What is in the CMS LTC Guidance
1. Minimum Performance and Service Criteria Minimum Criteria  For “Any Willing Long Term Care Pharmacy” Include:

a. Comprehensive inventory of  plan formulary drugs commonly used in long term care settings
b. A dispensing pharmacist to do drug utilization reviews, screen for allergies and drug interactions, identify potential adverse reactions and inappropriate drug usage in the long term care population and promote cost effective drug therapy. 
c. Provide a pharmacy procedures manual to every nursing station in every facility and provide ongoing in-service training to facility staff so they know the pharmacy’s processes for ordering and receiving medications.

d. Provide unit of use packaging as commonly required by long term care facilities.

e. Provide IV medications and furnish special equipment, supplies and IV-trained pharmacists and technicians as required to safely provide IV medications.
f. Provide specialized drug delivery formulations to facilitate effective drug delivery.

g. Provide an on-call pharmacist 24/7 to handle calls and provide medication dispensing.

h. Provide delivery to long term care facilities up to 7 days a week, up to 3 times a day, with emergency delivery service available 24/7 with specific arrangements negotiated between the pharmacy and each long term care facility.

i. Provide emergency supplies of medications as required by state rules.

NOTE: 

Payments to long term care pharmacies by Part D plans cover drug ingredient costs and dispensing fees (42 CFR Section 423.100). 

According to CMS, the performance and service criteria listed above constitute dispensing fees; however any specialized services related to the administration of the drugs after they are dispensed and delivered are not covered by Medicare Part D.
2. Convenient Access
a. Once a pharmacy has negotiated a contact with a Part D plan that includes the minimum long term care performance and service criteria, the pharmacy may serve a plan’s long term care residents.
i. BUT, facilities may continue to contract exclusively or select a limited number of long term care pharmacies to fill the medication orders of their residents.
b. At the same time, Part D plans must demonstrate they have a network of long term care pharmacies that provide “convenient access” for Part D enrollees who are long term care residents.

i. Part D plans must identify and conduct outreach to long term care pharmacies and offer them contracts, arranging to negotiate terms with them.
ii. The contracts must include the minimum performance and service criteria.
iii. CMS expects that Part D plans will enter into contracts with long term care pharmacies to serve institutionalized enrollees as soon as possible and provide CMS with a list of contracted long term care pharmacies by August 1. 2005.
c. CMS will monitor the “convenient access” provided by Part D plans to institutionalized enrollees by reviewing enrollment and dis-enrollment rates and complaint data and utilization patterns.  CMS will also use MDS data and link the data to the long term care pharmacies in a Part D plan’s network to determine if a plan has sufficient long term care pharmacy network capacity to meet the needs of institutionalized enrollees.
3. Long Term Care Formularies

a. Part D plans must offer a uniform formulary to all enrollees and are not allowed to have a special formulary reserved for long term care residents.
b. The formulary “may include, but is not limited to, alternative dosage forms such as liquids that can be administered through feeding tubes, IV medications, or IM injections” (page 5).
c. Part D plans can provide for access to the types or special routes of administration commonly needed by long term care residents through use of:
i. Formulary inclusion,
ii. Utilization management tools, or
iii. Exceptions processes.
d. Part D plans must have transition plans for new plan enrollees whose current drug regimes may not be on the Part D plan’s formulary.  (See the transition guidance.)
e. CMS “recommends” that Part D plans have a way of knowing a new enrollee’s drug history when there is a change to the enrollee’s long term care pharmacy as a result of plan enrollment.
f. Appropriate access for institutionalized Part D plan enrollees to the medications they commonly need should be provided in “such a way as to not substantially discourage enrollment by certain Part D eligible individuals” (page 5).

4. Exceptions and Appeals

a. Part D plans must have coverage determination procedures to address the needs of enrollees who are long term care residents.
i. These procedures should have “particular attention to situations where there is a disparity between the Part D requirements and the Medicare Conditions of Participation” (page 5).  
ii. Part D plans must state what the plan will pay for; the costs of drugs and dispensing fees.  
1. Part D plans are not allowed to pay for the costs of administering drugs once they have been dispensed and delivered (page 3). 
iii. CMS recommends that that Part D plan sponsors consider a one-time temporary or emergency supply” to insure that that enrollees who have an immediate need for a non-formulary drug do not have to go without a drug while the plan processes an exception or appeals request.
iv. Long term care residents who have cognitive impairments could have an individual or entity referred to in the Guidance as an appointed representative act on their behalf.
1. CMS states that a long term care resident might choose an agent of the facility such as an RN or case manager act as her “appointed representative”.
5. Transition Processes for Long Term Care Residents: (CMS Transition Process Guidance)
a. CMS states that Part D plans will need to work especially with long term care pharmacies to assure a “seamless transition” for long term care residents.

b. CMS states that a temporary first fill supply might be needed until the facility, the prescribing physician and the long term care pharmacy can arrange a medication regime for each resident.

c. CMS states a 90-180 day transition period “might be appropriate” for some residents of nursing facilities with multiple medications, some of which might need to be changed due to Part D plan formulary restrictions (page 3).

d. For rapid transitions that do not leave tine for advance planning, such as level-of-care movement like discharge from a hospital to a nursing facility  or to home, or the end of a Part A covered stay for a nursing facility resident, CMS states that “beneficiaries and providers need to utilize the plan’s exceptions and appeals processes.

e. CMS makes clear to Part D plans that coverage determinations and re-determinations must be made as expeditiously as an enrollee’s medical status requires.

f. CMS encourages Part D plans to consider one-time temporary or emergency supplies of medications so as to avoid medications gaps (page 4).

Medicare Conditions of Participation

In hospitals

See 42 CFR Sec. 409.13 Drugs and biologicals.

b) Exception. Medicare pays for a limited supply of drugs for use outside the hospital or CAH if it is medically necessary to facilitate the beneficiary's departure from the hospital and required until he or she can obtain a continuing supply.

[48 FR 12541, Mar. 25, 1983, as amended at 58 FR 30666, May 26, 1993]

Sec. 409.14  Supplies, appliances, and equipment.

    (a) Except as specified in paragraph (b) of this section, Medicare 

pays for supplies, appliances, and equipment as inpatient hospital or 

inpatient CAH services only if--

    (1) They are ordinarily furnished by the hospital or CAH to 

inpatients; and

    (2) They are furnished to inpatients for use in the hospital or CAH.

   (b) Exceptions. Medicare pays for items to be used beyond the 

hospital or CAH stay if--

    (1) The item is one that the beneficiary must continue to use after he or she leaves the hospital or CAH, for example, heart valves or a heart pacemaker, or

    (2) The item is medically necessary to permit or facilitate the beneficiary's departure from the hospital or CAH and is required until the beneficiary can obtain a continuing supply. Tracheostomy or raining 

tubes are examples.

[48 FR 12541, Mar. 25, 1983, as amended at 58 FR 30666, May 26, 1993]

In a SNF

Sec. 409.25  Drugs, biologicals, supplies, appliances, and equipment.

    (a) Drugs and biologicals. Except as specified in paragraph (b) of this section, Medicare pays for drugs and biologicals as posthospital SNF care only if--

    (1) They represent a cost to the facility;

    (2) They are ordinarily furnished by the facility for the care and treatment of inpatients; and

    (3) They are furnished to an inpatient for use in the facility.

    (b) Exception. Medicare pays for a limited supply of drugs for use outside the facility if it is medically necessary to facilitate the 

beneficiary's departure from the facility and required until he or she can obtain a continuing supply.

    (c) Supplies, appliances, and equipment. Except as specified in paragraph (d) of this section, Medicare pays for supplies, appliances, and equipment as posthospital SNF care only if they are--

    (1) Ordinarily furnished by the facility to inpatients; and 

    (2) Furnished to inpatients for use in the facility.

    (d) Exception. Medicare pays for items to be used after the individual leaves the facility if--

    (1) The item is one that the beneficiary must continue to use after leaving, such as a leg brace; or

    (2) The item is necessary to permit or facilitate the beneficiary's departure from the facility and is required until he or she can obtain a continuing supply, for example, sterile dressings.

[63 FR 26307, May 12, 1998]
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