Drug Card Sponsor Frequently Asked Questions
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questions are similar to others, in which case we answered only one version of the question.
Therefore, please carefully read through all of the questions and answers.
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Solicitation, Application Process & Timing (Endorsement)

1. 1/12/04 Will organizations that participate in the Discount Card be at an advantage when the

new Medicare drug benefit becomes effective in 2006?
Drug Card Sponsor Questions & Answers Page 1 of 64

Last Updated: 6/15/2004



A. According to the authorizing legislation for both the Medicare-approved discount
card drug program and the Part D (Medicare drug benefit), CMS will not consider
operation of an approved discount card as a qualification for participation as a
prescription drug program under Part D. However, card sponsors offering an
approved drug card whose performance results in significant customer satisfaction
may find that that reputation provides a significant advantage in competing for

2. 1/12/04 To be an endorsed sponsor for Medicare Part D in 2006, does the sponsor need to
participate in the discount drug program in 2004 and 2005.

A. No.

3. 1/12/04 We are currently a M+C with a PPO Demo Project. We are considering doing two
discount card offerings, one for our M+C PPO and one for all Medicare in the state. What
Application(s) would we need to submit? I found that the Solicitation says that only one
intent to apply is needed by the new January 7 due date, but would we need two separate
Applications submitted by January 30 since some requirements are waived for M+C plans?
Or since we are a contracted M+C company, would all waived requirements be waived for
any plan we administer even if it covers Medicare beneficiaries who are not a part of our
PPO Demo?

A. Your organization would need to submit two separate applications, one using the
Medicare Managed Care Organization Solicitation and the other using the General
Solicitation. For the drug card program you will offer exclusively to your M+C PPO
plan enrollees, you should submit an application describing such a program using the
Medicare Managed Care Organization Solicitation. Any waivers you are granted for
your exclusive drug card may not be applied to the drug card program you will offer
to all Medicare beneficiaries, regardless of their enrollment in your PPO plan. For the
drug card plan you intend to offer to all Medicare beneficiaries residing in a particular
state, you should submit an application using the General Solicitation. There are no
waivers available under this solicitation (other than the waivers available to sponsors
seeking special endorsement).

Organizational Structure & Experience

1. 1/12/04 Can an approved card sponsor continue to operate its current (non-Medicare-
approved) discount drug card for their Medigap members for no fee while operating a
Medicare-approved drug discount card?

A. Approved card sponsors may continue to offer their non-Medicare-approved drug
cards.
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Contracts

1. 1/12/04 As a card sponsor, can you establish additional subcontracting relationships
throughout the term of the discount card program (e.g., organizations)? If so, does this
require submission of an updated application to CMS?

A. Card sponsors may establish additional subcontracting relationships during the term
of their contract. Although this situation does not obligate the card sponsor to submit
a new or amended application to CMS, the card sponsors is required to provide CMS
with a notice of any change to its program that might affect its qualification for
endorsement. Card sponsors are to provide such notice as soon as it occurs. With
respect to a new subcontractor, when such subcontractor is responsible for an area
that affects the sponsor’s qualification for Medicare approval, CMS would expect to
receive a description of the change (including how it will impact the card sponsor’s
program) as well as a copy of the executed contract.

2. 1/12/04 Can a card sponsor close down before January 2006?

A. Approved card sponsors will be required to sign a contract with CMS for a term
beginning on May 3, 2004 and ending on the effective date of enrollment for the Part
D program in 2006. A card sponsor may not terminate that contract unless it can
demonstrate that CMS is not performing its obligations under the program or unless
CMS mutually agrees to terminate the contract.

3. 1/12/04 It appears there is an enrollment period in 2006 during which discounts must be
offered. Please confirm that the actual term for which sponsor must operate the discount
card program is May 2004 through the end of the Part D initial enrollment period in 2006
provided that beneficiaries enrolled in the endorsed card program have not migrated to the
Part D benefit.

A. Itis correct that a Medicare endorsed sponsor must operate the discount card program
is May 2004 through the end of the Part D initial enrollment period in 2006 provided
that beneficiaries enrolled in the endorsed card program have not migrated to the Part
D benefit. During 2006, beneficiaries may not switch cards and are not provided new
transitional assistance funds. Sponsors may not charge an enrollment fee, sponsors
must make negotiated prices available, and sponsors must administer on behalf of its
enrollees any remaining balances in transitional assistance that rolled over from 2005.

Eligibility, Enrollment & Reconsiderations (Enroliment and Eligibility)

1. 1/12/04 CMS described group enrollment for Medicare managed care plans, where a
member can opt out of a card that the managed care plan offers. Would it be possible to get a
similar provision for Medigap carriers?

A. Medigap plans may not group enroll under the drug card program. While we
understand the predicament described, the statute contemplates beneficiaries making
an active choice in: 1) selecting the card best serving their needs, 2) actively deciding
to enroll in the card for discounts, and 3) actively deciding to apply for transitional
assistance. Different from all other potential applicants, the statute contemplates
special arrangements for Medicare coordinated care plans and Medicare cost
contractors, if they decide to offer an exclusive card. Specifically, among other
things, the statute requires that a beneficiary only join that plan's card. Therefore, the
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choice of another card is not an option for the beneficiary. In this circumstance we
believe that group enrollment would not undermine the statutory intent of choice
among cards, therefore we allow it, with the understanding that the beneficiary may
decline. Medigap plans are not precluded from assisting their members in enrolling
in a card they offer, provided that beneficiaries are informed that they have an option
to join another card of their choice. CMS has provided for enrollment methods for
the discount card (not including transitional assistance, which requires a signed form)
that include telephone and Internet possibilities. It is our expectation that this
flexibility will enable sponsor organizations to develop cost effective enrollment
processes for their anticipated volume.

2. 1/12/04 Will the income for purposes of determining eligibility for transitional assistance
include social security income? Will the number of household members affect this amount?
Is this amount total for the household or just the members on Medicare?

A. The income threshold includes social security income. Income belonging to the
applicant or, if the applicant is married, to both the applicant and spouse (whether the
spouse receives Medicare or not) will be counted. No other household members’
income will be counted.

3. 1/12/04 Will disabled adults, under age 65, on Medicare be eligible for prescription drug
discounts?

A. Yes. The program is open to all eligible Medicare beneficiaries. All drug card
applicants must meet the same eligibility criteria, namely, that they are eligible for or
are enrolled in Medicare Part A or enrolled in Part B and are not receiving outpatient
prescription drugs under their state’s Medicaid program at the time of application for
enrollment in the drug card.

4. 1/12/04 Will all Medicare eligible recipients be eligible for the discount card or just those in
a certain income bracket?

A. All Medicare beneficiaries may apply for a discount card. Income is only a
consideration for the Transitional Assistance portion of the program.
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5. 1/12/04 If a beneficiary enrolls in different programs in 2004 and 2005, how will the card
sponsor who provided services for the member in 2004 be notified of the beneficiary's 2005
election?

A. Elections made during the Annual Election Period (November 15, 2004 — December
31, 2004) will return an automatic disenrollment notice to the sponsor through the
CMS enrollment exclusivity system.

6. 1/12/04 What steps will CMS take when it discovers that a member has enrolled in more
than one program? Please describe the notification CMS will make to the member and the
program sponsors.

A. Individuals may not be enrolled in more than one drug card sponsor at a time.
Because all enrollments must be entered into the CMS enrollment exclusivity system,
we expect that this scenario will not arise.

7. 1/12/04 With respect to the annual enrollment fee that is to be collected by the program
sponsor. Is CMS envisioning any specific process? (e.g. at enrollment, monthly, quarterly,
etc.?)

A. We envision the annual enrollment fee being charged once annually. We have
provided flexibility to sponsor organizations in the collection of this fee in that each
organization may decide to either collect the fee with each enrollment, or bill each
enrolled individual for such fee after enrollment. Remember, individuals who apply
for Transitional Assistance must not be required to pay any enrollment fee. If the
individual is determined eligible for Transitional Assistance, CMS will pay this fee to
the sponsor on the beneficiary’s behalf. If the individual is determined ineligible for
Transitional Assistance s/he may elect to enroll in just the discount card (and pay the
fee).

8. 1/12/04 Will you make an enrollment form available in Spanish?

A. Yes, we will provide a translated application shortly after the English version is made
available.

9. 1/12/04 How will the beneficiaries apply for the discount cards?

A. The basic concept of the enrollment process is described in the regulation and the
solicitation documents. Beneficiaries will complete an enrollment form, or other
CMS approved method, and submit it to the discount card sponsor to whom they wish
to belong. The sponsor will respond to each beneficiary with the appropriate
determination and information.

10. 1/12/04 The regulation says a sponsor cannot enroll a TA applicant in its drug card prior to
an eligibility determination for TA, yet exclusive sponsors are permitted to group enroll its
members, with application for TA deferred to later. Don't these rules conflict?

A. We do not believe these rules conflict. The managed care group enrollment process
includes that the required notification sent to all individuals prior to such enrollment
will include information about transitional assistance, providing an opportunity to
apply for it, as well as the opportunity to decline enrollment in the discount card. The
statute creates special rules for members of managed care plans with exclusive drug
cards and restricts such members to enrolling in only the exclusive cards. Other
individuals (who are not in managed care plans offering exclusive cards) may decide
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11.

12.

13.

14.

15.

16.

that they wish to choose another discount card (for example, one with a lower
enrollment fee) if they are not determined eligible for TA. Further, exclusive card
sponsors may group enroll only for the drug card. If a beneficiary applies for
transitional assistance than the same steps apply for sponsors of exclusive cards as for
other sponsors, namely the beneficiary must provide a signed attestation of their
income and other related eligibility requirements.

1/12/04 Can the dually eligible beneficiaries who participate in the Medicare Savings
Programs -- (Qualified Medicare Beneficiaries (QMB), Specified Low-Income Medicare
Beneficiaries ( SLMB) and Qualifying Individuals (QI) -- be group enrolled for TA?

A. No. They have to actively apply. However, if they do apply for TA -- QMBs,
SLMBs and QIs are deemed to meet the income portion of the eligibility
requirements.

1/12/04 Can a company charge a different enrollment fee for a Transitional Assistance plan
than the fee charged for a regular discount card plan?

A. No. The Medicare approved discount card program includes Transitional Assistance
(TA); these are not separate plans. An individual who receives TA is an enrollee of
the discount card. There is an annual enrollment fee for the program of up to $30
charged by the sponsor, as it determines, to each individual for 2004 and 2005.
Sponsors may not collect any enrollment fee from individuals applying for or enrolled
in TA. The annual fee for discount card enrollees with TA will be paid by CMS.

1/12/04 Can a card sponsor charge an annual enrollment fee of $30 for TA eligible
beneficiaries, but at the same time waive the fee for “regular” discount card enrollees?

A. No. This would not be permitted as any annual enrollment fee must be charged
uniformly to all enrollees of a discount card program, within each state.

1/12/04 Has any thought been given to allowing those who apply for TA to get the discount
card automatically if they are not eligible for TA?

A. Yes, CMS weighed this option carefully. While such a process may seem a
convenience to certain beneficiaries, for others it may impose an annual enrollment
fee that the beneficiary would be required to pay. Further, due to the limits on when
an individual may change cards, such a process could also inadvertently limit choice.
To ensure that all individuals are aware of their options, the notice that is sent to those
who applied for TA but were found ineligible informs them that they may choose to
enroll in the discount card.

1/12/04 CMS said that if a member submits an enrollment on the last day of a month, with
the enrollment process taking possibly several days after that to confirm eligibility and send
an ID card, etc. to the enrollee, the sponsor would not be required to give retroactive
discounts or TA payments. Is this accurate?

A. Yes
1/12/04 Will a faxed signature be acceptable for Transitional Assistance enrollments?

A. Yes. Beneficiaries applying for Transitional Assistance must complete and sign an
enrollment form. Sponsors may accept this enrollment form in hard copy or by
facsimile.
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17.

18.

19.

20.

21.

22.

23.

24.

1/12/04 Will model language be provided for beneficiary reconsideration rights?

A. Yes. CMS will provide model notification letters that include information to provide
beneficiaries with their reconsideration rights.

1/12/04 Can a sponsor extend the periods described for sponsor disenrollment of a
beneficiary who does not pay the annual enrollment fee, such as extend the 10 days following
notification of delinquency to 30 or more days?

A. Yes. The 10 days described in the solicitation is a minimum standard so a sponsor
could not offer less. The period of time must be applied uniformly to all card
program enrollees.

1/12/04 What are sponsors required to document when taking enrollments over the
telephone or via the Internet?

A. CMS expects sponsors interested in utilizing enrollment formats other than paper
enrollment forms to develop processes that incorporate appropriate privacy, data
protection and security measures. CMS security policies are available on the web at
http://www.cms.hhs.gov/it/security.

An example of an acceptable process might be an individual’s authorization to use a
credit card to pay an annual enrollment fee as a method by which the sponsor
authenticates the identity of the individual applying.

For enrollment via telephone, sponsors must document the elements included in the
model enrollment form. Sponsors should also provide a process to identify the caller,
which could again be an authorization to charge an enrollment fee to a credit card.

1/12/04 Do the notices of eligibility or ineligibility have to be sent in writing (hard-copy)?
A. Yes. Models of notices will be provided.

1/12/04 Does the notice of ineligibility have to include the reason why an individual was
found ineligible?

A. Yes.

1/12/04 Can individuals found ineligible apply for reconsideration without documenting a
change in the data used when they were found ineligible?

A. When a beneficiary applies for the discount card program (with or without TA), and
is found ineligible either because of answers to questions attested to on the enrollment
form, or from the CMS systems verification process, he or she is entitled to apply for
reconsideration of the eligibility result. The reconsideration process will involve the
beneficiary’s explaining why he or she disagrees with the result, including the
submission of documentary evidence where applicable.

1/12/04 How will an individual having TRICARE or other coverage be determined?

A. These questions, and others, will be on the enrollment form and the beneficiary will
attest to the validity of the answers provided.

1/12/04 Ts a beneficiary with M+C HMO coverage for outpatient drugs (not employer group
health plans) eligible for transitional assistance?

A. Yes. The legislation provides explicitly for that.
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25.

26.

27.

28.

29.

30.

31.

32.

1/12/04 May endorsed sponsors offer promotions around the annual enrollment fee offered
on the card?

A. Endorsed sponsors can offer coupons or nominal gifts to offset what the beneficiary
will pay in enrollment fees. If this is the intent of the question the nominal gift may
not be a form of inducement to enroll the member in the card program and the coupon
or gift must be offered to all beneficiaries and cannot exceed 15.00.

1/12/04 Will endorsed vendors have to print, “this is not insurance” on the endorsed card to
meet various state laws?

A. Endorsed card sponsors will need to state on their card “this is not a Medicare
insurance card.”

1/12/04 Can enrollment fees vary across the country or regions?
A. Enrollment fees are allowed to vary by State.
1/12/04 1f a beneficiary is found eligible on reconsideration, how will the sponsor know?

A. The reconsideration contractor will communicate with the CMS drug card enrollment
system, which will in turn provide the sponsor with this information when an
individual’s ineligibility determination is turned over by the reconsideration process

1/12/04 What is the “independent reconsideration contractor” and will card sponsors need to
contract with them?

A. The independent reconsideration contractor is an entity that CMS will contract with to
handle the reconsideration process for this program. Sponsors will not have to
contract directly with this entity.

1/12/04 Does temporary coverage under a spouse’s COBRA coverage count as an
“employer sponsored group health plan?”

A. Yes, it does. The exclusion from TA pertains to any outpatient prescription drug
benefit offered through a group health plan or through health insurance coverage.
Since COBRA coverage would qualify as insurance offered through a group health
plan, such coverage would disqualify a person from receiving TA.

1/12/04 1f a beneficiary has a prescription discount card already from an employer, can the
beneficiary obtain the Medicare endorsed card too? If so, can the beneficiary use both cards
to get a discount off the discount?

A. Yes, the beneficiary may obtain a Medicare discount card. Only those with outpatient
drug coverage from their State Medicaid program (or who don't have either Medicare
Part A or Part B) are excluded from participation. We do not believe that card
sponsors would aggregate discounts as you suggest.

1/12/04 What period do beneficiaries who disenroll under an SEP have to reenroll without
incurring a penalty, for example, losing their eligibility determination status?

A. The interim final rule states that a beneficiary awarded a special election period and
disenrolls may enroll in another endorsed program at any time in the enrollment
period. That period is defined as ending 12/31/2005.

We are clarifying this because the solicitation incorrectly states that the period for
reenrollment is the close of the annual coordinated election, which is 12/31/2004.
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33.1/12/04 For individuals who paid an enrollment fee in a non-Medicare discount card
program (for its use in 2004) that becomes a Medicare-endorsed discount card program, can
that fee be grandfathered in, or does the beneficiary need to pay the full enrollment fee
again? If grandfathering is allowed, how will it work?

A: The following is an operational policy entitled, "CMS Recognition of Prior
Enrollment Fees Paid for Use of Similar Card in Calendar Year 2004". If an
applicant decides to implement this policy option, then the information at the
end of this answer must be included in the application.

If the following conditions are met: a beneficiary is already enrolled in drug discount
card program with features similar to the design submitted and approved for a
Medicare endorsement; both cards are sponsored by the same organization; the
beneficiary paid a fee for the use of the card in calendar year 2004; then the amount
paid by the beneficiary may be applied by the sponsor to the standard enrollment fee
charged for that similar program in that State. Under this policy, beneficiaries who
do not receive transitional assistance will pay the standard enrollment fee less the
prior paid amounts credited to them. For beneficiaries who qualify for the transitional
assistance, CMS will reimburse the sponsor for the full amount of the sponsor's
enrollment fee charged for the approved card program, and the sponsor must
reimburse to the beneficiary the amount that the sponsor credits beneficiaries who do
not receive transitional assistance.

For example, if the beneficiary previously paid $15, but the approved card enrollment
fee is $30, then discount card only beneficiary would be charged only $15 by the
sponsor. For the transitional assistance beneficiary, CMS would reimburse the
sponsor $30, and the sponsor would reimburse the beneficiary $15.

The sponsor must implement this policy uniformly within a State. That is, it would
apply to all beneficiaries in a State who paid the fee for use of the card in 2004.
However, it is a choice whether the sponsor implements this policy or decides not to
recognize the prior fee paid if the sponsor's program meets the conditions stated
above. If the sponsor chooses to implement this policy option then beneficiaries must
be informed about it, particularly concerning the sponsor's responsibility to reimburse
the credited amount if a beneficiary who paid a prior fee also qualifies for transitional
assistance.

Importantly, if an applicant wants to apply this prior enrollment fee policy to its
Medicare-endorsed card program, then the following information must be included in
the application in response to the general solicitation, under Section 3.5.1, under the
application requirement which states, "State the annual enrollment fee (if any) you
intend to charge your drug card enrollees. If different fees are charged in each State,
identify the fees by State:

e Provide the following subtitle under the applicant's response to Section 3.5.1 of
the solicitation: "CMS Recognition of Prior Enrollment Fees Paid for Use of Similar
Card in Calendar Year 2004.

e [f the application contains more than one program design, identify the specific
program(s) to which this prior enrollment fee policy should apply. Indicate in which
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States (or indicate entire service area) in the sponsor's proposed service area the
policy option will be applied.

e Describe how the existing program is similar to and different from the program(s)
identified above for which a Medicare endorsement is being sought.

e Identify whether the sponsor of the existing program is the same sponsor as the
applicant for Medicare-endorsement of the drug card program to which the prior
enrollment fee rule would apply.

e Identify the fee amount charged and paid by enrollees in the existing program in
order to use the card in calendar year 2004, including whether and how that fee has
varied for use of the existing card in calendar year 2004.

e Provide sample marketing material demonstrating the enrollment fee(s) charged
for use of the card in calendar year 2004.

e If different from above, state what enrollment fee amount the applicant believes
should be applied against the enrollment fee that the applicant intends to charge under
the Medicare-endorsed drug card program(s), and why this should be the amount
applied.

e Indicate that: the applicant is requesting that the policy of CMS recognition of
prior enrollment fees paid for use of similar card in calendar year 2004 be applied to
enrollment in the drug card program(s) identified above; and that the sponsor will
implement the policy uniformly and in accordance with CMS guidance, including the
sponsor will assure the policy is only applied in circumstances where an enrollee
actually paid the enrollment fee for the existing program.

34.1/12/04 Will there be any provisions allowed to collect the electronic signature of a
Transitional Assistance (TA) eligible Medicare beneficiary via the Internet or [IVR system?
What if the applicant is able to demonstrate that this is currently an industry accepted
practice today that can protect the confidentially of the beneficiary's personal information?

A. Each individual enrolling in Transitional Assistance must sign an enrollment form.
Currently, because there is no single accepted standard for an electronic signature in
this context, we will not accept signatures for Transitional Assistance enrollments
other than pen and ink, or "wet," signatures.

35.1/12/04 Will a special enrollment period occur if a drug card sponsor has a significant
discount change on a particular drug or drugs, for a reason other than increase in AWP?

A. If and when sponsors’ negotiated prices increase, these changes are most likely to
come from changes in AWP. However there are other potential sources of legitimate
price changes under this program which are much less likely to occur throughout the
course of a year, but nonetheless could be necessary for a card sponsor to assure its
ongoing program costs are being covered. We will allow price increases in an
amount proportionate to the changes in a sponsor’s cost structure, including material
changes to any discounts, rebates, or other price concessions the sponsor receives
from a pharmaceutical manufacturer or pharmacy. We require that a sponsor provide
a notice of such change and rationale. We expect to monitor changes in drug prices.
We would not allow an SEP for a beneficiary who experiences a price increase that
we consider legitimate. If, however, a card sponsor increases drug prices for other
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36.

37.

38.

39.

reasons, then we would investigate this and consider corrective actions for the drug
card, including possibly to lower the drug prices. We also reserve the right terminate
approved card programs that are not in compliance with the requirements of the drug
card regulation. If we would terminate such a card, then an SEP for all that card’s
enrollees would be granted.

1/12/04 Will State Pharmacy Assistance Programs and/or coordinating drug card sponsors
be able to submit a group enrollment on behalf of enrollees?

A. No. The Medicare-approved discount card program is voluntary and the statute
contemplates beneficiaries making an active choice in selecting the card that best
serves their needs.

1/12/04 1 know the maximum annual enrollment fee is $30, and I know we have the option
to collect it up-front with the application or after the drug card is issued. As an approved
sponsor that offers a Medicare-endorsed drug card, is the sponsor required to collect the
enrollment fee as a one-time annual payment, or do we have the option to collect the
enrollment fee as a monthly, quarterly, or some other "non-annual" method of payment?

A. The annual enrollment fee that a sponsor may charge is a one-time per year fee and
therefore should be collected with one payment. We have provided some flexibility,
as noted in the question, to collect this fee with the enrollment form, or bill for it after
enrollment.

1/12/04 1have a question on section 3.3.1 Beneficiary Eligibility/Enrollment/Enrollment
Fee: It states that the applicant contacts beneficiaries by telephone when an incomplete
enrollment application is submitted. My question is, must this contact be by phone only?
We hope to systematically process all discount card applications without much manual
intervention in order to expedite potentially high volumes of discount card applications. We
do this in the M+C world today. In doing so, we hoped that we could contact the
beneficiaries by letter asking them for the missing information. The beneficiary could either
call the plan with the information or send back the application with the missing information.
Your feedback is appreciated.

A. Sponsors may utilize other mechanisms in addition to contact by phone to reach
beneficiaries who have submitted incomplete enrollment forms. We believe that in
many circumstances contact by phone could facilitate quick processing for
beneficiaries and sponsors alike by relieving sponsors from the paperwork burdens
and time delays associated with mailing letters.

1/12/04 1If a plan receives a TA application on 6/30/04 does the plan have to make the
members benefits available 7/01/04 or can the plan wait until CMS confirms eligibility which
should be within 3 days?

A. The effective date of enrollment in the program, other than enrollments made during
the Annual Coordinated Election Period, is generally the 1* of the month following
the month the sponsor receives a completed enrollment request. In this scenario, the
effective date of enrollment is 07/01/04. However, sponsors will not be required to
give retroactive discounts or Transitional Assistance payments.
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40. 1/12/04 Ts a plan restricted from sharing enrollment fees with network providers?

A. We expect sponsors to consider their legitimate sources of revenues and costs in
establishing negotiated prices and enrollment fees, and in developing payment terms
between the sponsor and its network providers. CMS does not intend to provide
specific guidance on what a sponsor may establish as its enrollment fee, other than to
specify (as is required in statute) that it may not be higher than $30 in either of 2004
or 2005, and may not be charged at all after 2005. Likewise, we do not intend to
provide guidance on how the enrollment fee will be used. That is to say, the rules of
the drug card program do not include restrictions on sharing the enrollment fees with
network providers.

Additionally, medication error/ adverse drug interaction is required (1860D-31(e)(2)
and pharmacies could be paid for such services, however, nothing in the drug card
rule would preempt the anti-kickback statutes.

41. 1/12/04 Will a beneficiary who has a share of cost for their Medicaid be eligible to the
discount drug card? How will the expected changes for part B premiums in 2007 affect the
QMB, SLMB, QI-1 and QWDI programs?

A. "Dually eligible" Medicare beneficiaries who receive outpatient prescription drug
benefits from their State Medicaid program may not participate in the Medicare
discount drug card or Transitional Assistance programs. Other dually eligible
beneficiaries (such as QMBs, SLMBs, QIs, and QDWIs) who receive assistance from
Medicaid only in paying some or all of their Medicare cost sharing obligations and
who do not receive a Medicaid outpatient prescription drug benefit are eligible to
apply. This set of answers only addresses questions about the drug card. Part B and
other Medicare reforms will be discussed in future public communications.

42.1/12/04 Does an endorsed sponsor have to accept all payment terms for the enrollment fee
(e.g., check, money order, credit card)? Or can the payment be restricted to credit/debit
cards?

A. We believe that restricting payment to credit or debit cards could discriminate against
beneficiaries who do not have or use these mechanisms to make payments.
Therefore, we strongly recommend that sponsors make provisions to accept either
cash or money orders. Any other legitimate mechanisms of payment are also
allowed.

43.04/06/04 Are general card sponsors required to provide a price list in the pre-enrollment and
post-enrollment packet?

A. The price list must be available in print if requested, through the internet or customer
service as outlined in the information and outreach guidelines, Chapter 8, page 42.
The discounted drug list must also be in compliance with Chapter 8, Section 3 of the
guidelines. Therefore a discounted drug list must contain the following: 1)your top
100 drugs, 2) an explanation of the potential value of generic drugs, and an example
of at least one offering, 3) how to obtain a complete list of drugs offered and the most
up to date discounted price list, including Medicare price comparison, 4) when the
drug list and discounted prices was last updated and when it could be updated again,
5) telephone numbers for the Endorsed sponsors' customer service or appropriate
contact information. In the pre-enrollment packet you must provide the types of
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covered discount card drugs provided for a discounted price and how to get more
complete information, including on the Medicare price comparison website by calling
the Endorsed Card Sponsor's customer service number ; including if mail order is an
option, and how to get more information about the network. The post-enrollment
packet must include discount drug list applicable to the member's income and
geographic area with the disclaimer that prescription drugs listed in the discount drug
list are subject to change.

44. 04/29/04 Can you clarify the notice requirements for sponsors in the drug card program?

A: The notice requirements are summarized in the table below:

Notice When to send Required time frame Content notes
Confirmation of | After receiving CMS General Card Sponsors: | Include effective date
enrollment systems reply Within 5 business days of | (CMS models
confirming enrollment | the receipt of the CMS provided)
reply
Exclusive Card
Sponsors: Within 7
business days of the
receipt of the CMS reply
Ineligibility 1. After sponsor General Card Sponsors: | Include reason for
Notice review Within 5 business days of | apparent ineligibility
determines the | either (1) or (2) in the and information on
beneficiary is previous column, as reconsideration
not eligible, or | appropriate.
2. After receiving
CMS reply Exclusive Card
showing Sponsors: Within 7 (CMS models
ineligibility business days of either provided)
(1) or (2) in the previous
column, as appropriate.
Delinquency Card member fails to Within 20 days of
Notice pay annual fee delinquency (no model)
Confirmation of | After receipt of CMS NOT REQUIRED, but
Disenrollment reply confirming sponsors may elect to
disenrollment send (no model)

Confirmation of
involuntary
disenrollment for
non-payment of

After the 10-day period
provided in the
delinquency notice
expires

NOT REQUIRED, but
sponsors may elect to
send
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| premiums | (no model)
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45. 04/29/04 Have the ineligibility determination notices been changed?

A. The ineligibility determination notices have been updated to reflect appropriate
reason codes in which an individual would be determined ineligible to enroll in the
discount card and/or $600 credit. Click here to go to the 3 revised models and
instructions regarding marketing approval of the revised materials.

Drug Card Offering (Drugs, Rebates, and Discounts)

1. 1/12/04 What are the policies and procedures for manufacturers to charge discounts and
rebates?

A. Unless a manufacturer is a Medicare-endorsed sponsor, there are no policies and
procedures specific to this program for manufacturers to follow, other than to be in
compliance with any applicable State and Federal laws to the extent a manufacturer is
in anyway associated with the drug card program. Also, manufacturers should be
aware that covered discount card drugs under this program are exempt from Medicaid
best price policy. If a manufacturer is applying to be a card sponsor, then the
manufacturer is required either to apply discounts to the manufacturer’s own
prescription drugs (for example relative to the average whole sale price), and / or to
obtain rebates, discounts, or other price concessions from other manufacturers on
other covered discount card drugs. Also, like any other Medicare-endorsed sponsor,
a manufacturer sponsor would be required to offer a negotiated price to beneficiaries
(e.g., such as a manufacturer or pharmacy discount or other price concession) on at
least one covered discount card drug in each of the lowest level categories for each of
the therapeutic group in Attachment 2 of the solicitation, and would be required to
also offer a negotiated price for generic drugs in at least 55 percent of these same
categories.

2. 1/12/04 How often can a sponsor add or delete products from the program? Will there be
allowances to change the formulary throughout the benefit period? If yes, what notification,
if any, would be required?

A. Importantly, any products offered initially in the application for Medicare-
endorsement or added later must fit within the definition of “inside the scope of the
endorsement”, which is discussed in II.C.5 of the Medicare Prescription Drug
Discount Card Interim Final Rule. Further, material modifications to a sponsor’s
application must be communicated to CMS as soon as they occur. Provided that
these rules are followed, a sponsor may add products at any time. A sponsor will
have an opportunity once a week to change its formulary, including adding and
deleting covered discount card drugs offered for a negotiated price that is reported on
the CMS price comparison website and / or the sponsor’s electronic media, provided
that the baseline formulary requirements continue to be met, and appropriate public
disclaimers are associated with these changes (as will be discussed in the information
and outreach guidelines; we do not require that beneficiaries to receive advance
notice of changes). Other than changes from time to time in a card’s covered discount
card drugs offered for a negotiated price, we would expect product and service
offerings related to the covered discount card drugs to remain stable across a
calendar year. To the extent that changes to products and services are necessary,
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particularly a deletion, then we would expect to be notified, and the sponsor’s
information and outreach materials to be modified, in advance of implementing the
change to avoid any beneficiary confusion. At no time is a sponsor’s endorsed card
program allowed to be out of compliance with the requirements for endorsement.
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3. 1/12/04 How shall the “rebate and discount levels to be shared” be defined? Is there a
threshold level to qualify? Does a sponsor have to obtain a contract from all manufacturers?
Do all manufacturer and pharmacy rebates/discounts/other price concessions have to be
passed through to the beneficiary at the point of sale?

A. In response to the application requirement in Section 3.2.2. of the general application,
which states, “Estimate the aggregate level of manufacturer rebates/discounts/other
price concessions to be secured from drug manufacturers and the estimated total share
that will be passed through to Medicare beneficiaries in the form of lower prices at
the point of sale”, an Applicant must provide a single estimated aggregate dollar
amount of manufacturer rebates/discounts/other price concessions to be secured
across all the sponsor’s manufacturer contracts, and provide a single estimated
percentage reflecting the portion of that dollar amount to be passed through to
Medicare beneficiaries in the form of lower prices at the point of sale. A sponsor
must have at least one manufacturer contract, and the reported estimated dollar
amount and percentage share may not be zero; however, to be successful in attracting
enrollees and maintaining their satisfaction under a sponsor’s program, we believe a
sponsor will need to negotiate manufacturer price concessions and pass through as
much of the pharmacy and manufacturer price concessions as possible (e.g., after
covering administrative costs), to provide competitive discounts at the point of sale.

4. 1/12/04 Since a sponsor will receive any manufacturer rebates long after the point of sale,
rather than pass through these rebates directly to the beneficiary, can the sponsor use the
rebates to reduce enrollment fees?

A. Sponsors are not required to charge an enrollment fee, but must charge the same fee
to all beneficiaries within a state if they do charge a fee, and the fee may not change
for the year. The expectation is that sponsors will estimate anticipated rebates and
develop a negotiated price based in part on that estimate, and make future adjustments
in negotiated prices -- up or down -- as necessary to accommodate mid-course
accounting for actual rebates. (If prices increase within the year (except for the week
of November 15) beyond the proportionate change in the AWP, then the sponsor must
provide a notice and rationale as discussed in II.C.4.c of the drug card regulation.)

5. 1/12/04 Can a card sponsor offer a generic only benefit?

A. No. A card sponsor must provide a negotiated price on at least one drug in each of
the 209 therapeutic categories provided in Attachment 2 of the general solicitation.
Approximately half of these classes do not include Class A generics. For the
categories that do include a Class A generic, the sponsor must provide a negotiated
price on at least one generic in at least 95% of those categories; for such a category, a
sponsor is not required to provide both a brand and generic drug for a negotiated
price.

6. 1/12/04 Can a card sponsor’s program qualify for a Medicare endorsement without including
in the negotiated prices some type of price concession obtained under contract from one or
more manufacturer?

A. No. Please refer to Section 3.2.2. of the general solicitation.
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7.

8.

10.

1.

1/12/04 Can a sponsor incent the use of mail order pharmacy?

A. Yes; however a sponsor may not require as part of the design of its drug program that
enrollees use mail order. Also, any such incentives must still meet the program
requirements. For example, a sponsor couldn’t refund the enrollment fee to those
who use mail order pharmacies.

1/12/04 When submitting participating pharmacies to CMS and providing pharmacy
information to enrollees, can the list be abbreviated by saying, “all pharmacies in a certain
chain (by name), are in our network”?

A. In order to validate that a sponsor meets the pharmacy access standards, an applicant
must provide the list of pharmacies as required in Section 3.3.2. of the general
solicitation. In the print material provided to a beneficiary, the list must include the
contracted pharmacies in the beneficiary’s zip code or county. The list for a
beneficiary may be abbreviated to indicate that all pharmacies in a certain chain (by
name) in the beneficiary’s area (zip code or county) are included in the card’ s
network. Any contracted pharmacies that are in the beneficiary’s area that are not
represented by this type of abbreviation must be listed.

1/12/04 There are several regional pharmacy corporations that are interested in obtaining a
Medicare endorsement for a discount card program. While these organizations have
excellent penetration in their region, their regions are not consistent with state borders. Will
waivers be considered for these groups?

A. No, waivers on service area and pharmacy access will not be granted. Sections
1860D-31(e)(1)(B) and (h)(3) of the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 are very clear that a program must be available to all
beneficiaries within a State that is included in the sponsor’s card, and that the
pharmacy access standards must apply in order for a program to be endorsed by
Medicare.

1/12/04 Most managed care drug formularies are comprised of 40 to 60 different drug
classes. Can you comment on how the 209 classes for this program were derived and can
you describe the advantages and disadvantage of drug formulary classes as outlined in the
discount card solicitation (209 classes) versus the standard managed card organization drug
formulary (40 to 60 classes)?

A. The figure “209” represents the lowest level categories under therapeutic classes,
subclasses, and groups in which at least one drug must be offered at a negotiated
price; hence, the 209 categories do not represent only “classes.” If by classes the
author of the above question means high level therapeutic groupings, the baseline
category list for this program actually includes only 24 such groupings. We present a
thorough discussion of the methodology for deriving the 209 categories in the Interim
Final Rule published December 15 in the Federal Register and available on our
website at www.cms.hhs.gov/discountdrugs.

1/12/04 Fertility drugs are excluded, however, on occasion, some of these drugs are used for
non-fertility purposes. How will these drugs be handled since most pharmacies do not have
access to diagnostic information. Will prior authorization be required?

A. The statute specifically states that agents used to promote fertility are excluded from
the definition of covered discount card drug. Our interpretation is that the same agent
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when used for another purpose could be included under the definition of covered
discount card drug (provided the drug otherwise meets the regulatory definition of
“covered discount card drug”), and therefore a discount could be offered and
transitional assistance applied under such circumstances. Prior authorization is not a
required component of this program. However, should sponsors include these drugs
in their programs, they should understand that they are responsible for ensuring that
drugs excluded from the definition of covered discount card drugs are not part of this
program. CMS will monitor and audit for transitional assistance and discounts applied
to non-covered discount card drugs, and to the extent that we find such drugs as part
of the program, sponsors may be asked to demonstrate that the drugs were included in
the program for legitimate reasons (e.g., the example posed in the question above).

12. 1/12/04 Can transitional assistance be applied to over-the-counter drugs?
A. No.

13. 1/12/04 Can card sponsors include oral oncology products in their discount card offering if
they are also included in the Part D Oral Oncology Demonstration project? How will drugs
that are covered under Medicare under certain circumstances but not others (e.g.
erythropoeitin) be handled?

A. Under any circumstances, only prescription drugs that fit under the covered discount
card drug definition (42 CFR Section 403.802) may be offered under an approved
drug card program for a discount and have transitional assistance apply.

If a prescription drug is within that definition, except it is sometimes or always
covered under Medicare Part B, that would disqualify the drug for a discount or
transitional assistance under a drug card in the particular circumstance when the drug
is payable under Medicare. The Section 641 demonstration is a Medicare Part B
demonstration. Therefore any drugs that are covered under the demonstration may
not be offered for a discount or have transitional assistance applied to it under the
discount card program. However, there could be an individual circumstance under
the demonstration or Medicare Part B more generally where the drug would not be
payable by Medicare. Examples include when the beneficiary does not have Part B
coverage, or Medicare coverage is based on a set of clinical circumstances that the
beneficiary does not meet. In these circumstances the drug may be offered to that
beneficiary for a discount and transitional assistance may apply under an approved
drug card.

14. 1/12/04 Certain drugs are excluded for understandable reasons when there are transitional
funds ($600) to help pay for the cost of these drugs, baldness, wrinkle, anti-obesity and other
cosmetic drugs. Can these be offered at a discount to non-transitional funded members? Can
they be offered at a discount to transitional funded members as long as no transitional funds
are applied to these excluded products? Are over-the-counter drugs considered covered
discount card drugs? Should sponsors negotiate discounts on over-the-counter drugs? Over-
the-counter drugs are on the “exclude” list in the covered discount card drug definition in the
regulation. Isn’t this a contradiction?

A. Over-the-counter drugs as well as certain prescription drugs, such as agents when
used to promote hair growth , weight loss or weight gain, are excluded from the
“covered discount card drug” definition mandated by Section 1860D-31. And, as
further mandated, transitional assistance may apply only to covered discount card
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drugs; therefore, transitional assistance could not be applied to the drugs listed above.
Sponsors also are prohibited from providing or marketing, under their endorsements,
any item other than: (1) items and services directly related to covered discount card
drugs and that are offered for free (except for the enrollment fee, if any, and discounts
on the covered discount card drugs themselves); and (2) discounts on over-the-
counter drugs. Therefore, prescription drugs that are excluded from the covered
discount card drug definition may not be offered for a discount under the Medicare
endorsement by the card program. However, a sponsor may both offer and market
discounts on over-the-counter drugs (but not items and services related to these
discounted over-the-counter drugs).

15. 1/12/04 1t appears that "Best Price" does not apply to the discount card. I interpret this to
mean that we can negotiate pricing discounts in excess of those currently available to
commercial purchasers, like WellPoint. Is this true? Does the Best Price exemption also
apply to the insured program that will begin in 2006?

A. It is correct that best price does not apply to the Medicare-endorsed discount cards,
allowing sponsors to negotiate discounts under the endorsement in excess of these
currently available to commercial purchasers without having to reflect these discounts
in the best price calculations for Medicaid rebates. Part D drug benefit rules will be
announced in the Part D rulemaking.

16. 1/12/04 1t appears that an endorsed vendor may keep part of the negotiated discount with a
pharmacy provider as revenue to support the ongoing program while passing through some
portion as savings to the beneficiary. Is this prohibited anywhere in the IFR or in the
forthcoming application?

A. We believe that a drug card sponsor’s success at obtaining and passing through
significant discounts, rebates and / or other price concessions from pharmaceutical
manufacturers and pharmacies to Medicare beneficiaries will affect the desirability,
and hence the competitiveness of its drug card program offering, providing a
powerful incentive for sponsors to do this. Nonetheless, as the impact analysis
demonstrates, sponsors will incur substantial costs to start- up and maintain their
program offerings in compliance with the statutory and regulatory requirements of
this drug card program (see Section III of the drug card interim final rule). Hence,
there is no explicit prohibition in the interim final rule or solicitation on a sponsor
keeping a portion of the rebates, discounts and other price concessions from
manufacturers and pharmacies as revenue to support the ongoing program. In fact,
we expect that sponsors will have to do this to cover their operating costs, depending
in particular on the level of enrollment fee they plan to charge, understanding that the
level of enrollment fee, like the drug prices themselves, will also affect the
marketability and competitiveness of the drug card offering. Nothing in this answer
should be construed as allowing sponsors to operate in a manner that violates any
other federal or state laws that would also govern behavior under this drug card
program.
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17. 1/12/04 The documentation states that "Entities would be required to assure that low-income
beneficiaries were informed at the time of purchase of any difference between the price of
the prescribed drug and the lowest cost generic drug that was therapeutically equivalent and
bioequivalent and that was available at the pharmacy or other dispenser." What is the
process that CMS envisions for PBM's to do this.

A. We assume that sponsors and pharmacies have the necessary electronic databases to
identify generic drugs that are therapeutically equivalent and bioequivalent to
prescribed brand-name drugs. We also assume that card sponsors or their
subcontractors will have the necessary IT interface with their network pharmacies and
will provide the software necessary to provide a differential price at retail point of
sale. Sponsors should include information in their application informing CMS about
their capacity and process for identifying such generic drugs and for deriving this
price differential, as well as how the beneficiary will actually be provided the
information.

18. 1/12/04 Are cosmetic drugs included in the drug card covered drug definition?

A. Agents when used for cosmetic purposes are not included in the definition. We
include an extensive discussion on the definition of covered discount card drugs in
the Interim Final Rule published in the Federal Register on December 15, 2003 and
available on our website at www.cms.hhs.gov/discountdrugs.

19. 1/12/04 The presenters at the pre-application conference indicated that in the application the
negotiated price would be reported, as well as the description of the arrangements with the
manufacturers regarding how the rebates and discounts are passed along to beneficiaries.
However, the solicitation requires a listing of drugs to be covered and the prices as a
percentage discount off of AWP for each drug. Which is correct?

A. All are correct and the information requested addresses different requirements. For
example, reporting negotiated prices is a requirement of cooperating with the CMS
price comparison website — beneficiaries will be provided with actual prices. A
description of arrangements with manufacturers is part of the application
requirements to demonstrate that savings, such as rebates, are garnered by
pharmaceutical manufacturers for this program and under what circumstances. The
request to report the listing of drugs to be offered as a percent discount off of AWP
will demonstrate to CMS that a discounted amount relative to AWP will be offered
and the magnitude of that discount.

20. 1/12/04 How are sponsors required to pass through rebates to beneficiaries - can this happen
retroactively at year’s end?

A. No, rebates may not be paid out to beneficiaries retroactively. Real time knowledge
and application of negotiated prices is an integral component of applying statutorily
mandated policies of the program such as: including in negotiated prices, at a
minimum, savings negotiated with pharmaceutical manufacturers; providing to the
beneficiary the lower of the negotiated price and usual and customary; informing
beneficiaries of the difference between the price of the brand name drug and the
lowest cost generic offered by the pharmacy that is therapeutically equivalent and
bioequivalent; the application of transitional assistance to prices at the point of sale;
and reimbursement to sponsors from the federally maintained Transitional Assistance
Account. Therefore, there may be no retroactive adjustments due to actual rebates
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garnered which would affect what a beneficiary or the federal government already
paid on a final payment transaction. So, for example, to the extent rebates actually
garnered is a reflection of past performance, a sponsor may estimate the potential
impact of rebates and accordingly establish a negotiated price to be applied to
payment transactions while this negotiated price schedule developed by the sponsor is
in effect, and then make mid-course adjustments to the negotiated price schedule for
future payment transactions when the updated schedule is in effect.

21. 1/12/04 Can a card sponsor do a targeted switching program to educate beneficiaries about
lower cost prescription drug alternative that may be available to them? What about for OTC
products (ie: Allegra to OTC Claritan)?

A. A sponsor can educate beneficiaries generally on how to lower their out of pocket
costs and to stretch their transitional dollar, for example, by presenting the benefit of
savings on generic drugs relative to brand name drugs. Also, the sponsor can educate
about the benefit of a specific lower cost drug if it is a covered discount card drug
(i.e., a prescription drug as defined in the rule). A sponsor can provide information
about the discounts it makes available on a OTC drugs. Under the marketing
prohibition the sponsor cannot provide the beneficiary information about a lower-
price OTC alternative if it does not offer a discount for the OTC drug. There is
guidance in the information and outreach guidelines that addresses, for example,
substantiating claims and making direct comparisons that a card sponsor must follow.
Within these guidelines, sponsors may encourage but can not require switching.

22.1/12/04 1f using a formulary, could a PBM utilize their existing P& T committee (providing
that the makeup meets the outlined requirements) or would they be required to establish a
dedicated P&T committee?

A. An applicant may use its existing P&T committee.

23.1/12/04 With respect to the requirement to “....to implement a system to reduce the
likelihood of medication errors and adverse drug interactions and to improve medication
use." Does this need to be real time?

A. We understand that it is typical practice for administrators of funded benefits and the
pharmacies in those administrator’s networks to maintain and operate a system of
electronic algorithms and clinical edits that are designed to reduce at the point of sale
the likelihood of medication errors and adverse drug interactions and to improve
medication use. In addition, we understand that pharmacists in filling prescriptions
routinely address such issues, for example, through their availability to the consumer
to answer questions, their phone contact with physician offices about certain
prescriptions, and provision of written materials for consumers for example about
precautions to be taken. Not all tools to accomplish the goals of medication error
reduction, prevention of adverse drug interactions, and improvement in medication
use are real time. For example, pharmacies and administrators of funded benefits also
have protocols to follow up on aberrant patterns or individual cases of concern. It is
all these types of systems and practices that we expect to be described in applications,
as well as, for example, physician detailing and making drug information available on
the internet to the extent such tools will be incorporated to support accomplishing
these goals.
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24.1/12/04 What are allowable components of a “dispensing fee”? May a card sponsor, in
compliance with the terms if its contracts with pharmacies share in a portion of the agreed-to
dispensing fee?

A. Tt is our understanding that typically the dispensing fee is a negotiated fee to
reimburse the pharmacy for its costs associated with dispensing a drug. Some costs
incurred by the pharmacy could include fees to be paid to the sponsor for certain
administrative services which at least on balance may represent a “sharing” back to
the sponsor. While we are not defining the allowable components of a dispensing fee.
and whether and under what circumstances a portion is “shared” as a matter of
contractual terms between the sponsor and pharmacy, we remind the sponsor that all
contracting terms must be in compliance with federal and State laws, including anti-
kickback laws, and that our understanding of typical practice is that the dispensing fee
is paid in full to the pharmacy, while sponsor fees for administrative services are
represented in separate financial accounting lines.

25.1/12/04 Please provide an example of efforts that a sponsor could take towards on-label
prescribing? What is necessitated by this requirement? (Page 69852 of the December 15,
2003 FR).

A. We recognize that without routinely collecting certain diagnostic and other clinical
information, determining with certainty on a routine basis whether a drug is
necessarily prescribed for a medically accepted indication would be challenging to
say the least. However, there are some activities that are common practice that
support this objective, like providing to the consumer written information about the
dispensed drug that includes clinical indications. Also, administrators of funded
benefits with the cooperation of pharmacies contribute to identifying aberrant patterns
in prescribing and use, particularly of controlled substances.

26. 1/12/04 Ts the term formulary synonymous with plan sponsors list of discounted drugs? Can
you clarify the difference between formulary drugs, covered drugs, and drugs found on a
discount drug list?

A. The term “formulary” is synonymous with a plan sponsor’s list of drugs being offered
for a discount under its drug card program. “Covered discount card drugs” is the set
of drugs defined by statute that are eligible for discounts and the application of
transitional assistance under this program. Please see the Interim Final Rule published
in the Federal Register on December 15, 2003 and available on our website at
www.cms.hhs.gov/discountdrugs for a discussion of these terms. The term discount
drug list is defined in the Information and Outreach guidelines, and will represent to
the consumer a sample of the prescription drugs provided for a discount.

27.1/12/04 Must the plan sponsor include “all covered” drugs even if no discount is provided?

A. The plan sponsor must ensure that transitional assistance, when a balance remains,
can be applied to all “covered discount card drugs” even if no discount is provided,
when the drug is carried by the pharmacy of purchase.

28. 1/12/04 In your Discount Card application, Attachment 2 you list a therapeutic drug list by
class. I noticed that under "Insulin" you did not list insulin syringes.

A. While insulin syringes are a part of the statutory definition of ”covered discount card
drug”, which represents the list of drugs to which a discount may be offered, and to
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which transitional assistance must apply if the pharmacy carries them, it is not
required that a sponsor provide syringes for a discount. Sponsors may further divide
the 209 categories and / or add additional categories of “covered discount card
drugs” in offering a formulary. A description of how we developed such categories is
contained in interim final rule and begins on page 69853 of 68 Fed. Reg.

29. 1/12/04 Will CMS revise the “minimum” therapeutic classes listed in Attachment 2 in the
general solicitation to accommodate the introduction to market of new drug products that are
“first in class”, i.e., create a new therapeutic class? If so, through what process will the
therapeutic classes be revised? At what point will CMS expect (and enforce compliance
with) card sponsors to change their formulary to accommodate the new therapeutic class?

A. The drug categories listed in Attachment 2, are intended to represent the types of
drugs commonly needed by Medicare beneficiaries and, accordingly, to provide a
minimum threshold that a sponsor must meet in offering discounts if a sponsor uses a
formulary. Given the short duration of this program, we do not intend to update these
categories. However, we think it would be appropriate for sponsors to consider as
part of their formulary development and update process the advent of new therapeutic
classes.

30. 03/24/04 Some federally sponsored programs specifically exclude sales tax as an allowable
cost for medications. What is CMS' position on including or excluding sales tax as it related
to the Medicare Prescription Drug Discount Card Program? Should program sponsors
include or exclude sales tax in the drug price paid by the cardholder?

A: The definition of negotiated price does not take into account sales tax paid by the
consumer, so a sponsors' published prices should not reflect such taxes.

Section 1860D-31(g)(1)(B) provides that TA applies to "costs incurred for covered
discount card drugs, . . . taking into account the negotiated price." Similarly, the
regulations define "transitional assistance" as a subsidy that may apply toward the
cost of covered discount card drugs. Since the cost of covered discount card drugs
arguably includes sales tax, TA may be applied toward both the negotiated price and
sales tax (minus the copayment).
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Pharmacy Network Access

1. 1/12/04 Will the access standards be adjusted for areas in which pharmacies do not exist
within 15 miles of beneficiaries (e.g., rural North Dakota, Wyoming, Maine, New Mexico)

A. Access standards are defined by statute in Section 1860D-31(e)(1)(B) of the Act and
therefore may not be adjusted for areas in which pharmacies do not exist within 15
miles of beneficiaries. We recognize that in some rural states these standards may be
difficult to meet at the state level. However, we are requiring only that sponsors meet
these standards at the program level, that is, across all of the states that comprise the
sponsor’s service area. Therefore, sponsors that wish to include rural states may need
to also include more densely populated states in their program’s service area in order
to meet the statutorily defined access requirements. For the convenience of
beneficiaries, sponsors may offer mail order. This may provide a particular
convenience for beneficiaries in rural areas.

2. 1/12/04 If “contact name” is not a data element captured in a sponsor’s participating
pharmacy database, will a sponsor have to pull this information from archived contracts with
independent pharmacies to provide it in the applications? Would failure to provide contact
name result in failing the pharmacy access requirement?

A. If “contact name” is not a data element captured in a sponsor’s participating
pharmacy database and is not easily obtainable, the sponsor does not have to provide
the information, but the lack of information should be so noted in the application.
Failure to provide a specific contact name will not result in a potential sponsor failing
the pharmacy access requirement.

3. 04/29/04 What is a Federally Qualified Health Center? Can a sponsor contract with an
FQHC?

A. CMS encourages the Medicare-approved drug card programs to include FQHCs in
their pharmacy networks. Click here for information on FQHCs from DHHS/HRSA.
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Transitional Assistance

1.

1/12/04 Will SLMB/QMB individuals be required to fill out an application for transitional
assistance if they are affiliated with an exclusive plan sponsor, or will they be deemed
eligible (given that they should meet all of the requirements of eligibility —i.e., they can’t be
disqualified on the basis of having other drug coverage since there is an exception for
Medicare Advantage members)?

A. All transitional assistance enrollees must complete an enrollment form. Individuals
that are SLMB/QMB or QI are deemed to meet the income requirement for
transitional assistance only. All other eligibility factors apply.

1/12/04 Please confirm whether or not individuals with employer-sponsored M+C or
MediGap coverage would qualify for transitional assistance.

A. Yes. To be eligible, an individual may not have group health plan or individual
coverage other than an M+C or Medigap plan. Please note, if the individual has both
M-+C and some other employer-sponsored health insurance offering coverage for
prescription drugs, s’he would not be eligible.

1/12/04 A sponsor decides to require the $30 enrollment fee up front. A beneficiary then
applies for, and receives, transitional assistance. I'm assuming the MCO must refund the

enrollment fee - is this a correct assumption? How long does the MCO have to refund the
fee?

A. A sponsor may only charge the enrollment fee upfront to those beneficiaries who are
enrolling in the discount card only. Sponsors must not collect the fee from
beneficiaries applying for transitional assistance. In the case where a beneficiary
applies for and enrolls in the discount card only, paying the applicable fee, and then
applies for transitional assistance at a future date, the sponsor must refund the fee
paid by the beneficiary as it will collect the fee from CMS for transitional assistance
enrollees. We have not established a time requirement for the processing of this
refund, but expect sponsors to react promptly to this requirement. If our experience
with the program necessitates the creation of a timeframe, we will do so and provide
such guidance to sponsors.

4. 1/12/04 If a beneficiary is enrolled in a non-exclusive card, will any unused TA follow the

beneficiary into an exclusive card if the beneficiary joins a plan offering an exclusive card?
How is this tracked?

A. Yes, the transitional assistance will roll over any time a beneficiary changes cards
during the annual enrollment period or a special enrollment period. The MCO
offering the exclusive card in your scenario would be aware of the beneficiary's new
enrollment in the plan and would be expected to provide to the beneficiary
information about the exclusive card and how to enroll. At the time the beneficiary
enrolls, the remaining balance on the card (which is provided to the enrollment
system by the present sponsor at the time of disenrollment) would be rolled over to
the exclusive card.
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5. 1/12/04 If a state BC/BS plan offers a statewide prescription drug plan with copays, cost
sharing and benefit maximums, would the people participating in that plan be eligible for
transitional assistance? Can TA be used to pay premiums?

A. Those people would need to meet the standard eligibility criteria for the card, as well
as the standard eligibility criteria for TA. It’s not likely that they would qualify for
TA as it seems they would have access to an outpatient drug benefit. Most persons
who receive an outpatient drug benefit are excluded. TA cannot be used to pay for
premiums.

6. 1/12/04 If a transitional assistance member disenrolls and has an outstanding subsidy
remittance from a prior transaction, how will this be handled and what will be the
reconciliation process for the TA subsidy fund?

A. Transitional assistance will be provided to the sponsor only for finalized claims.
Upon disenrollment, the sponsor is to report the remaining balance. The sponsor is
only allowed to be reimbursed from the federal Transitional Assistance Account up to
that amount. The sponsor must have in place a process for dealing with transactions
that may become final after this date, and must describe this in the application. If this
process holds the beneficiary liable for the balance, then the sponsor must notify the
beneficiary of this possibility in outreach materials as provided in the information and
outreach guidelines.

7. 03/23/04 Can a drug card enrollee continue to get their TA if they are no longer eligible for
Medicare?

A: No. Under 42 CFR 403.810(d), as well as section 1860D-31(f)(2)(B), individuals are
deemed eligible for TA only as long as they remain enrolled in the discount card
program. If an individual is no longer eligible for or enrolled in the discount card
program, they are no longer eligible for TA. For example, in the Preamble it states
that an individual who voluntarily disenrolls from the program in 2004 loses access to
TA and must reapply for both the program and TA for 2005; individuals who
disenroll in 2005 lose access to TA entirely.

8. 04/29/04 How should an applicant for Transitional Assistance (TA) determine current
annual income on their application?

A. Under Transitional Assistance, income eligibility is based on each applicant’s
attesting to the amount of his or her income. Therefore, applicants should provide as
accurate a statement of their income as possible. The simplest way to do this would
be to multiply their current monthly income by twelve. However, applicants can use
other ways of calculating their income if they believe another way would be more
accurate. In any case, if TA eligibility is denied because CMS finds, based on its
verification process, that an applicant’s income seems higher than reported on the
enrollment form, the applicant can request a reconsideration of that decision if he or
she believes the decision was incorrect.

9. 04/29/04 Are there definitions of “Counted” and “Not Counted” income for purposes of the
Medicare Approved Drug Discount Card ?
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A. See below:
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For purposes of the Medicare Prescription Drug Discount Card, we have defined
“income” as money received through retirement benefits from Social Security,
Railroad, the Federal or State governments, or other sources, and benefits received for
a disability or as a veteran, plus any other sources of income that would be included
the components of Adjusted Gross Income (AGI) reported for tax purposes.

INCOME COUNTED

The following definitions of “Income Counted” include money received through retirement
benefits from Social Security, Railroad, the Federal government, State governments, or other
sources, and benefits received for a disability or as a veteran:

Social Security Benefits and Equivalent Railroad Retirement Benefits - Social Security or
equivalent Railroad Retirement Benefits, must be included in the income of the person who has
legal right to receive the benefits. Social Security benefits include any monthly benefit under
title II of the Social Security Act and any part of a Tier I Railroad Retirement Benefit treated as a
Social Security benefit.

Railroad Retirement Benefits - These benefits paid under the Railroad Retirement Act include
Tier 1 Railroad Retirement Benefits that are more than the Social Security equivalent benefit,
Tier 2 benefits, and vested dual benefits.

Military and Government Disability Pensions - Armed Forces, PHS, NOAA,

Foreign Service (Based on Date Pension Began, Combat-Related Pension, etc.) -

Amounts you receive as a pension, annuity, or similar allowance for personal injury or sickness
resulting from active service in one of the following government services: The armed forces of
any country, Public Health Service, National Oceanic and Atmospheric Administration, or The
Foreign Service. If you receive a disability pension based on years of service, retroactive
retirement pay based on VA disability rating, or disability payments received for injuries
resulting from a terrorist or military action you must count these as income.

VA Benefits - Allowances paid by the Department of Veteran Affairs including:

e Education, training, and subsistence allowances;

e Disability compensation and pension payments for disabilities paid either to veterans or
their families;

e Grants for homes designed for wheelchair living;

e Grants for motor vehicles for veterans who lost their sight or the use of their limbs;

e Veteran’s insurance proceeds and dividends paid either to veterans or their beneficiaries,
including the proceeds of a veteran’s endowment policy paid before death; and

e Interest on insurance dividends left on deposit with the VA.

The following definitions of “Income Counted” include other sources of income that would be
included the components of Adjusted Gross Income (AGI) reported for tax purposes:
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Employee Compensation (Salary, Wages, Tips, Bonuses, Awards, etc.) - Employee
compensation includes everything you receive in payment for personal services. In addition to
wages salaries, commissions, fees, and tips, it includes other forms of compensation such as
fringe benefits and stock options.

Unemployment Compensation - Unemployment compensation includes any amount received
under an unemployment compensation law of the United States or of a state. It includes the
following benefits: Benefits paid by a state or the District of Columbia from the Federal
Unemployment Trust Fund; State unemployment insurance benefits; Railroad unemployment
compensation benefits; Disability payments from a government program paid as a substitute for
unemployment compensation; Trade readjustment allowances under the Trade Act of 1974;
Benefits under the Airline Deregulation Act of 1978; and Unemployment assistance under the
Disaster Relief Act Amendments of 1974.

Pensions and Annuities - A pension is generally a series of definitely determinable payments
made to you after you retire from work. Pension payments are made regularly and are based on
such factors as years of service and prior compensation. An annuity is a series of payments
under a contract made at regular intervals over a period of more than one full year. Pensions and
annuities include the following types:

1. Fixed-period annuities. You receive definite amounts at regular intervals for a specific
length of time.

2. Annuities for a single life. You receive definite amounts at regular intervals for life. The
payments end at death.

3. Joint and Survivor annuities. The first annuitant receives a definite amount at regualr
intervals for life. After he or she dies, a second annuitant receives a definite amount at
regular intervals for life. The amount paid to the second annuitant may or may not differ
from the amount paid to the first annuitant.

4. Variable annuities. You receive payments that may vary in amount for a specified
amount of time or for life. The amounts you receive may depend upon such variables as
profits earned by the pension or annuity funds, cost of living indexes, or earnings from a
mutual fund.

5. Disability pensions. You receive disability payments because you retire on disability and
have not reached minimum retirement age.

IRA Distributions - Money withdrawn from an Individual Retirement Arrangement (IRA) must
be counted as income.

Interest (Checking Accounts, Savings Accounts, etc.) - Interest on bank accounts, money
market certificates, and deposited insurance dividends.

Ordinary Dividends (Stocks, Bonds, etc.) - Distributions of money, stock, or other property a
corporation pays you because you own stock in that corporation. You also may receive dividends
through a partnership, an estate, a trust, or an association that is taxed as a corporation.

Refunds, Credits, or Offsets of State and Local Income Taxes - If you receive a state or local
tax refund (or credit or offset), you must include it in your income if you deducted the tax in an
earlier year.
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Alimony Received - Any alimony payments you receive must be counted as income.

Business Income - If there is a connection between any income you receive and your business,
the income is business income. You must count all income you receive from your business
unless it is excluded by law.

Capital Gains - Income received from the sale of an investment such as stocks, bonds, mutual
funds, real estate, or any other financial instrument.

Farm Income - Income from farming includes amounts you receive from cultivating, operating,
or managing a farm for gain or profit either as owner or tenant. This includes income from
operating a stock, dairy, poultry, fish, fruit, or truck farm and income from operating a plantation
ranch, range, or orchard. It also includes income from the sale of crop shares if you materially
participate in producing the crop.

Rental Real Estate, Royalties, Partnerships, Trusts, etc. - This includes income from rents
and royalties, and interests in partnerships and S-corporations.

Other Gains (Sale or Exchange of Business Property) - Any taxable ordinary or capital gain
you receive from the sale or exchange of business property.

Other Income - You must include any other taxable income you receive such as gambling
winnings, lottery winnings (including annual installment payments), raffles, awards, and prizes.

INCOME NOT COUNTED

The following definitions of “Income Not Counted” include other sources of income that would
not be included the components of Adjusted Gross Income (AGI) reported for tax purposes
unless otherwise noted:

Inheritances and Gifts (Taxed to Estate or Giver if not Under Limits for Exemption) -
Generally, property you receive as a gift, bequest, or inheritance is not included in your income.
However, if property you receive this way also produces income such as interest, dividends, or
rents, that income is counted. If property is given to a trust and the income from it is paid,
credited, or distributed to you, that income is also counted. If the gift bequest or inheritance is
the income from the property, that income would be counted.

Interest on State and L ocal Government Obligations (Bonds) - Interest you receive on an
obligation issued by a state or local government does not count as income.
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Workers Compensation Payments - Amounts you receive as workers’ compensation for an
occupational sickness or injury do not count as income if they are paid under a workers’
compensation act.

Federal Employees Compensation Act Payments - Payments received under this act for
personal injury or sickness, including payments to beneficiaries in case of death, does not count
as income.

SSI Benefits - Do not count as income any Supplement Security Income (SSI) benefits received.

Income from National Senior Service Corps Programs - Do not include in your income amounts
you receive for supportive services or reimbursement for out-of-pocket expenses from the
following programs: Retirement Senior Volunteer Program (RSVP), Foster Grandparent
Program, and Senior Companion Program.

Public Welfare and Other Public Assistance Benefits - Do not include in your income benefit
payments from a public welfare fund.

Proceeds from Sale of a Home - Income excluded for tax purposes from all or part of any gain
from the sale or exchange of a personal residence would not count as income for this program.

Lump Sum Life Insurance Benefits Paid Upon Death of Insured - Lump sum payments you
receive from a decedent’s employer as the surviving spouse or beneficiary may be accrued salary
payments; distributions from employee profit sharing, pension, annuity, or stock bonus plans; or
other items that should be treated separately for tax purposes. The treatment of income from
these lump sum payments depends on the type of payment. If you are required to report any of
these payments for tax purposes, you would count them as income for the Drug Discount
Program; otherwise, they would be excluded.

Life Insurance Benefits Paid in Installments - If you receive life insurance proceeds in
installments, you can exclude part of each installment from your income. To determine the
excluded part, divide the amount held by the insurance company (generally the total lump sum
payable at the death of the insured person) by the number of installments to be paid. Include
anything over this excluded part in your income as interest.

Accelerated Life Insurance Death Benefit Payments (e.g., Viatical Settlements, Terminal
IlIness, Chronic IlIness) - Certain amounts paid as accelerated death benefits under a life
insurance contract or viatical settlement before the insured’s death are excluded from income if
the insured is terminally or chronically ill. Income excluded for tax purposes should be excluded
from income for the Drug Discount Card Program.

Medical Savings Account (MSA) Withdrawals for Medical Expenses - Do not include as
income amounts you withdraw from your Archer MSA or Medicare+Choice MSA if you use the
money to pay for qualified medical expenses.

Payments from Long-Term Care Insurance Policies (Subject to Limitation) - Long-term

care insurance contracts generally are treated as accident and health insurance contracts.
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Amounts you receive from them (other than policyholder dividends or premium refunds)
generally are excludable from income as amounts received for personal injury or sickness.

Accident or Health Insurance Policy Benefits - Benefits you receive under an accident or
health insurance policy on which either you paid the premiums or your employer paid the
premiums but you had to include the premiums in your income, should be excluded from income
for this program.

Accident Compensatory Damages - Compensation you receive for permanent loss or loss of
use of a part or function of your body, or for your permanent disfigurement should be excluded
from income. This compensation must be based only on the injury and not on the period of your
absence from work. These benefits do not count as income even if your employer pays for the
accident and health plan that provides these benefits.

Child Support Payments Received - You should not count child support payments received as
income.

Most Foster Care Provider Payments Received - Payments you receive from a state, political
subdivision, or a qualified foster care placement agency for providing care to qualified foster
individuals in your home generally are not included in your income. However, you must include
in your income payments received for the care of more than 5 individuals age 19 or older and
certain difficulty-of-care payments. A qualified foster individual is a person who is living in a
foster family home, and was placed there by an agency of a state or one of its political
subdivisions, or a qualified foster care placement agency.

Disaster Relief Grants - Do not include post-disaster relief grants received under the Disaster
Relief and Emergency Assistance Act in your income if the grant payments are made to help you
meet necessary expenses or serious needs for medical, dental, housing, personal property,
transportation or funeral expenses.

Disability Payments as the Result of a Terrorist Attack - You can exclude from income
certain disaster assistance, disability, and death payments received as a result of a terrorist or
military action that you would exclude from income for tax purposes.

10. 04/29/04 Can Medicare-cligible veterans receive the $600 subsidy if otherwise eligible?

A. Medicare beneficiaries who have access to a VA outpatient prescription drug benefit
may apply for the $600 credit available through Transitional Assistance. The statute
and regulation provide that beneficiaries are excluded from eligibility for the $600
credit if they have outpatient prescription drug benefits from

- Medicaid,
- TRICARE (Military health benefit plan),
- FEHBP (Federal employees health benefits plan), or

- any group health plan or health insurance coverage, as those terms are defined under
section 2791 of the Public Health Service Act, other than a plan under Medicare Part
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C or a group health plan or health insurance coverage consisting solely of excepted
benefits as that term is defined under section 2791 of the PHSA.

11. 6/15/04 Can the $600 transitional assistance subsidy be deducted from income as an incurred
medical expense when determining someone's eligibility under Medicaid spend down?

A. The policy is currently under review.
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Marketing Materials & Review Process (Information and Qutreach)

1. 1/12/04 Can a plan sponsor market two or more discount card programs with different
application fees and program features?

A. A sponsor can offer two programs with different enrollment fees and program
features within the same service area.

2. 1/12/04 Are there requirements of the sponsors to print membership cards that are consistent
in look, or have CMS logo, or have consistent field layouts so the pharmacies recognize the
cards and easily input the required fields

A. The information and outreach guidelines will have specific requirements for
membership card and the Medicare Mark. Card sponsors will be required to follow
the NCPDP standards in developing their membership cards. Further guidance will
be provided in the guidelines.

3. 1/12/04 What are the requirements or expectations for communicating the transitional
assistance balance remaining to the member at the point-of-sale? Do we need to amend our
retail pharmacy contracts to obtain this result? Can the balance be made available
electronically such as website or interactive voice system?

A. Card Sponsors will be responsible for ensuring that contracted pharmacies are able to
provide the balance of transitional assistance at the point of sale. Therefore Card
Sponsors should specify in their pharmacy contracts that the balance of transitional
assistance is a service that must be provided to the beneficiary at the pharmacy. The
balance of transitional assistance must also be available through the Card Sponsor’s
customer service phone number.

4. 1/12/04 Will we receive materials/guidelines to distribute with discount card applications to
help seniors screen for transitional assistance so we can limit the number of transitional
assistance applications

A. The information and outreach guidelines will provide guidance on how to
communicate transitional assistance and the requirements. CMS has developed
model materials that will assist beneficiaries in understanding transitional assistance.
This information will be communicated in the model Member Handbook and Annual
Notice of Change. CMS has also developed standardized enrollment forms and
eligibility determination letters that provide information on transitional assistance.
Card Sponsors will also be responsible for providing this information in their
summary of program features.

5. 1/12/04 As a qualified Medicare approved drug discount card provider, will we have access
to Medicare enrollees’ names, address and phone numbers to mail our program literature and
call them to solicit their enrollment in our program?

A. CMS will not provide names and address to sponsors for their advertising campaigns.

6. 1/12/04 Will “file and use” use the same program managed care plans will be starting in
early 2004 or will they be managed separately?

A. The file and use program under the Card program has been modeled after the program
created for managed care plans, however they will be managed separately. A
managed care organization that develops materials solely for the purpose of providing
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information and outreach for a drug card program that it sponsors must submit these
materials through the drug card review processes, and the file and use policy specific
to the drug card program applies. We are developing further guidance for MCOs
concerning the review process, including file and use, when materials for the drug
card are commingled with the MCO’s marketing materials for the health plan.

7. 1/12/04 Can a sponsor’s drug discount card website contain non-card related information or
links to other sites that promote products or services “outside the scope of the endorsement?”’

A. In certain circumstances, which are discussed in Section I1.C.9. of the interim final
rule, and will also be presented in the information and outreach guidelines, card
sponsors are allowed to commingle information about Medicare-endorsed features
and non-endorsed features on their websites. An organization’s web pages that list the
full range of products and services offered by the organization, including but not
limited to its approved card program, are deemed as targeting the public at-large. In
these cases, card sponsors may for example, include a link to the web page(s)
describing the approved card program(s). However, web pages specifically describing
the approved card program and targeting current or potential discount card enrollees,
may not include information about non-endorsed products and/or services. Card
sponsors also may not imply that any non-endorsed features are approved by CMS or
Medicare (see section 1140 of the Social Security Act).

8. 1/12/04 Will CMS be required to review and approve marketing materials? If so should
these materials be included with the application and what other materials need to be
approved.

A. Card sponsors will be expected to use a variety of materials and mediums to describe
their Card programs and these materials must be reviewed and approved as outlined
in the information and outreach guidelines. Examples include a member handbook,
enrollment forms, pharmacy directory, list of prescription drugs, member card,
grievance letters, eligibility determination letters, and advertising materials such as
television, radio advertisements as well as certain materials such as sales scripts, sales
presentations flyers and direct mail pieces.

During the application process, applicants should submit the pharmacy listing,
summary of program features and list of discounted drugs. All other information and
outreach materials must be received 30 days prior to the date the information and
outreach campaign will begin -- the later of April 1, 2004 or the date established in
the signed agreement between CMS and the Card Sponsor -- in order to receive a
timely review.

9. 1/12/04 When can outreach and advertising for the drug card program begin, would this
include advertisement on radio, TV etc? This is already occurring in parts of the country.

A. Card Sponsors will be able to begin their information and outreach campaign on the
later of April 1, 2004 or the date established in the signed agreement between CMS
and the Card Sponsor. A card sponsor’s start date will delayed until all requirements
have been met as indicated in the Solicitation for endorsements (e.g., all contracts
finalized, all materials reviewed, all system requirements met, etc).
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10. 1/12/04 1In order to keep outreach costs as reasonable as possible (and to encourage outreach
to the largest number of consumers) and still provide consumers enough information to make
an informed decision, will CMS allow "abbreviated" lists of contract pharmacies and
prescription drugs offered to be included with the materials provided to consumers that
include the drug card enrollment form as long as a toll-free number and/or web address is
available for more comprehensive information and/or questions?

A. Card Sponsors will need to make available in print the top 100 prescription drugs by
volume, dosage and supply to which the price applies. This list will also need to
include how to obtain a complete listing of drugs and the date the list was last
updated. As required in 42 CFR 403.806(f)(3) of our regulation, Card sponsors are
required to provide a pharmacy directory. This directory shall be provided to each
card enrollee that at a minimum includes the pharmacies in the beneficiary’s
geographic area. Card sponsors are also required to provide communication on how
to obtain additional information on pharmacy and prescription drug listings either
through the Medicare Compare website or toll free customer service phone number.

11. 1/12/04 It was mentioned that Outreach can begin on January 30, 2004. Specifically, what
Outreach programs will an organization (that submits a Letter of Intent to participate in the
drug card program) be able to perform beginning on January 30th?

A. Information and Outreach materials may be submitted with the applications on
January 30, 2004. Information and Outreach will not begin until the later part of April
or on May 3, 2004.

12. 3/23/04 CMS guidelines indicate that we must make available upon request a list of drugs &
their prices to beneficiaries who ask for one. We understand that a condensed version (Drugs
Commonly Used by Medicare Beneficiaries - 150 drugs; that is, the "top Medicare drug list")
available in print, plus the Check Your Price web tool (which gives prices for all drugs),
satisfies this requirement.

Please confirm that the top Medicare drug list (list of top 150) is required in the post-
enrollment Member Handbook.

A. According to the guidelines on page 52, Section 3: Guidance Regarding the Discount
Drug List, you must make available the top 100 drugs. Additionally, if a beneficiary
contacts the sponsor’s customer service, the sponsor must be able to provide a
complete list of drugs offered and the most up to date price list including from
Medicare price comparison.

13. 3/23/04 Please confirm that the top Medicare drug list (list of top 150) is required in the
post-enrollment Member Handbook.

A. According to the guidelines on page 52, Section 3: Guidance Regarding the Discount
Drug List, you must make available the top 100 drugs. Additionally, if a beneficiary
contacts the sponsor’s customer service, the sponsor must be able to provide a
complete list of drugs offered and the most up to date price list including from
Medicare price comparison.

14. 3/23/04 Please confirm that the top Medicare drug list (list of top 150) is required in the post-
enrollment Member Handbook.
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A. Response-According to the guidelines on page 52, Section 3: Guidance Regarding the
Discount Drug List, you must make available the top 100 drugs. Additionally, if a
beneficiary contacts the sponsor’s customer service, the sponsor must be able to
provide a complete list of drugs offered and the most up to date price list including
from Medicare price comparison. If we've already submitted the pre-enrollment
material with the top Medicare drug list included, and it's not required, can we
remove it without having to resubmit.

15. 3/23/04 Is the top Medicare drug list the same thing as the "Discount Drug List" referenced
in CMS' preferred terminology chart and elsewhere. If not, can we change the wording in the
handbook to use consistent terminology (i.e. Drugs Commonly Used by Medicare
Beneficiaries vs Discount Drug List) and not re-submit?

A. The Drug list is the list of drugs required by CMS, you may change the name to
Drugs Commonly used by Medicare beneficiaries. While your changes will not be
reviewed for a second time, you must submit these changes to the contractor so that
we have a final version in our file.

16. 03/23/04 How often does this list (of top Medicare drugs) need to be updated? Will quarterly
updates for a printed list and weekly updates on the Web site work?

A. There is no specific time frame for updating the list, however materials must include
when the list was last updated and when it will be updated again.

17. 03/23/04 If a card sponsor wants to offer one discount card with two enrollment options
(only the annual enrollment fees & drug discounts are different), wouldn't one set of
materials suffice? The two options would be clearly explained in this set of materials.

A. If the annual enrollment and the drugs are different it would be considered two
separate programs, however if the sponsor may describe both programs in one set of
materials, it would be sufficient to do so.

18. 03/23/04 What is the process for receiving the Medicare seal? Can we get it before 3/23?

A. Chapter 6 of the guidelines state that you must request approval at least 30 days
before the anticipated date of distribution. The Medicare-Approved Seal will not be
released until the announcement of endorsements. Therefore, access to the Medicare-
approved seal will not be provided until you have been approved.

19. 03/23/04 Does the following affect our 30-day approval timeline (i.e., does it require
resubmission): changing terminology in our already-submitted pre-enrollment booklet and
post-enrollment member handbook to the preferred terminology CMS sent out recently.

A. The Preferred terminology is not required, however if you are only making changes to
reflect the preferred terminology, you will not need to go through another review
process. A final copy of the changes must be submitted to the contractor for their
files.

20. 03/23/04 In CMS' preferred terminology document, there are new income figures for
qualifying for TA (i.e., "Your income is no more than $12,569 if you are single, or no more
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than $16,862 if you are married.") In the model member handbook, where it discusses the
10% and 5% copayments for TA recipients, I assume the figures for the 10% copayment
must be changed to these new ones. But, are there new figures to update for the 5%
copayment, as explained in the same paragraph?

A. Please refer to the new income figures that were released by CMS. These new figures
must be include in your materials

21. 03/23/04 During the enrollment/eligibility process we can expect to receive 3 types of
responses from CMS. They are:

1. an applicant has been accepted
2. an applicant has been denied
3. adecision is pending

Will we receive a pending reason & does CMS expect us to communicate a pending
status to the member? Or, do we only need to send the member a notification that
either their application was accepted or denied?

A. CMS will not be sending a pending reason to Medicare Beneficiaries. Beneficiaries
will receive an acceptance or denial letter.

22. 03/23/04 Will we be receiving model language for involuntarily disenrolling someone?
And, if so, when is it expected?

A. CMS will not be providing language for involuntary disenrollment at this time.

Q: 4/14/04 Can card sponsors provide payments to other parties for assistance in enrolling
beneficiaries in a Medicare discount card?

A: CMS supports and encourages bona fide efforts to educate beneficiaries about the
Medicare’s drug card program and to assist beneficiaries in making decisions based on full,
accurate, and impartial information about their drug card options. Under the Federal Antikick
back statute, educational and outreach may not be funded by mechanisms that result in steering
patients toward one particular card.  The Office of Inspector General’s (OIG) has provided
guidance on outreach and educational practices including enrollment assistance and it is
available at www.oig.hhs.gov.  We strongly encourage card sponsors to review the OIG’s
guidance. Under 403.806(c) of our regulations a sponsor must comply with all applicable
Federal and State laws, including the Federal anti-kickback statute.

The CMS oversight and monitoring strategy will focus on activities of the sponsors (and their
subcontractors) that directly affect the experience of Medicare beneficiaries under the drug card
program and the value of their card. Hence, CMS intends to closely monitor the implementation
of sponsors’ information and outreach for this activity and will refer findings to the OIG for
possible violations of the anti-kickback statute.
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Payment and Financials

1. 1/12/04 How do you foresee card sponsors billing CMS and being paid for any enrollment
fee for beneficiaries receiving transitional assistance (TA)?

A. Sponsors will submit daily payment requests to the Payment Management System
(PMYS) for enrollment fees and TA subsidy expenditures related to the TA members.
The Treasury will wire the funds requested to the sponsor’s bank account on the same
day.

2. 1/12/04 What is the process for reimbursing the M+COs for TA members? How will the
claims system work?

A. The M+COs will be paid the same way as the non-M+CO sponsors; through the
Payment Management System. This method will allow daily payment. Other
payment options involving the CMS Managed Care Payment system would have
limited payments to monthly. While all card sponsors are required to comply with
the HIPAA transaction standards for prescription drugs, CMS will not be collecting
these prescription drug claims, but rather a payment request as discussed at
HTTP:/WWW.DPM.PSC.GOV for reimbursement from the Treasury’s Transitional
Assistance Account.

3. 1/12/04 If an individual misrepresents their eligibility for TA and CMS confirms this, but it
is later determined that the individual is not eligible, who bears the liability for the funds
expended on behalf of that individual?

A. An individual who misrepresents their eligibility for TA is liable for funds expended
on behalf of that individual, particularly if CMS or its contractor informs the
beneficiary that subsequent eligibility information is to be provided to CMS or its
contractor and the beneficiary fails to provide that information.

4. 1/12/04 Will CMS systems accept a negative balance related to member’s subsidies?

A. Sponsors are required to submit the remaining subsidy balance monthly. When the
member has exhausted their subsidy and the balance reaches zero, this monthly
reporting stops. Deductions from the subsidy balance are to be based on finalized
claims, so there should not be a negative balance to be reported. CMS systems will
reject negative amounts. As we stated in the preamble to the final rule, “Endorsed
sponsors must have a process for managing payment against an individual’s
transitional assistance cap to ensure that not more than the amount of transitional
assistance available is provided to the individual.”

5. 1/12/04 Will CMS be sending beneficiaries statements of payments for TA funds (similar to
statements that are sent for current {Part A payments)?

A. CMS will not be sending the TA beneficiaries any statements regarding payments
made on their behalf.

6. 1/12/04 If a beneficiary gains transitional assistance (TA) on reconsideration, will the TA be
pro-rated in 2005?
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A. The proration schedule is contained in the regulation (42 CFR § 403.808(b)). The
regulation provides that proration of TA for individuals applying for TA in 2005 will
be tied to the date the sponsor received the beneficiary’s completed application for
TA, and not the date on which the beneficiary is determined eligible for TA or the
effective date of his or her access to TA. The beneficiary loses $150 per quarter that
he or she does not submit a completed application for TA to a drug card sponsor.
Consequently, the beneficiary will not be penalized if he or she is found to be eligible
for TA after reconsideration in the quarter following his or her submission of a
completed application for TA; rather the proration will be based on the quarter during
which the beneficiary submitted his or her completed application for TA.

7. 1/12/04 Where can card sponsors learn more about the HHS Payment Management System
(PMS)?

A. The website for the PMS is HTTP:/WWW.DPM.PSC.GOV.

8. 1/12/04 The interim final rules state that card sponsors will bill CMS monthly for
transitional assistance. May card sponsors bill more frequently than monthly? Will
payments be made more frequently accordingly?

A. Sponsors do not bill CMS directly for the TA; rather the sponsor shall submit
payment requests to the PMS. Section 403.822(b) establishes a minimum time basis
of one month for which the Managing Trustee of the Transitional Assistance shall pay
amounts certified by CMS to card sponsors. However, the reimbursement process
will exceed that basis to allow billing to the PMS on a daily basis, with funds being
wired the same day from the Treasury to the sponsor’s bank accounts.

9. 04/29/04. May a Medicare Advantage (MA) organization that is not offering an exclusive
drug card enter into an agreement with a Medicare-approved general card sponsors under
which the MA organization pays all or part of the general card sponsor’s enrollment fee on
behalf of its MA plan enrollees?

A. A Medicare Advantage organization may make agreements with a general card
sponsor to pay all or part of the card sponsor’s enrollment fee on behalf of the MA
organization’s plan enrollees, as long as such payment or “subsidy” is included in the
MA plan’s adjusted community rate proposal, per 42 CFR 423.814(a)(2). These
agreements are permissible as long as the MA payment is made directly to the general
card sponsor. Direct reimbursement of expenses to Medicare beneficiaries is not
permissible. Also, the agreement must not involve general card sponsors paying
consideration to the MA organization based on the number of its plan members who
enroll in the general sponsor’s card.
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Price Comparison Website

1. 1/12/04 If prices can vary by pharmacy contract, what price goes on the price compare?

A. The price will reflect the maximum contracted negotiated price (including the
dispensing fees) associated with the participating pharmacy for each drug offered
through each respective drug card sponsor’ s program. This price will reflect the
maximum price that a Medicare beneficiary would incur at the point of sale.

2. 1/12/04 Will the slides from the conference on Price Comparison be shared on-line?

A. Yes. The slides have been incorporated into the day 2 slide presentation, and they are
available on the web at www.cms.hhs.gov/discountdrugs.

3. 1/12/04 How often will a sponsor be able to submit price changes to CMS’ Price
Comparison website and how quickly will they be posted?

A. Data for Price Comparison may be updated on a weekly basis. All card sponsors will
submit their electronic drug pricing data files directly to CMS’ contractor for Price
Comparison, DestinationRx, Inc. All Data must be submitted by Midnight Pacific
Time on Wednesday of each week. DestinationRx, Inc. will process and display the
submitted data by 12:01 AM Eastern Time on Monday of each week.

4. 1/12/04 On the Price Comparison website, why is the maximum negotiated price listed?
Why not high, low and median price?

A. Since CMS will be listing the maximum contracted negotiated price (including
dispensing fees) at the pharmacy level, the need to report the low and median price is
negated.

5. 1/12/04 Can you please clarify how endorsed sponsors are to provide enrollees with
negotiated prices? Will all product prices need to be disclosed? At what level? Where?

A. Price Comparison will display the maximum contracted negotiated price (including
dispensing fee) at the pharmacy level for each NDC code.

6. 1/12/04 Who will show up on the price comparison web page?

A. All approved card sponsors that are not managed care organizations will be
represented on the price comparison website. Beneficiaries will be able to search on
geographic area and by income to find cards in their area and the prices that relate to
their income bracket if a card provides price differentials by income.
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Reporting and Performance Monitoring

1.

1/12/04 Will CMS further define the reporting requirements (such as the format and
frequency)?

A. Yes, as stated in the December 19th presentation on monitoring and reporting, we
will provide this information via the CMS website at a later date.

1/12/04 How are you expecting sponsors to report rebates/discounts? Aggregate vs. average
across all drugs and beneficiaries?

A. This is described in Attachment 6 of the general solicitation. Further clarification, if
needed, will be made available via our website.

1/12/04 What specific details must the grievance log consist of?

A. The details are outlined in Attachment 6 of the general solicitation, please refer to it.
Any further clarifications, as needed, will be made via our website.

1/12/04 Under "routine reporting requirements", CMS would like the number of "resolved
grievances" and the number of "resolved grievances that favor the beneficiaries" for each
month. What is CMS' definition of "resolved grievances" and the number of "resolved
grievances that favor the beneficiaries". Is the second category a subset of the first?

A. The definition of a grievance is any complaint or valid problem that the beneficiary
has about the drug card or the services provided by the sponsor in relation to the drug
card. Please note, if the beneficiary’s complaint resulted from a misunderstanding
about the rules governing the drug card and the sponsor explains the rules to the
beneficiary and the beneficiary is satisfied with the sponsor’s response, this is not a
grievance. A “resolved grievance” is a complaint that was answered or problem that
was corrected — either to the beneficiary’s satisfaction (e.g., the beneficiary gets the
response that he/she is seeking) or not to the beneficiary’s satisfaction (e.g., the
beneficiary does not get the response that he/she is seeking). This first condition, in
which the beneficiary is satisfied with the sponsor’s response to a grievance
comprises the number of “resolved grievances that favor the beneficiaries” and this
category is a subset of the “resolved grievances” category.

5. 1/12/04 How will the CMS caseworkers be utilized? Would they be utilized when a

member's grievance persists, i.e., the member took their concern to the card sponsor but was
not satisfied with the response?

A. CMS caseworkers will be CMS employees who are specially trained to understand
the requirements and responsibilities of the Medicare Endorsed Prescription Discount
Card program, and if necessary, investigate concerns or complaints about a specific
practice of CMS-endorsed card sponsor. The CMS caseworkers will be impartial fact
finders; they will not serve as advocates for any particular party, including
beneficiaries and card sponsors.

Through a national public education program, CMS will encourage beneficiaries to
direct their inquiries or complaints through their card sponsor first. 1-800 Medicare
Customer Service Representatives will also convey this message. However, if a
beneficiary (including the beneficiary’s representative) or other aggrieved party is
unable to resolve the issue with the card sponsor, they will be encouraged to contact
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CMS for resolution. Some of these matters will be referred to CMS caseworkers for
further investigation.

6. 1/12/04 Complaints need to be declared as either "validated" or "non-verifiable". Please
define what is "validated" and what is "non-verifiable".

A. CMS will determine that a complaint is "validated" if there appears sufficient grounds
for CMS to believe that the CMS card sponsor agreement or relevant law or
regulation have been transgressed. In order to make this determination, CMS
caseworkers will be trained to contact a complainant to request further information
regarding the facts of the complaint in order to substantiate the allegation. CMS
caseworkers will also be required to contact the card sponsor as part of the
information gathering process. If necessary, other information, such as marketing
materials and website documentation, will be collected.

CMS caseworkers will find that a complaint is "non-verifiable" if the complaint or
beneficiary allegation cannot be confirmed--in other words, CMS cannot substantiate
the alleged transgression. Complaints will also be considered "non-verifiable" if the
complainant cannot be contacted or does not provide sufficient information to justify
further action by CMS.

CMS caseworkers will be working within internal timeliness standards to assure that
the complaint investigation will proceed expeditiously or that the case will be
“closed” in a timely manner.
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Systems, including that related to Eligibility & Enrollment, as well as
Transaction Requirements, Infrastructure Requirements, Testing Plan,
and "Go Live" Requirements (IT)

1. 1/12/04 During the presentation at the pre-application conference, it was stated that a
systems survey was posted on the CMS website, but I cannot find the survey.

A. The survey is titled the CMS Connectivity Questionnaire, which is now due January
7th with a sponsor's intent to bid. The CMS Connectivity Questionnaire is located at
www.cms.hhs.gov/discountdrugs under the related links categories for the
solicitation. Please note the document is available as a MS Word document, which is
found using the zipped link, or in PDF format.

2. 1/12/04 Will Medicare cover the cost of the T1 lines for special cases?

A. CMS’s intent is to pay for one T1 line per sponsor if that sponsor does not currently
have such connectivity to the CMS Data Center.

3. 1/12/04 Can multiple subcontractors of a sponsor be electronically connected to CMS for
eligibility/enrollment?

A. CMS’s intent is to pay for one T1 per sponsor. We are expecting one set of feeds per
sponsor.

4. 1/12/04 When will the system-training handout be available electronically?

A. We expect to issue the file formats and the finalized business requirement supporting
our system development activities by January 16. Test cases will be issued in mid
February.

5. 1/12/04 If a beneficiary is enrolled in a State Pharmacy Assistance Program, may they also
receive benefits under the Discount card? If they qualify for the $600 assistance and sign up
for a Discount card, will they lose their benefits under the State program?

A. Yes, beneficiaries may be enrolled under both. If a beneficiary qualifies for TA, it
may be beneficial for them to participate in both so they receive $600 in federal TA.
CMS cannot say what the State discount program ’s enrollment rules may be in the
future, but from our viewpoint, enrollment in both is permissible.

6. 1/12/04 If a Medicare beneficiary who chooses to enroll in the Medicare-approved drug
discount card program already was participating in a discount card program offered by a
pharmaceutical company or other private entity (i.e., a card that is not Medicare-endorsed
and pre-dated the Medicare discount card program), can the beneficiary continue to use the
non-Medicare-endorsed card, as well as the Medicare-endorsed card?

A. Yes. Enrollment in a Medicare-endorsed card would not preclude enrollment in any
non-Medicare-endorsed card. It would however, preclude simultaneous enrollment in
an endorsed Medicare card.
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7. 1/12/04 On what basis will the $62 million in transitional coordination of benefits (COB)
funding be distributed? Can the $62 million be used for outreach, education, printing,
mailing and so forth? Can the funds be used for systems changes in an SPAP contractor ’s
point-of-service system?

A. The grant money to fund COB activities is part of the legislative provisions for the
Part D benefit, not the drug card. CMS is analyzing that piece of the legislation and
will provide guidance in the future.

8. 1/12/04 How quickly will the enrollment forms be verified and who will notify them of their
acceptance? Will all forms of income be checked or will it be a sampling?

A. Card sponsors have up to 5 business days from the date of receipt to process an
enrollment form internally. CMS verification of eligibility for those enrollments and,
if applicable, transitional assistance sent in to the CMS system by sponsors should
generally result in a response back to the sponsor within 48 — 72 hours. The sponsor
that received the enrollment form is responsible for informing the beneficiary of their
acceptance or a determination of ineligibility. All transitional assistance enrollments
are subject to eligibility verification, including income amounts attested to on the
form.
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States

1.

1/12/04 Can State Medicaid agencies require/mandate that card eligible recipients such as
QMBs, SLMBs, QIs and other dual eligibles sign up for the card? Would it make a
difference if the state allows them to disenroll voluntarily? Would it make a difference if the
state paid their enrollment fee?

A. State Medicaid programs are not permitted to establish additional eligibility
requirements other than those provided for under Federal Medicaid law unless these
conditions complement, rather than conflict with, Federal law and the State provides a
rational purpose in support of imposing the additional conditions. If a State wishes to
require that its Medicaid beneficiaries who are eligible for the Medicare-endorsed
drug discount card program enroll in the program, we will review the State's proposal
to see whether it meets these requirements.

1/12/04 Will those enrolled in state AIDS Drug Assistance Programs (ADAP) or state senior
pharmacy assistance programs be eligible for the $600 value drug discount cards for those
under 135% FPL? ADAP--and some state senior pharmacy assistance programs-- offer only
limited formularies (ADAP formularies specifically relate to HIV care). Their needy, very ill
patients can and do also require many prescriptions NOT on state ADAP or senior pharmacy
assistance formularies. If ADAP enrollees are to be banned from the $600-value drug
discount program for those under 135%, will this also be true for those only POTENTIALLY
eligible for ADAP (i.e., those who haven't yet applied for ADAP or who are on waiting lists
for ADAP such is the case in at least 16 states)?

A. ADAP enrollees, persons on ADAP waiting lists, those contemplating ADAP
enrollment, and those on state senior pharmacy assistance programs are all welcome
to apply for the drug card and TA. The only groups “excluded” from the card are
those persons receiving an outpatient Medicaid prescription drug benefit, including a
prescription drug benefit through a State's pharmacy plus 1115 waiver. The groups
“excluded” from TA include those just mentioned as well as persons receiving other
private health plan outpatient drug coverage (such as under a group health plan or an
individually-purchased health insurance policy including drug coverage). If the
applicant is not in one of these excluded groups and meets the other standard
eligibility criteria, they will be found eligible.

1/12/04 Do the provisions of the federal drug card program supercede state mandates?
Specifically, in the State of Wisconsin health plans have a mandate to provide 80% coverage
on prescriptions after meeting a $6,250 deductible for plans sold to Medicare eligible
persons. The cost of the State mandated plan would not be covered by the $30 annual
enrollment fee. Yet the Federal regulations state we can't charge more than $30. If the
federal regulations don't supercede the state mandates this would seem to preclude any State
of Wisconsin health plans from participating in the federal discount drug program.

A. It’s always our hope that state and federal laws work well together. But when there is
a conflict, federal law prevails. As to the question, it seems that you indicate that
Wisconsin health plans are required by state law to provide 80% of the cost of
outpatient prescription drugs after a (Medicare) plan member has met a $6,250
deductible. You indicate that the $30 drug card enrollment fee would not cover state
costs for providing this catastrophic benefit. It was not intended to. The $30
enrollment fee is intended to meet the administrative costs for a Medicare approved
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discount drug card sponsor as they provide discounts to Medicare beneficiaries who
purchase drugs until we transition to the Medicare Prescription drug benefit in 2006.
Medicare managed care plans operating under Wisconsin state laws may apply to
become a Medicare discount drug card sponsor and offer their plans to the general
public or to their Medicare beneficiaries. Please refer to the other questions on
managed care and Medicare beneficiaries.

4. 1/12/04 In the case of a State entitlement discount drug program for which cards have been
issued by the Sponsor and which meets or exceeds Medicare program requirements, would
such card be required to be replaced by a Medicare discount card for members that have
enrolled into the same endorsed sponsored program?

A. No. The statute recognizes that a beneficiary may have State pharmaceutical
assistance program (state entitlement discount drug program) benefits and a Medicare
drug card. Under federal law, a beneficiary is entitled to use both. However, the State
pharmaceutical assistance program is at the discretion of each State’s government.
States are currently evaluating their existing State pharmaceutical assistance
programs and can decide to keep them as they are, amend them to provide
wraparound coverage to the Medicare card, or to make other changes including
discontinuing them. Regardless, we hope all Medicare beneficiaries will consider all
options available to them.

5. 1/12/04 What States offer a pharmacy assistance program?

A. Many states offer a pharmacy assistance program funded by the state which operates
outside of the State's Medicaid outpatient drug benefit. The programs vary in the
populations they cover, the types and amounts of drugs available, and whether the
program provides a discount or an actual drug benefit. While CMS does not collect
this data, check out http://www.ncsl.org/programs/health/drugaid.htm for up-to-date
information on these state programs. Please note that this is not a CMS website and
CMS cannot vouch for the accuracy of the information on that website.

6. 1/12/04 The issue of working with States that have an SPAP program was not addressed
during the conference. If a firm becomes an approved sponsor and is selected by a State to
work with them to coordinate the TA benefit to their SPAP program, can a sponsor utilize the
pricing already negotiated by the state in their SPAP program, since the beneficiary would
fall back to the state negotiated pricing after using their $600 benefit?

A. There are a variety of rules that guide pricing under the drug card which are discussed
in Section I1.C.4 of the interim final rule, including the requirement to develop and
offer negotiated prices based on rebates, discounts and other price concessions
obtained through pharmacy and manufacturer contracting. Also, a sponsor may vary
its negotiated prices by beneficiary characteristic (such as income) provided that the
characteristic is not discriminating against, for example, vulnerable populations, and
that all beneficiaries that fit the characteristic have the opportunity to receive that
pricing (including the lower of the negotiated price and the pharmacy's usual an
customary price). A sponsor could structure its program to accommodate a State
pharmacy assistance program design, provided that the approved program meets and
maintains all the requirements of the drug card program. Also, States could modify
their programs to wrap around an approved card. CMS does not dictate whether or
how that would occur.
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7. 1/12/04 Can a State (NJ) that has a Pharmaceutical Program for Seniors be a single sponsor
for the entire State?

A. No. Governmental entities may not be card sponsors. However, if a State contracts
with a private entity to provide such services to their State, that private entity may
apply for sponsorship provided that the approved program meets all of the
requirements, including it must be available to all eligible beneficiaries and only
eligible beneficiaries in the state.

8. 1/12/04 Would the State receive the annual $600.00 per person as a co-pay for the first
$600.00 of drug expense?

A. No. The $600 is paid to pharmacy providers through the sponsor on behalf of the
card enrollee for covered discount card drugs, and cannot be paid directly to the State.
However, if the State coordinates its SPAP with a Medicare endorsed drug card
sponsor, the $600 could be used to pay for drugs before any State funds would be
spent, effectively saving the State that amount.

9. 1/12/04 The Bill precludes Medicaid individuals from eligibility in discount cards, but
elsewhere seems to create some exceptions to this. In particular, it appears that Medically
Needy individuals, QMBs, SLMBs, and QIs enrolled under Medicaid WOULD be eligible
for the Medicare Discount card - is this true?

A. Medically Needy individuals are those individuals whose incurred medical expenses,
when deducted from their income, make them poor enough to be eligible for benefits
under their state's Medicaid program (which usually includes prescription drugs). In
the beginning of a budget period when these individuals may not have incurred
enough medical expenses to "spend down" their income to the Medically Needy
level, they would not be eligible for Medicaid. During this period, if an individual
were to apply for a drug card, they would not be excluded, as they would not have
access to a Medicaid outpatient drug benefit at that time. If, after obtaining a
discount card and possibly even TA, the individual meets his or her spend down level
and qualifies for Medicaid as a Medically Needy individual, his or her drug card and
any TA benefits would not be withdrawn. Once a beneficiary has qualified for the
drug card program and any TA, they keep the card and any TA for the life of this
interim program. A Medically Needy individual who has already qualified for
Medicaid drug coverage at the time of applying for the drug card will not be eligible.

QMBs, SLMBs, and QIs are a slightly different story. These beneficiaries receive
assistance from Medicaid only in paying some or all of their Medicare cost sharing
obligations. They do not receive a Medicaid outpatient prescription drug benefit and
are therefore eligible to apply.

10. 04/29/04 May States claim federal Medicaid administrative matching funds for their costs of
providing information or referrals about the drug discount card program?

A. The Medicaid statute does not authorize payment for outreach or counseling not
related to the Medicaid program. Therefore, a discount card outreach program or
other discrete cost related to the Medicare drug discount card program is not an
allowable Medicaid cost. On the other hand, related costs that are incidental to
operating the local human services intake office, such as referring persons to a drug
discount card office or toll-free number, or handing out Medicare-supplied brochures
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on the discount drug program, need not be excluded from the State’s Medicaid
administrative cost claims. In short, States may claim Medicaid administrative
matching for Medicaid’ share of the normal office overhead of dealing with the
public and referring people appropriately, but may not claim Medicaid matching in a
discrete discount drug card counseling or outreach program.

11. 04/29/04 Can states auto-enroll participants in their State Pharmacy Assistance Programs
(SPAPs) into a specific discount drug card and transitional assistance (TA)?

A. If a state is the individual’s authorized representative (according to state law), then
the state may auto-enroll their SPAP members into a specific discount card and obtain
TA. The auto-enrollment process must allow a beneficiary the choice to opt out prior
to being auto-enrolled with a sponsor. If the state is not the individual’s authorized
representative, the state may assist by facilitating enrollment of its SPAP members
with a card sponsor. For further information, click here.

State as Authorized Representative

If the state is the individual's authorized representative (i.e., the state has the legal authority under state
law to apply for transitional assistance on the individual's behalf), the state may complete the form and
sign the form on behalf of the individual and return this to the drug card sponsor.

If the state is the individual’s authorized representative, the state may also complete this enrollment via
electronic means, i.e., by sending a single file to the sponsor that contains the required information for its
members. (These required elements are highlighted in our guidance regarding the enrollment form.) We
generally do not allow the use of an electronic signature/electronic enrollment of individuals (except in
the case of the exclusive cards) for purposes of applying for TA because of concerns about fraudulent
enrollment. However, these concerns are minimized in this situation, because the state would be applying
on behalf of only those SPAP members who appear to qualify for TA, and the state would also be able to
verify the information about these individuals.

As the beneficiary's authorized representative, the state will be attesting to the truth and accuracy of the
information they provide on behalf of their members. Therefore, the state should include to the sponsor a
statement attesting to the truth of the information provided.

States that choose to auto-enroll individuals must send a notice to their members before the auto-
enrollment occurs and offer these members the ability to "opt out" or decline this enrollment. The notice
shall include the following information:

e  What is happening, how, and why;

e  What the consequences are (i.e., enrolling in this card means the individual cannot enroll in
another card during the year);

o Tell the beneficiary if enrollment in the card is required for participation in the SPAP;

e How the individual can opt out and in order to obtain discount card/TA benefits they must enroll
in a new card;
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e That individuals enrolled in a managed care plan that offers an exclusive card will not be enrolled
in this fashion, since they can only enroll in the card offered by the managed care plan;
e  Whether the individual is responsible for paying any applicable annual enrollment fee.

Where applicable, states should inform individuals of the availability of drug card through sponsors that
also serve American Indians/Alaska Natives or individuals in a long term care facility. CMS encourages
states to continue SPAP membership to beneficiaries enrolled in Medicare managed care plans, or for
those who use long-term care pharmacies or Indian pharmacies.

In those situations in which a beneficiary is auto-enrolled but is not fully aware that s/he was auto-enrolled
and would like to enroll in another card, the sponsor would have to disenroll the beneficiary, and the
beneficiary would then be able to apply in another drug card. The sponsor would have to submit a
specific code so that the beneficiary is eligible for a Special Election Period. Thus, the State would need
to communicate the necessary information to the card sponsor so that this action could be taken.
However, CMS strongly encourages States to provide clear and adequate notice to their SPAP members
so that these types of errors are kept to a minimum.

A State may auto-enroll their SPAP members in those situations in which the state has a agreement
with one or more particular cards. Where there is more than one sponsor, the state should allow
the beneficiary to choose their preferred card or indicate how that card will be chosen for the
beneficiary.

State is Not the Authorized Representative

If the state is not the individual's authorized representative, it may send a letter to its members seeking
authorization back from the beneficiary to apply for TA on the member’s behalf or it may take other
appropriate steps to obtain this authorization (as provided for under state law) and then proceed with
auto-enrollment as described above.

Otherwise, the state may facilitate enrollment in a particular drug card and transitional assistance sponsor
by completing that sponsor's enrollment form with the necessary information and mailing the form to
their SPAP members, who would then verify the accuracy of their information, sign the form, and return
the form to the state or the drug card sponsor.

More Questions About SPAP Auto-Enrollment Process

12. 05/03/04 How do we know which states can act as an authorized representative for their
members? Does CMS have a list of qualifying states?

A. CMS does not have this information. Sponsors should check with the appropriate
State agencies regarding their State law and whether the State can act as the
beneficiary’s authorized representative.

13. How does the auto-enrollment work?

The auto-enrollment process for SPAP members is similar to the current enrollment
process for other beneficiaries, with the exception that the States could provide an
electronic file for its members. States are required to submit all of the information
required by CMS to determine eligibility for the drug card and for the $600 credit.
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(Note: While the HIC number is a required field, CMS will not reject an enrollment
that does not contain this field, as long as the SSN is provided.)

14. 05/03/04 Will auto-enrollment be limited to those eligible for the $600 credit?

A. No. States may auto-enroll SPAP members into the Medicare-approved discount
drug card without the additional $600 credit.

15. 05/03/04 How are states expected to give a beneficiary the option to decline?

A. States have been instructed to notify beneficiaries in writing prior to the enrolling
them with the sponsor. (Please see additional guidance.)

16. 05/03/04 Will the beneficiary have to complete an enrollment form? If so who will be
responsible for retaining that signed form?

A. Whether the beneficiary has to complete a paper form depends on the circumstances
in each State. For example, if the State chooses to submit the required information
electronically, there would be no paper form. On the other hand, if the State helps its
SPAP members complete the form, and the members have to sign the form, then this
form would be delivered to and retained by the Sponsor. (Please see additional
guidance for information about the possible approaches States may adopt.)

17. 05/03/04 Will the same notice requirements apply to the state auto-enrolled population?

A. Yes, the same notice requirements will apply, and these notices must be sent to the
SPAP member. However, States may want to know information about those
members who are enrolled in the discount card, and those who are denied enrollment
or eligibility for the $600. CMS encourages the States and Sponsors to determine
what type of information will be shared and how this will occur.

18. 05/03/04 If a member chooses to disenroll from a program in which they were auto-enrolled,
do they qualify for a Special Election Period change?

A. Yes, these individuals qualify for a Special Election Period that continues until the
start of the Annual Election Period on November 15, 2004.
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HIPAA
1. 1/12/04 Does a subcontractor have to be HIPAA compliant?

A. Subcontractors to a card sponsor -- which is a covered entity -- would be business
associates to the sponsor for the purpose of operating the drug card program, and as
such must be compliant with the provisions of HIPAA. Additionally, subcontractors
may have other operating circumstances and relationships that would invoke HIPAA
compliance that would not be modified by virtue of the subcontractor’s relationship to
the card sponsor. We recommend that sponsors and their subcontractors carefully
evaluate the HIPAA provisions in order to understand and comply with them. We
refer sponsors and their contractors to the following resources for more information:

http://hhs.gov/ocr/hipaa,
http://www.cms.hhs.gov/hipaa/
http://www.aspe.hhs.gov/admnsimp/index.shtml .

2. 1/12/04 Assuming a potential sponsor has access to beneficiary information as part of its
Medicare Parts A and/ or B responsibilities, is it allowable to exchange that data to identify
potential participants in the drug card / Part D programs?

A. If the sponsor has access to beneficiaries' protected health information in its capacity
as a business associate of another covered entity (for example, a carrier under contract
with CMS), it may use or disclose such information to identify potential enrollees in
its discount drug card program only if permitted to do so under its business associate
contract with the covered entity. We note, however, that under the HIPAA Privacy
Rule, the business associate contract generally may not authorize the business
associate to use or disclose the protected health information in a manner that would
violate the Privacy Rule if done by the covered entity. Since a covered entity may not
use or disclose protected health information for the purposes of marketing a product
or service separately provided by a third party, including its business associates, we
believe it unlikely that a covered entity could authorize a business associate to use
protected health information for the purpose of marketing the business associate's
Medicare-approved drug discount card program.

3. 1/12/04 If we become an approved sponsor and sell a Medicare-endorsed drug card to a base
of customers, are we allowed to solicit that base of customers for other products in the future
(for example, Life or Health insurance offers) if we: 1) don't use any private health
information gathered in the process of issuing them the drug card as a basis for mailing to
them; 2) if we don't make any references in the advertising for these other products to us
being an approved Medicare-approved provider or a provider of a Medicare-endorsed drug
card; and (3) we don't attempt to sell one of these other products in conjunction with, or co-
mingled with the drug card?

A. The answer depends on the role of the organization at the time it engages in the
marketing activities. An endorsed sponsor may not market products and services
outside the scope of its endorsement, i.e., products and services offered for an
additional fee or unrelated to covered discount card drugs, or discounts for non-
prescription drugs. However, if the organization performs functions other then being
a Medicare endorsed drug card sponsor, then it may engage in these marketing
activities if it does so not in its roles as an endorsed sponsor, but in another capacity.
Criteria for distinguishing when an organization is acting in its role as a sponsor
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versus another capacity are discussed in Section II.C.9 of the interim final rule.
Marketing of other products may be permissible if the organization does not use
individually identifiable information obtained in its role as an endorsed sponsor, the
marketing is not targeted exclusively to current or potential card enrollees but to a
larger or mixed (e.g. some card enrollees and others) audience, and the marketing is
not commingled with the organization's drug card information and outreach materials.
For example, if the "base of customers" is solely comprised of customer information
collected separately from the organization's collection of drug card enrollment
information, then such marketing may be permissible. In contrast, if the "base of
customers" consists of information collected from drug card enrollees, then such
marketing would be prohibited. Any marketing also must be permissible under the
HIPAA privacy rule, and we note that names and addresses used for targeted mailings
are considered protected health information under HIPAA.

4. 1/12/04 Will network pharmacies be business associates of an endorsed sponsor under
HIPAA?

A. A business associate is a person who performs a function involving the use of PHI on
behalf of a covered entity. Typically in network arrangements a provider of services
is not the business associate of the health plan to which the provider is contracted
because the provider is performing clinical services as a professional and thus on the
provider's own behalf and not on the behalf of the health plan. However, a provider
of services that is performing, for example, case management or similar activities for
a health plan or endorsed sponsors, would be a business associate because the
provider is doing so on behalf of the health plan or endorsed sponsor, since case
management and similar activities is function of the health plan or endorsed sponsor.
Ultimately, whether the pharmacy is a business associate of the sponsor depends on
the services it performs under its arrangement with the endorsed sponsor.
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Special Endorsement — General

1. 1/12/04 How do the qualifications to get a general endorsement differ from the special
endorsement? One seems competitive. Are the rules of engagement different?

A. There are different rules for obtaining general endorsement versus special
endorsement. One big difference is that every qualified applicant will receive general
endorsement, whereas we will select a limited number of applicants for special
endorsement based on a competitive process. Our selection of sponsors for special
endorsement will be based on the applicants’ 1) understanding of the unique
circumstances of the relevant pharmacy operations, in general, and how the Medicare
drug discount card program may be integrated into pharmacy practices; 2)
accommodation of typical operating practices; 3) prior experience working with
these pharmacies; 4) extensiveness of service area and pharmacy network; 5)
completeness and feasibility of the plan to operationalize the requirements of special
endorsement; and 6) ability to implement the requirements of special endorsement in
a timely fashion. Applicants that are interested in special endorsement for one or
more of the three areas where special endorsements will be awarded (long term care,
Indian Health, and the territories) should follow the application instructions in
sections 4.1-4.3 of the solicitation. We also provide a discussion of special
endorsement in sections II.I and I1.J of the Interim Final Rule published on December
15, 2003 and available on our website at www.cms.hhs.gov/discountdrugs.

2. 1/12/04 Since the threshold requirements include serving 1 million covered lives, it seems
that it may be difficult to serve as a special endorsed sponsor without also being a general
endorsed sponsor. Would a special endorsed sponsor be required to meet the 3 years
experience and 1 million covered lives requirement? Can a waiver be requested?

A. The 1 million covered lives requirement pertains to the applicant’s current book of
business, not its expected covered lives under the Drug Discount Card Program.
Therefore, we do not feel that this particular requirement is an impediment to a
sponsor choosing to offer a specially endorsed program. Applicants may recall that
an applicant can request a waiver for nearly any aspect of their proposed program for
special endorsement to provide access to transitional assistance through LTC
pharmacies and I/T/U pharmacies, or to provide negotiated prices in the territories,
including the 1 million covered lives and 3 years experience requirements. The
applicant will need to demonstrate that complying with the requirement(s) would be
impracticable or inefficient, or that the waiver is necessary to implement the program
within 6 months or that the waiver accommodates the unique operating needs of these
pharmacies, or of the process to get negotiated pries to the residents of the territories.
The two areas for which we will not accept waivers under any condition are sections
§ 403.812 and § 403.813 of our regulations, having to do with HIPAA privacy,
security, administrative data standards, and national identifiers, and marketing
limitations and record retention requirements.
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Special Endorsement — Indian Health

1. 1/12/04 Does there have to be a negotiated price for those AI/ANs that purchase drugs
outside of the I/T/U pharmacies?

A. It is important to recall that the provisions of special endorsement concern I/T/U
pharmacies, not American Indians/Alaska Natives (AI/ANs), per se. The answer to
the question is yes: so long as the AI/AN purchases his/her drugs at a network
pharmacy, any discounts made available to card enrollees in general must also be
made available to the AI/AN without distinction. Similarly, transitional assistance, if
any, must be allowed to apply to any negotiated price (or usual and customary price,
if lower) for the drug being purchased at a network pharmacy.

2. 1/12/04 Is the number of special sponsors for the I/T/U access limited to 2 per state or two
nationally?

A. Neither. We intend to award special endorsement to as many sponsors as necessary to
ensure that all I/T/U pharmacies in all states have the option to join the networks of at
least two endorsed programs. Accomplishing this may require our awarding special
endorsement to more than two sponsors nationally or within a state.

3. 1/12/04 What will CMS do if there are not enough participants in the special endorsed
program to provide access to AI/ANs using I/T/U pharmacies?

A. Given the structure of the competitive process for this special endorsement and the
incentives we developed, we believe there is a good business case for certain types of
sponsors to offer this product and therefore we believe we will be able to award
enough special endorsements to ensure that all I/T/U pharmacies have the opportunity
to participate in the networks of at least two sponsors.

4. 1/12/04 In the preamble of the drug card rule there is no mention of I/T/U pharmacies being
able to continue to purchase off of the Federal Supply Schedule. Why?

A. On page 235-6 of the version of the preamble available at
www.cms.hhs.gov/discountdrugs, we discuss that CMS will provide technical
assistance to special endorsed sponsors to help them understand the operations of
I/T/U pharmacies. As one example we mention that I/T/U pharmacies purchase drugs
off the Federal Supply Schedule. We anticipate that I/'T/U pharmacies will continue to
do this. This is why we have an explicit requirement that I/T/U pharmacies must be
allowed, in their contracts with sponsors, to limit their services to AI/ANs only.

5. 1/12/04 If an AI/AN goes out to a private pharmacy, does IHS have to reimburse under the
special endorsement?

A. Any rules that would govern IHS coverage of drugs purchased from private
pharmacies are germane to IHS and not to the Medicare Drug Discount Card.

6. 1/12/04 How does it work if a beneficiary has one discount drug card and then qualifies for
access to I/T/U pharmacies?

B. Generally speaking, we think it’s a matter of education that AI/ANs learn about the
availability of these special endorsed cards to the extent they purchase their drugs
through I/T/U pharmacies, and a matter of encouraging beneficiaries to consider
enrollment in such a card. Further, we interpret this question to be asking if an
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American Indian/Alaska Native signs up for a discount card with general
endorsement, and then later determines he/she would benetit more substantially from
joining a special endorsed card, what options would be open to that individual. CMS
has the discretion to allow a Special Election Period (during which an individual may
switch endorsed cards) due to “exceptional circumstances” as determined by the
Secretary. Thus, the individual could apply for a special election period due to
exceptional circumstances or wait until the annual coordinated election period to
select the different card. Sponsors should consult with CMS when individuals ask for
an SEP for an exceptional circumstance and it is likely we would consider this to be
an exceptional circumstance.

Special Endorsement —Long Term Care

1. 1/12/04 Some LTC residents purchase their own drugs; do these residents have to use a LTC
pharmacy or can they use a local pharmacy under the drug card?

A. For the purposes of the Medicare Drug Discount Card Program, we have defined long
term care facilities to mean skilled nursing facilities and nursing facilities. In both
settings the Medicare conditions of participation provide for safe drug distribution
practices, thereby making it possible for skilled nursing facilities and nursing
facilities to control how their patients can receive medications, and that the effect of
these conditions of participation is that skilled nursing facilities and nursing facilities
may restrict which pharmacies supply drugs and pharmacy services to their patients.
The requirements of special endorsement apply only to long term care facilities as we
have defined them and nothing under the Medicare Drug Discount Card Program
changes the nature of drug distribution in these facilities. Therefore, if a long term
care facility restricts which pharmacies may supply drugs and pharmacy services to
its patients, residents of such facility may not use their drug cards at other
pharmacies.

We believe the questioner may be asking about residents of assisted living facilities.
Some residents of assisted living facilities purchase their drugs outside the facility’s
pharmacy and manage their own drug regimens. Also, Medicare has no regulatory
jurisdiction over these facilities, as they are not Medicare providers, and the State
regulations that guide prescription drug distribution and pharmacy practice in these
institutions vary by State. It is a matter of educating residents of assisted living
facilities to seek guidance from an administrator of the facility regarding whether
their prescription drugs can be purchased at a pharmacy participating in the network
of an endorsed sponsor. Eligible beneficiaries in such facilities may join any
regularly endorsed discount card program in their service area and they must use a
network pharmacy to obtain discounts and apply transitional assistance under the
program.

2. 1/12/04 Are sponsors required to provide negotiated prices to residents using a card under
the special endorsement?

A. No. The requirement is for specially endorsed sponsors to process transitional
assistance. The actual fee schedule to be used is up to the individual pharmacy and
the special endorsed sponsor.
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3. 1/12/04 At one point OPM required that FEHBP pharmacies be available to beneficiaries in
the LTC facilities, yet you suggest that Medicare conditions of participation recognize that
Medicare residents give up their choice of pharmacy by virtue of their decision to reside in
that SNF or NF. How does this FEHBP requirement square with the lock-in under
Medicare?

A. As a patient safety protection, Medicare conditions of participation do provide that
nursing home and skilled nursing facility residents can receive medications from
facility staff only through the facility's pharmacy. Assuming that a resident also has
FEHBP coverage and that Medicare is the primary payer, the FEHBP plan would pay
for medications provided to the resident that are not covered under Medicare's benefit
if the facility's pharmacy is part of the plan's pharmacy network. If it is not part of the
network, a less generous out-of-network benefit may be available. In some cases,
however, the plan may have a in-network pharmacy benefit only, in which case the
medications would become the beneficiary's liability. Most Medicare beneficiaries
are enrolled in FEHBP plans with broad pharmacy networks. Specific questions
above FEHBP prescription drug coverage in a nursing home should be addressed to
the relevant FEHBP plan.

The drug card statute (which is not a Medicare drug benefit, and therefore does not
implicate FEHBP as a secondary payor) requires that residents in LTC facilities and
who enroll in the drug program have access to their transitional assistance through the
LTC pharmacies serving such facilities. We are providing for this arrangement under
our regulations in Section 403.816, and discussed in Section I1.I of the preamble of
the drug cad interim final rule.

4. 1/12/04 What does the pre-application slide on special endorsement for LTC pharmacies
mean that a beneficiary is “locked-in” to their LTC pharmacy?

A. Beneficiaries are not locked into any particular LTC pharmacy by virtue of their
enrollment in a Medicare approved card program operating under a special
endorsement. Rather, the term “lock-in” as used in this slide was meant to indicate
that Medicare conditions of participation for SNFs and NFs require these facilities to
put in place a variety of quality controls that operationally drive SNFs and NFs to
contract with LTC pharmacies to meet these COPs. To maintain this quality
assurance, SNFs and NFs may, and generally do, require their residents to receive
their drug therapy only through the facility’s contracted LTC pharmacy.

5. 1/12/04 s it possible, through the LTC special endorsed sponsorship, for a PBM to offer
discounts to LTC residents who do not have transitional assistance?

A: While CMS does not control the nature of applications that may be sent in, our
guidance in the solicitation about the special endorsement to provide access through
LTC pharmacies concerns only the administration of transitional assistance.

In order for an applicant to successfully argue that it is beneficial to add a discount
only feature to the transitional assistance program design for special endorsement, the
applicant would (at least) have to make a compelling argument that LTC pharmacies
would be interested in joining the sponsor's network to provide access to discounted
covered drugs for Medicare residents who qualify for the card only (not for
transitional assistance). If LTC pharmacies would not be willing to participate, that
would undermine the goal of the statute to provide access to transitional assistance to
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residents in LTC facilities. Our limited experience, and the experience of the private
sector with drug discount card only options, is that LTC pharmacies do not participate
in them.

Special Endorsement — Territories

1. 1/12/04 Isn't mail-order illegal in Puerto Rico?

A. Based on our research, mail order is occurring in Puerto Rico, and that certain Puerto
Rico laws have been held by the Federal Appeals Court of the First Circuit not to
apply to mail-order pharmacies, see National Pharmacies, Inc. v. Feliciano-De-
Melici, 221 F.3d 235 (1st Cir. 2000). We continue to review this issue.

2. 1/12/04 Please explain the $35 million grant.

A. Section 1860D-31(j)(2)(C) of the Medicare Prescription Drug, Improvement, and
Modernization Act provides that territories with approved transitional assistance
plans will receive in the aggregate a one-time grant in the amount of $35 million for
the duration of the Medicare Drug Discount Card Program. Interested territories will
submit plans to CMS which describe their proposals for providing drug assistance to
eligible beneficiaries. The $35 million will be divided across the territories with
approved plans based on the number of eligible beneficiaries per region. Endorsed
sponsors under the Medicare Drug Discount Card Program will not be involved in
administering transitional assistance in the territories unless they enter into a separate
arrangement with the territory to do so. We provide a complete discussion of this
topic in section II.J of the Interim Final Rule published in the Federal Register on
December 15, 2003 and available on our website at www.cms.hhs.gov/discountdrugs.

3. 1/12/04 Can a sponsor serve only one territory?

A. No. A sponsor receiving special endorsement for the territories must serve all the
territories.

4. 1/12/04 Do you know the number of Medicaid beneficiaries within the 600,000 who could
qualify for a discount card? Why would they need a discount if Medicaid is paying?

A. Even though there may be a considerable number of dually eligible beneficiaries in
the territories, Medicaid status will not be considered in whether a Medicare
beneficiary may be eligible for the drug card benefits in the territories. The law
recognized that federal funding for Medicaid in the territories is capped and does not
meet the entire need for Medicaid services (including prescription drugs) as it does in
the states. Recognizing this difference, the law provides that territories shall not
exclude Medicare beneficiaries from participating in their unique TA plan because
they have access to Medicaid.
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Coordination of Benefits

1. 1/12/04 Considering that it is inevitable that some beneficiaries will present 2 cards at a
pharmacy, (e.g. discount card and State card) how does that get sorted out and by whom?

A. The following answer is predicated on the policy that Medicare beneficiaries may
only be enrolled in one Medicare-endorsed discount card program at a given point in
time, but that they may also continue to hold and use other non-endorsed discount
cards to the extent that such cards remain available and their use is not restricted by
the rules promulgated by the firms that provide such non-Medicare endorsed cards.

If a beneficiary holds both an endorsed and a non-endorsed card, we expect that the
discount on only one card would be used. Otherwise the pharmacies and
manufacturers that negotiate discounts and rebates with the card sponsors would
experience a cumulative effect on a single purchase. Beneficiaries should use the
discount card of greatest value at a particular the point of sale. It is the ultimate
responsibility of the beneficiary to determine which is the greater value, since the
Medicare drug card program has no purview over other drug cards. In the market
place today, pharmacists and other providers sometimes provide assistance in making
this determination and we expect that practice will continue.

So for example, take a beneficiary who qualifies for the Medicare-endorsed card and
also for transitional assistance, who also has another discount card. If the discount on
the same drug is more substantial on the non-Medicare endorsed card, then the
beneficiary will have to choose whether it is of greater value to him / her to: 1) pay
the price under the non-Medicare endorsed card that provides the deeper discount, or
2) pay a small coinsurance amount relative to the price offered under the Medicare-
endorsed card, taking advantage of the beneficiary's available transitional assistance.
Another more complex choice point is to determine whether the non-Medicare
endorsed discount card makes available a generic substitute, and whether the price for
such a substitute drug is better under the Medicare-endorsed or non-Medicare
discount card. Beneficiaries (or their representatives) can check the CMS price
comparison website, or call the sponsor's toll-free phone line to get price information
for the Medicare-endorsed cards.
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Other

1. 1/12/04 How many of the 4.7 million people you estimate would be transitional assistance
enrollees are in M+C?

A. There are 7.3 million beneficiaries estimated to enroll in the drug card in 2004, with
an estimated 4.7 million qualifying for transitional assistance and an estimated 2.6
million qualifying for the discount card only. Of the estimated 4.7 million
transitional assistance enrollees, about 1.2 million are estimated to be in M+C. Of the
estimated 2.6 million discount card only enrollees, the vast majority is assumed to be
in Medicare fee-for-service. The major reason why the vast majority of the 2.6
million are assumed to be in traditional Medicare is that enrollment in the drug
discount card only component is assumed to occur predominantly among
beneficiaries without drug coverage, and many beneficiaries in M+C have drug
coverage.

2. 1/12/04 Can you tell me how the 10-20% discount that will be offered with the Medicare
drug card will be funded? Will a PBM just dictate that they will pay 80-90% of what had
been the usual charge and let the pharmacies absorb the loss? How are the rebates negotiated
by the drug card sponsors to be passed on to the patient and the pharmacy? How are rural
pharmacies to cope with the loss of patients to mail order when the card sponsors offer a
discount for using their mail pharmacy to obtain a 90 day supply, but do not offer the same
discount for purchase at the local pharmacy? This practice is already in effect and funnels
significant business to mail pharmacies. I would put the last nail in the coffin for many rural
pharmacies.

A. We anticipate that savings in the form of “negotiated prices” to be provided to
Medicare beneficiaries enrolled in a Medicare-endorsed drug card program will be
generated through negotiations for discounts, rebates and/or other price concessions
(and represented in contracts) between the drug card sponsor and pharmacies, and
between the sponsor and pharmaceutical manufacturers, in a manner similar to how
discounted prices are provided to beneficiaries of privately funded drug benefits
today. CMS does not require, and has no policy concerning whether, a pharmacy
accepts the drug discount terms offered by a sponsor. However, a sponsor must
engage enough pharmacies to be in their retail pharmacy network to meet the
pharmacy access standards mandated by Section 1860D-31 of the Act. In particular,
there is evidence that rural pharmacies generally provide a less significant discount on
prescription drugs then do other pharmacies in their funded business lines that are
managed today by PBMs, in part likely due to the need for rural pharmacy
participation in networks in order to meet the network access requirements of the
funded businesses.

In order for Medicare-endorsed card programs to be competitive they will need to
offer significant discounts on prescription drugs relative to other drug card offerings
in order to attract and maintain Medicare enrollment under the drug card program and
to have a favorable reputation with Medicare beneficiaries in anticipation of operating
under the Part D drug benefit. Therefore, it would be in a sponsor’s business interest
to obtain the best rebates, discounts and other price concessions possible from
pharmacies and manufacturers, and then pass through as much as they can in the form
of lower prescription drug prices to beneficiaries.
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Mail order does provide convenient access to certain beneficiaries today who have
drug coverage, so we anticipate that card sponsors will offer it in an effort to be
competitive. However, sponsors are precluded from offering mail order only
programs and / or from requiring beneficiaries to use mail order. The statutory
provisions mandating the drug card program are silent on the issue of retail
pharmacies and 90 day supplies.

For information about the estimated impacts of this statutorily mandated program on
retail pharmacies, the reader is referred to Section III of the drug card interim final
rule.

3. 1/12/04 Do you have a complete outline of the benefit structure and coverage policies of
Medicare Part D?

A. The website www.cms.hhs.gov/medicarereform provides information related to
Medicare Part D.

4. 1/12/04 For this $35 million grant to be provided to the territories, please provide an
estimate of the per person amount of assistance.

A. CMS has not calculated that. The law provides that a territory will be given funding
only to provide transitional assistance for Medicare beneficiaries at or under 135
percent of the poverty level. However, territories have considerable flexibility in how
to use those funds and distribute them across their eligible beneficiaries. Territories
are not restricted to an even, per-capita distribution methodology. The plan that each
territory submits for CMS approval will outline how the territory will ensure that
these funds are spent appropriately.

5. 1/12/04 If our health plan participates in a class action suit against a drug manufacturer
during the period of time in which the interim drug benefit program is live, if there is a
monetary settlement awarded, is there a corresponding obligation to pass on the awarded
monies to the individuals who purchased the drugs or is there another acceptable use of the
monies that we could show to benefit the member?

A. Without knowing the details of such a case (e.g., the basis of the cause of action, the
members of the class, the terms of the settlement) CMS cannot answer this question.
CMS would expect that in the event that Medicare beneficiaries were harmed (e.g.,
overcharged for a covered drug) as a result of the conduct which was the basis for the
lawsuit, the card sponsor would compensate its card enrollees in an equitable manner.

6. 1/12/04 Is there a small business participation goal for this procurement?

A. The statutory language under the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003, which provides for the drug card program, includes
explicit provisions for beneficiary access to transitional assistance through long term
care and I/T/U pharmacies (both would likely meet the small business definition), and
accordingly CMS provides regulations to facilitate their inclusion in Medicare-
endorsed pharmacy networks under a special endorsement that recognizes the unique
operating environments of these pharmacies. Additionally, the statute mandates a
pharmacy access standard that we believe provides negotiating leverage to retail
pharmacies, as sponsors will need the participation of most pharmacies in their
defined service areas to meet the access requirements. The potential impacts of this
statutorily mandated program on retail pharmacies (and other small entities) is
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discussed in Section III.H. of the interim final rule, including alternatives considered
in developing the program that mitigate potential effects of this program on small
pharmacies.

7. 1/12/04 We are a FQHC with a pharmacy in our building. If a patient comes in and presents
a Medicare discount card, how do we handle it? Will we be required to file a claim and if so
will we be allowed to file on a HCFA-1500? Please send me more information on what the
pharmacy is required to do.

A. You would only provide a discount or apply transitional assistance under the
Medicare drug card if you are a contracted pharmacy in a Medicare-endorsed card
sponsor's network. Medicare-endorsed card sponsors will be managing the
transitional assistance on behalf of the federal government, and as such will be
business associates to CMS, and must comply with any applicable HIPAA payment
transaction standards. The sponsor may also require a certain transaction standard for
processing the discount only purchases for which CMS funds are not involved.
Details about the transaction standards that apply to pharmacy claims can be found at
http://www.cms.hhs.gov/hipaa/.

8. 03/23/04 If an M+C plan currently offers a pharmacy discount program as a VAIS will they
be able to terminate their program once they become an endorsed sponsor? Plans are asking
do they still need to offer their pharmacy discount program if they are offering a
Medicare-Approved card.

A: Generally MAs will need to continue providing the VAIS drug discounts they began
offering in January 2004. Even IF there is no enrollment fee, dually eligible folks
(Medicare/Medicaid) are simply are not entitled to a drug card. These dually eligible
folks who are not entitled to even a "free" drug card might just find some benefit in
the VAIS that would not otherwise be available to them, if we allowed MAs to drop
VAIS.

Finally, in 2005 the MAs can drop this VAIS, if they see that as a desirable means of
encouraging enrollment in a drug card - or for whatever reason they might have.

9. 03/24/04 1f a person is found to be ineligible for CMS because they are under 65 and not
Medicare eligible - would it be ok to offer our non-CMS discount card? It would be free to
them and it would be a shame to send away a customer who could benefit from prescription
discounts.

The information and outreach guidelines state in Chapter 2 —HIPAA Privacy Provisions
under permitted uses and disclosures that uses and disclosures of protected health
information related to products and services outside the scope of the endorsement is
prohibited even if the Endorsed Sponsor obtains written authorization. Under no
circumstance may an Endorsed Sponsor use or disclose protected health information
it gathers through operation of the drug card to market products or services outside
the scope of the endorsement. You may refer the beneficiary to 1-800-Medicare or
PDAP for other options.
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10. 04/29/04 Would third-party commercial vendors be able to access the raw filings and then
repackage them into the information products for use on their own websites or information
services?

A: No, we don’t believe so. We believe the raw pricing constitutes confidential
commercial information under exemption (b)(4) of the Freedom of Information Act
(FOIA), 5 U.S.C. § 552(b)(4), and that release of the information would likely cause
substantial competitive harm to the sponsors who submit the information. For that
reason, we also believe that release of the information would be prohibited by the
Trade Secrets Act, 18 U.S.C. § 1905. Of course, if a sponsor gave us the permission
to release the information we would no longer consider it to be confidential, and
FOIA exemption (b)(4) and the Trade Secrets Act would not apply.

The raw data information is of a fundamentally different character than the
information that will appear on the price comparison website. We believe disclosure
of such raw data would likely cause substantial competitive harm to drug card
sponsors. In contrast to prices posted on the price comparison website --- which
represent the out-of-pocket prices paid by a beneficiary at the pharmacy counter --
raw data will include both the dispensing fee and the raw ingredient price paid for
each drug on an NDC by NDC basis. Dispensing fees could be broken down at a
pharmacy level. Such specific information on dispensing fees, as well as the raw
ingredient price the cards pay for drugs, constitute proprietary information and release
would likely cause substantial competitive harm to card sponsors. Release of such
information would also interfere with sponsors’ ability to aggressively negotiate
discounts with both pharmacies and manufacturers, thus undermining one of the goals
of the discount card program.

11. 04/29/04 Would it be possible to set up a system comparable to EDGAR at the SEC, in
which companies make routine electronic and paper filings to the SEC that are disseminated
to the public via the EDGAR system, however vendors are also allowed to get the
information at the same time and use it for their own purposes. In this case, plan sponsors
submit information to HHS, which places it on its own web site and simultaneously provides
it to third party vendors. HHS could charge the vendors a fee for access to the information
“raw feed”.

A: We do not believe this is possible. The raw data we will collect is more specific and
detailed than what appears on the price comparison website and will constitute
proprietary information protected under FOIA exemption (b)(4) and the Trade Secrets
Act. The Medicare price comparison website is structured to allow downloading and
print on demand of price comparisons for a geographic area for a limited set of drugs
entered into a search tool. It can be searched one drug at a time or in combination of
up to 23 drugs. (The website will be publicly available beginning April 29, 2004.)

Its search capability is intended to promote Medicare consumer informed choice as
required under Section 1860D-31(d)(B) of the drug card statute.
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