmacy submitting an adjusted claim, with the identification of the facility involved and rebilling the original claim reporting the number of the actual service units administered.  If the dollar value of the rebilled claim is greater than $12.00, a claim may be made for an amount equal to a restocking fee of $15.00.  The State fiscal agent will then adjudicate the resubmitted claim with the adjusted units, and if the dollar value of the resubmitted claim is greater than $12.00, then the restocking fee of $15.00 will be reimbursed.  Additional requirements state: that any claim for a restocking fee must be made for the entire unused portion of a prescription; that restocking is only permitted for unit-dose medications; and that restocking is only permitted for pharmaceutical services provided to beneficiaries residing in LTC facilities and SNFs.
At N.J.A.C. N.J.A.C. 10:51-2.17(a)1 and 2 proposed amendments replace outdated references to the Drug Utilization Review Council (DURC) formulary, which no longer exists, with references to N.J.A.C. 8:71, which contains the most current drug formulary requirements.  Additionally, at N.J.A.C. 10:51-2.17(a)2 the word “must” is being replaced with “shall” for grammatical correctness.

At N.J.A.C. 10:51-2.22(f)2 proposed amendments delete the term “12-digit Medicaid or NJ FamilyCare identification number” and replace it with a reference to the “Health Benefits Identification (HBID) card number” because this is the identification number that is currently provided to all beneficiaries.

Proposed amendments to chapter Appendix D inform providers that the Fiscal Agent Billing Supplement is available online and can be downloaded for free and that all future revisions to the pages of the billing supplement will be posted on the website and copies will be filed with the Office of Administrative Law.  Instructions for obtaining a copy of the billing supplement for those without access to the Internet are also provided.  

Proposed amendments to chapter Appendix E inform providers that the Electronic Media Claims (EMC) Manual is available online and can be downloaded for free and that all future revisions to the pages of the billing supplement will be posted on the website and copies will be filed with the Office of Administrative Law.  Instructions for obtaining a copy of the billing supplement for those without access to the Internet are also provided.  

The Department has determined that the comment period for this notice of proposal will be 60 days; therefore, pursuant to N.J.A.C. 1:30-3.3(a)5, this notice is excepted from the rulemaking calendar requirement.

Social Impact
In State Fiscal Year 2008 there were approximately 2,125 pharmaceutical providers rendering services to Medicaid and NJ FamilyCare beneficiaries. During State Fiscal Year 2008, an estimated 212,926 beneficiaries received prescriptions each month.

The proposed amendments should have no social impact on Medicaid and NJ FamilyCare fee-for-service beneficiaries since the rules will not change beneficiary eligibility requirements or the covered pharmaceutical services available to Medicaid/NJ FamilyCare beneficiaries. 
Economic Impact
During State Fiscal Year 2008, the Division spent approximately $683 million (Federal and State shares combined) for approximately 12.3 million prescriptions. 
There will be no economic impact on the beneficiaries as a result of the proposed amendments because the proposed amendments do not change eligibility requirements or benefit levels.  Beneficiaries are not currently required to pay for pharmaceutical services and the proposed amendments do not require any payment from the beneficiaries.

There may be some negative economic impact on the providers as a result of the proposed reduction in the nursing facility per diem dispensing fees which are being proposed due to the impact of Medicare Part D.  Medicare Part D now covers the drugs and related dispensing fees for beneficiaries who are eligible for Medicare.  
The dispensing fee is being lowered based on the reduced number of drug claims which are eligible for only Medicaid reimbursement and not covered by Medicare Part D.  The proposed reduction in the amount of these dispensing fees will have a positive economic impact on the State since it is expected to result in an estimated annual State savings of $2.025 million.

In addition to the savings as a result of the proposed reduction in the per diem dispensing fees described above, the State will experience additional positive economic impact as a result of the amendments being proposed to implement the provisions of the New Jersey 2008 Appropriations Act, P.L. 2008 c. 35 (effective July 1, 2008), which will result in cost savings for the State as described below.  
Reimbursement will change for legend drugs because the maximum allowable cost (MAC) will be defined as the lower of the upper payment limit as published by the Federal government or the average wholesale price (AWP) minus a 15 percent volume discount.  Reimbursement for the cost of multi-source generic drugs shall be made in accordance with the Federal Deficit Reduction Act of 2005.  These changes are expected to result in an annual estimated State savings of $8.7 million and corresponding reductions in reimbursement to providers.

The qualifying requirements for pharmacies to receive the Impact Area Location Allowance are being amended to require that the Medicaid/NJ FamilyCare/PAAD prescription volume be counted only if those programs were the primary payers.  The Patient Consultation portion of the dispensing fee ($0.08) is being eliminated because pharmacist consultation is required by law and therefore it is not necessary to provide an additional fee to pharmacies for providing this service. This amendment is expected to result in an estimated annual State savings of $0.275 million and corresponding reductions in reimbursement to providers.

There are no costs to providers that are specifically associated with these proposed amendments, beyond the costs of maintaining records adequate for billing purposes. Changes to reimbursement and minor additional changes reflect existing requirements of State and/or Federal laws.
Federal Standards Statement
Sections 1902(a)(10), 1905(a)12 and 2110(a)6 of the Social Security Act (42 U.S.C. §§1396(a)(10), 1396d(a)12 and 1397jj(a)6, respectively) allow a State Medicaid or NJ FamilyCare-Children's Program, at its option, to provide pharmaceutical services.

Federal regulations at 42 CFR 440.120 define what may be covered as prescribed drugs. Federal requirements regarding restrictions on coverage are contained in Section 1927(d) of the Social Security Act (42 U.S.C. §1396r-8(d)). The option to establish a drug utilization review board or a formulary is included in Section 1927(g) (42 U.S.C. §§1396r-8(g)). Rebate requirements are contained in Sections 1927(a), (b) and (c) and §1927(k) of the Social Security Act (42 U.S.C. §1396r-8(a) through (c) and §1396r-8(k), respectively).

Within the Federal requirements, the State has discretion to define its coverage, utilization control and review activities and its payment methodology, as long as it stays within the Federal limits.

The Department has reviewed the Federal statutory and regulatory requirements and has determined that the proposed amendments do not exceed Federal standards.  Therefore, a Federal standards analysis is not required.
Jobs Impact
The Department does not anticipate that the proposed amendments will result in the creation or loss of jobs in the State of New Jersey.

Agriculture Industry Impact

Since the proposed amendments concern the provision of pharmaceutical services to Medicaid and NJ FamilyCare beneficiaries, the Department anticipates that the proposed rulemaking will have no impact on the agriculture industry in the State of New Jersey.

Regulatory Flexibility Analysis
Although some pharmaceutical services providers may be considered small businesses under the terms of the Regulatory Flexibility Act, N.J.S.A. 52:14B-16 et seq., the proposed amendments contain only minimal additional recordkeeping, reporting or compliance requirements on providers as described in the summary above.  

The proposed amendments requiring out-of-State providers to register with the New Jersey Board of Pharmacy will not impose any additional significant compliance requirements since all pharmaceutical providers are already required to comply with the requirements of N.J.A.C. 13:39.

The proposed amendment requiring providers with multiple locations to provide a list of locations at which 24-hour emergency services are available, as part of their annual certification provided on Form FD-70, will not impose significant additional compliance requirements on the providers since all pharmaceutical providers are already required to complete the FD-70 form on an annual basis; this proposed amendment simply requires providers to specify the individual retail locations that provide 24-hour emergency services. 
Specific compliance requirements related to prior authorization procedures may reduce the amount of paperwork required as prior authorization is no longer required for multisource generic drugs prescribed to any Work First New Jersey/General Assistance beneficiary or any Medicaid/NJ FamilyCare beneficiary who is over 21 years of age, not pregnant and not residing in long-term care.  All providers, regardless of size, are required to maintain records to fully disclose the name of the beneficiary who received the service, date of service and any additional information as may be required by N.J.A.C. 10:49 and N.J.S.A. 30:4D-1 et seq., specifically 30:4D-12.  This information, along with identifying information for the provider and the beneficiary, is all that is needed to request prior authorization and/or reimbursement for the provision of services. 

There should be no new capital costs or compliance costs and no need to hire any additional professional staff as a result of these proposed amendments. The proposed amendments do not impose requirements on providers regarding the hiring of professional staff beyond those imposed by existing applicable State and Federal requirements.  Any capital costs incurred by a provider would be incurred in the normal course of business when operating a pharmacy and would not be a result of this proposed rulemaking. 
Smart Growth Impact

Since the proposed amendments concern the provision of pharmaceutical services to Medicaid and NJ FamilyCare beneficiaries, the Department anticipates that the proposed rulemaking will have no impact on the achievement of smart growth in New Jersey or on the implementation of the State Development and Redevelopment Plan.

Housing Affordability Impact 

Since the proposed amendments concern the provision of pharmaceutical services to Medicaid and NJ FamilyCare beneficiaries, the Department anticipates that the proposed rulemaking will have no impact on the development of affordable housing and would not evoke a change in the average costs associated with housing.
Smart Growth Development Impact
Since the proposed amendments concern the provision of pharmaceutical services to Medicaid and NJ FamilyCare beneficiaries, the proposed amendments will have no impact on the construction within Planning Areas 1 and 2, or within designated centers, under the State Development and Redevelopment Plan.
Full text of the proposal follows (additions indicated in boldface thus; deletions indicated in brackets [thus]):
SUBCHAPTER 1.  PHARMACEUTICAL SERVICES

10:51-1.2 Participation of eligible providers

(a)  (No change.)

(b) To be approved as a provider of pharmaceutical services, the pharmacy shall:
1. Operate under a valid retail and/or institutional permit issued by the Board of Pharmacy of the State of New Jersey or by the Board of Pharmacy of the state in which the pharmacy is located. Any pharmacy located in a state other than New Jersey shall register with the New Jersey Board of Pharmacy pursuant to N.J.A.C. 13:39-4.19, except out-of-State providers enrolled as one-time providers authorized in order to receive payments for emergency prescription services provided to eligible beneficiaries visiting the state in which services were rendered.  However, an application for approval as a retail pharmacy submitted by a pharmacy operating under an out-of-State institutional permit will be denied; a pharmacy operating under an out-of-State institutional permit and applying for approval as a retail pharmacy may not participate as an approved provider in the New Jersey Medicaid or NJ FamilyCare program; and

2. (No change.)

(c) – (e)  (No change.)

(f) The Division reserves the right to conduct prepayment and/or postpayment monitoring at any time of any pharmacy that is issued a temporary and/or permanent provider number.

10:51-1.4 Program restrictions affecting payment for prescribed drugs

(a) – (b)  (No change.)

(c) If a prescription is not dispensed directly to the New Jersey Medicaid fee-for-service, NJ FamilyCare fee-for-service, or Work First New Jersey/General Assistance (WFNJ/GA) beneficiary for whom the prescription was written, and the claim charge exceeds $ 150.00, the individual picking up the prescription shall present the [Medicaid Identification Card, the NJ FamilyCare] Health Benefits Identification (HBID) Card or the authorized documentation confirming WFNJ/GA eligibility of the beneficiary. Without the required proof of identity, the prescription shall only be dispensed in accordance with (b)1 and 2 below:

1. – 3.  (No change.)

(d) A participating pharmacy shall not submit claims, and shall not be paid, for prescribed drugs dispensed or supplied, in whole or in part, by a pharmacy that has not been approved by the Division as a participating provider.  For purposes of this subsection, the "dispensing" of a prescribed drug shall have the same meaning as defined at N.J.A.C. 13:39-1.2.  A participating pharmacy shall not enter into any arrangement, formal or informal, with any other pharmacy or other individual or entity, which directs or diverts patients to or from a specified pharmacy or restrains in any way, a patient’s freedom of choice to select a pharmacy.

10:51-1.5 Basis of payment

(a) – (e)  (No change.)

(f) For claims with service dates on or after July [15, 1996] 1, 2008, the maximum cost for each eligible prescription claim not covered by the Maximum Allowable Cost price, as defined in (b)1i above, shall be based on the Average Wholesale Price (AWP) of a drug, as defined in (b)1ii above, less a discount of [10] 15 percent.

10:51-1.6 Discounts

For claims with service dates on or after July [15, 1996] 1, 2008, the discount shall be [10] 15 percent for each eligible prescription claim not covered by the Maximum allowable cost price.

10:51-1.7 Prescription dispensing fee

(a) The dispensing fee for legend drugs, dispensed by providers having retail permits to beneficiaries other than those in long-term care facilities, including State–operated Intermediate Care Facilities/Mentally Retarded (ICFs/MR), nursing facilities and State–and county–operated long-term psychiatric hospitals, is $3.73.  Additional dispensing fees (add-ons) per prescription shall be given to pharmacy providers who provide the following:
1.  (No change.)

[2. Patient Consultation: $0.08. In addition to routinely monitoring beneficiary profiles for drug interactions, contraindications, allergies, etc., the provider shall, where appropriate, discuss the course of drug therapy with the beneficiary. This discussion must include emphasis on compliance with the prescriber's orders; proper drug utilization; cautions about possible side effects; foods to avoid; proper drug storage conditions; and any other information that will prove beneficial to the beneficiary while on drug therapy.]

[3] 2. Impact Area Location: $0.15. The provider shall have a combined Medicaid/NJ FamilyCare[,] and Pharmaceutical Assistance to the [Aged/Disabled] Aged and Disabled (PAAD) prescription volume equal to or greater than 50 percent of the provider's total prescription volume.

i.  (No change.)

ii. Medicaid/NJ FamilyCare and Pharmaceutical Assistance to the Aged and Disabled (PAAD) prescription volume shall be counted only if those programs are the primary payers for the beneficiary’s pharmacy benefit.

(b) - (c)  (No change.)

(d) In order to receive any or all of the above increments, the provider shall certify annually to the Division on Form FD-70, that the service(s) as defined in (a) above, are being provided and/or that the provider is entitled to the impact increment as defined in (a) above.  
1. (No change.)
2. In the case of a pharmaceutical services provider with multiple locations, the certification provided on each Form FD-70 for each location shall state whether 24-hour emergency services are provided at that specific location.  Only those specific locations at which 24-hour emergency services are actually provided shall be eligible to receive the Twenty-Four Hour Emergency Service additional dispensing fee described in (a)1 above. 
(e)  (No change.)

10:51-1.12 Personal contribution to care requirements for NJ FamilyCare-Plan C and copayments for NJ FamilyCare-Plan D

(a) – (b)  (No change.)

(c) Pharmacies are required to collect the personal contribution to care for the [above-mentioned] NJ FamilyCare-Plan C services set forth ion (a) and (b) above, if the [NJ FamilyCare] Health Benefits Identification (HBID) Card indicates that a personal contribution to care is required and the beneficiary does not have a NJ FamilyCare form, which indicates that the beneficiary has reached their cost share limit and no further personal contributions to care are required, until further notice. Personal contribution to care charges cannot be waived.

(d) – (e)  (No change.)

10:51-1.13 Non-covered pharmaceutical services

(a)   (No change.)

(b) Otherwise reimbursable products shall be excluded from payment, under the following condition(s):

1. – 4.  (No change.)

5. Drug products denied payment based on point-of-[scale]sale (POS) and prospective drug utilization review (PDUR) standards adopted by the Medicaid or NJ FamilyCare program. (see N.J.A.C. 10:51-1.26); [and]

6. No funding shall be provided for erectile dysfunction drugs for individuals who are registered on New Jersey's Sex Offender Registry[.]; and

7. Drug products which have not received prior authorization in accordance with N.J.A.C. 10:51-1.14.

(c)  (No change.)
(d) Reimbursement shall not be made for the ingredient cost of a covered outpatient drug for which a pharmacy has already received payment.  If Medicaid/NJ FamilyCare reimbursement has already been made, the provider shall make appropriate adjustments in accordance with N.J.A.C. 10:51 Appendices D and E.
10:51-1.14 Services requiring prior authorization

[(a) The provider shall obtain prior authorization, when required by this chapter, by phone or in writing, from the professional staff of the Division's prior authorization agent for pharmacy services. The pharmacy prior authorization agent is available at a toll-free telephone number 24 hours a day, seven days a week. When a form is required by this chapter, the appropriate form that must be used to request prior authorization is indicated in the Fiscal Agent Billing Supplement. Information on the form is transmitted, on-line, from the pharmacy prior authorization agent to the fiscal agent who, in turn, confirms the status of the authorization request by mail and provides the specific prior authorization number. Additional requirements regarding prior authorization for specific drugs or classes of drugs are contained in (b) below.] (a) All requests for prior authorization shall be processed through the Division’s prior authorization agent.  The prior authorization agent can be contacted 24 hours a day, seven days a week at 1-877-888-2939.  
1. (No change.)
(b) When requesting prior authorization, the practitioner shall provide the information in (b)1 through 12 below.  Prior authorization information shall include:

1. The prescribing practitioner’s name;

2. The prescribing practitioner’s service address;
3. The prescribing practitioner’s telephone number;

4. The prescribing practitioner’s State practitioner license number;

5. The prescribing practitioner’s National Provider Identifier (NPI) number;

6. The prescribing practitioner’s Medicaid/NJ FamilyCare provider identification number, if applicable;

7. The beneficiary’s name and Medicaid/NJ FamilyCare identification number;

8. The beneficiary’s diagnosis;

9. The drug name and strength;

10. The prescription period;

11. The drug quantity; and

12. The justification for any use of a brand name drug or more costly generic drug.

(c)  Upon receipt of all necessary information, the Division or its contracted prior authorization agent will provide the practitioner with a 10-digit prior authorization number for the prescribed service, if authorized.  The prior authorization number assigned shall be reported in the appropriate field in the electronic or paper claim. 

[(b)] (d) The following drugs and specific therapeutic classes require prior authorization, which shall be requested as specified in this section:

1. – 5.  (No change.) 
[6. Any prescription claim for the same beneficiary, provided within the same calendar month, that exceeds the monthly prescription volume threshold of 12 prescriptions per month. This applies whether the prescriptions were dispensed by one or more pharmacies. The need for prior authorization shall be communicated to providers via the point of sale claims processing system. Prior authorization shall be requested as required by (a) above, except that prior authorization shall not be required in the following circumstances:

i. Pharmaceutical services provided to Medicaid beneficiaries residing in a nursing facility, assisted living residence, comprehensive personal care home, or residential health care facility;

ii. Certain drugs and specific therapeutic drug classes including clozapine, antihemophiliac drugs, immunosuppressants, and HIV/AIDS drugs (limited to protease inhibitor, antiretroviral drugs, nucleoside analogs and reverse transcriptase inhibitors);

iii. Certain legend drugs, including oral contraceptives, ophthalmic preparations, otic preparations, nitroglycerin patches, vaginal preparations, and hemorrhoidal preparations;

iv. Drugs otherwise requiring prior authorization in accordance with this subsection;

v. Drugs otherwise requiring prior authorization by the Work First New Jersey/General Assistance program; and

vi. Drugs dispensed to beneficiaries in the pharmacy lock-in program.] 
6. Except as provided in this section, effective July 1, 2003, any multi-source brand name drug prescribed for any Work First New Jersey/General Assistance beneficiary or any Medicaid/NJ FamilyCare beneficiary who is over 21 years of age, not pregnant and not residing in long-term care.
10:51-1.19 Prescription refill
(a) The provider shall submit a properly completed claim form or electronic claim in the proper EMC claim format to the fiscal agent for reimbursement of an allowable refill. An allowable refill shall comply with the following instructions in order to be reimbursed as such:

1. – 4.  (No change.)
5. Prescription refills shall not be dispensed until a reasonable quantity (approximately [75] 85 percent) of the medication originally dispensed or refilled could have been consumed in accordance with the prescriber's written directions for use.

i. (No change.)
10:51-1.20 Prescription Drug Price and Quality Stabilization Act

(a) The Prescription Drug Price and Quality Stabilization Act, N.J.S.A. 24:6E-1 et seq., shall apply to the New Jersey Medicaid and NJ FamilyCare programs. This law requires that every prescription blank contain the statements "Substitution Permissible" and "Do Not Substitute." The prescriber shall initial one of the statements in addition to signing the prescription blank.

1. When the prescriber does not initial "Substitution Permissible" or the "Do Not Substitute" statement on a prescription for a drug product listed in [the DURC Formulary] N.J.A.C. 8:71, the pharmacist shall substitute from the list of interchangeable products and bill Medicaid or NJ FamilyCare accordingly.

2. When the prescriber initials "Substitution Permissible," the pharmacist shall dispense and bill Medicaid or NJ FamilyCare for one of the less expensive products listed in [the DURC Formulary] N.J.A.C. 8:71 as interchangeable with the brand name prescribed. The Medicaid or NJ FamilyCare beneficiary [must] shall accept the interchangeable product unless the beneficiary is willing to pay the pharmacy's full, usual and customary price. If that occurs, the pharmacist shall so note on the prescription blank and no claim shall be submitted to Medicaid or NJ FamilyCare.

3. – 4.  (No change.)

(b) – (f) (No change.)

10:51-1.25 Point-of-sale (POS) claims adjudication system

(a) – (e)  (No change.)

(f) Claim data requirements for electronic media claims (EMC) generated by POS participating pharmacies include:

1.  (No change.)

2. The [12-digit Medicaid or NJ FamilyCare identification] Health Benefits Identification (HBID) Card number;

3. – 12.  (No change.)

(g) – (l)  (No change.)

SUBCHAPTER 2. PHARMACEUTICAL SERVICES TO MEDICAID OR NJ FAMILYCARE FEE-FOR-SERVICES BENEFICIARIES IN A NURSING FACILITY

10:51-2.5 Basis of payment

(a) – (b)  (No change.)

(c) For claims with service dates on or after [the] July [15, 1996] 1, 2008, the maximum cost for each eligible prescription claim not covered by the Maximum Allowable Cost price, as defined in N.J.A.C. 10:51-2.5(b)1i is based on the average wholesale price (AWP) of a drug, as defined in (b)1ii above, less a discount of [10] 15 percent.

(d) – (e)  (No change.)

10:51-2.6 Discounts

For claims with service dates on or after July [15, 1996] 1, 2008, the discount shall be [10] 15 percent for each eligible prescription claim not covered by the Maximum [allowable cost] Allowable Cost price. 

10:51-2.7 Prescription dispensing fee (capitation)

(a) The New Jersey Medicaid and NJ FamilyCare programs capitate the dispensing fee for [each] prescriptions for beneficiaries in Medicaid–approved nursing facilities in accordance with the total number of Medicaid and NJ FamilyCare fee-for-service beneficiary days, excluding bed hold days, in the facility(ies) serviced by the pharmacy. [Additional dispensing fees (add-ons) per prescription shall be given to pharmacy providers who provide the following levels of services:] Pharmacies with institutional permits shall be reimbursed as [defined in (a) above] described in this subsection, except that the daily per beneficiary capitation fee shall be 75 percent of the [fee for pharmacies with retail permits] capitation rate.

1. Twenty-Four Hour Unit Dose Service: Pharmacies with retail permits dispensing medication in a dispensing system in which a 24-hour supply of unit dose oral medication, both solid (for example, tablets, capsules) and liquid formulations, is delivered for each beneficiary daily, shall be reimbursed the cost of all reimbursable legend medication plus a fee of $[0.656]0.115 per beneficiary day. 
i. (No change.)
2. Modified Unit Dose Service: Pharmacies with a retail permit dispensing medication in a dispensing system in which up to a one-month supply of oral unit dose solid medication is delivered for each beneficiary (for example, unit dose solids, "bingo" card), shall be reimbursed the cost of all reimbursable legend medication plus a fee of $[0.544]0.096 per beneficiary day.

3. Traditional Service: Pharmacies with a retail permit dispensing medication in a dispensing system in which a maximum one-month supply of medication is delivered monthly for each beneficiary shall be reimbursed the cost of legend medication plus a fee of $[0.487]0.086 per beneficiary day.

4. Computerized Service: Pharmacies, which provide ancillary computerized services, such as, but not limited to, continuously updated computerized beneficiary profiles, clinical records (med sheets and physicians' orders on at least a monthly basis), etc., receive an added increment of $0.05 per beneficiary day, thereby making the total fee [$0.706, $0.594 or $0.537] $0.165, $0.146, or $0.136 depending upon the dispensing system used.

(b)  (No change.)

[(c) In order to receive any or all of the above increments, the provider shall certify annually to the Division on Form FD-70, that the services(s) as defined in (a) above, are being provided and/or that the provider is entitled to the impact increment as defined in (a) above.

1. Each claimed increment is subject to audit and retroactive recovery with appropriate penalties, if warranted, if the New Jersey Medicaid or NJ FamilyCare program determines that the provider was not entitled to reimbursement for them.]
[(d)] (c)  (No change in text.)
10:51-2.11 Non-covered pharmaceutical services

(a) – (b)  (No change.)

(c) Reimbursement shall not be made for the ingredient cost of a covered outpatient drug for which a pharmacy has already received payment.  In such circumstances, however, reimbursement may be made for a restocking fee for such drug in accordance with (d) below.  If Medicaid/NJ FamilyCare reimbursement has already been made, the provider shall make appropriate adjustments in accordance with N.J.A.C. 10:51 Appendices D and E.
(d)  A restocking fee for covered outpatient drugs for which a pharmacy has already received payment shall be made only as follows:

1. Restocking is only permitted for pharmaceutical services provided to beneficiaries residing in long-term care (LTC) facilities and skilled nursing facilities (SNF).
2. The pharmacy billing provider shall make appropriate adjustments to quantity billed when there is a change affecting the paid claim status, such as when a Medicaid/NJ FamilyCare beneficiary residing in an SNF or LTC facility dies or is discharged from the facility or any other circumstances in which a drug is returned to the pharmacy from the SNF or LTC facility;
3. The pharmacy shall submit a rebilled/adjusted claim (B3 transaction) with the identification of the facility involved.  The original claim must be rebilled and the actual service units administered shall be reported on the rebilled claim.  If the dollar value of the rebilled claim is greater than $12.00, a claim may be made for an amount equal to a restocking fee of $15.00;
4. The State fiscal agent shall adjudicate the claim with the adjusted units, and if the dollar value of the rebilled claim is greater than $12.00, then a restocking fee of $15.00 will be reimbursed;
5. Any claim for a restocking fee must be made for the entire unused portion of a prescription; and 
6.  Restocking is only permitted for unit-dose medications.

10:51-2.17 Prescription Drug Price and Quality Stabilization Act

(a) The Prescription Drug Price and Quality Stabilization Act, N.J.S.A. 24:6E-1 et seq., shall apply to the New Jersey Medicaid and NJ FamilyCare programs. This law requires that every prescription blank contain the statements "Substitution Permissible" and "Do Not Substitute." The prescriber shall initial one of the statements in addition to signing the prescription blank.

1. When the prescriber does not initial "Substitution Permissible" or the "Do Not Substitute" statement on a prescription or in-patient medication order for a drug product listed in [the DURC Formulary] N.J.A.C. 8:71, the pharmacist shall substitute from the list of interchangeable products and bill Medicaid or NJ FamilyCare accordingly.

2. When the prescriber initials "Substitution Permissible" on the prescription blank, the pharmacist shall dispense and bill Medicaid or NJ FamilyCare, as appropriate, for one of the less expensive products listed in [the DURC Formulary] N.J.A.C. 8:71 as interchangeable with the brand name prescribed. The Medicaid or NJ FamilyCare fee-for-service beneficiary [must] shall accept the interchangeable product unless the beneficiary is willing to pay the pharmacy's full, usual and customary price. If that occurs, the pharmacist shall so note on the prescription blank and no claim shall be submitted to Medicaid or NJ FamilyCare.

3. – 4.  (No change.)

(b) – (e)   (No change.)

10:51-2.22 Point-of-sale (POS) claims adjudication system

(a) – (e)  (No change.)

(f) Claim data requirements for electronic media claims (EMC) generated by POS participating pharmacies include:

1. (No change.)

2. The [12-digit Medicaid or NJ FamilyCare identification] Health Benefits Identification (HBID) Card number;

3. – 14.  (No change.)

(g) – (k)  (No change.)

APPENDIX D
FISCAL AGENT BILLING SUPPLEMENT

AGENCY NOTE: The Fiscal Agent Billing Supplement is filed as an incorporated appendix of this chapter/manual but is not reproduced in the New Jersey Administrative Code. The Fiscal Agent Billing Supplement can be downloaded free of charge at www.njmmis.com.   When revisions are made to the Fiscal Agent Billing Supplement, [replacement pages will be distributed to providers,] the revised version will be placed on the website at www.njmmis.com and copies will be filed with the Office of Administrative Law.

[For] If you do not have access to the Internet and require a copy of the Fiscal Agent Billing Supplement, write to:

Unisys

PO Box 4801

Trenton, New Jersey 08650-4801
or contact:

Office of Administrative Law

Quakerbridge Plaza, Building 9

PO Box 049

Trenton, New Jersey 08625-0049 
APPENDIX E

ELECTRONIC MEDIA CLAIMS (EMC) MANUAL

AGENCY NOTE: The Electronic Media Claims (EMC) Manual is filed as an incorporated Appendix of this chapter/manual, but is not reproduced in the New Jersey Administrative Code. When revisions are made to the EMC Manual, [replacement pages] the revised version will be [distributed to providers,] placed on the website at www.njmmis.com and copies will be filed with the Office of Administrative Law.

[For] If you do not have access to the Internet and require a copy of the EMC Manual, write to:

Unisys

PO Box 4801

Trenton, New Jersey 08650-4801
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