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Section I:
Introduction and Overview
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Introduction and Overview

When Medicare Part D was introduced as part of the Medicare Modernization Act, it
represented the most drastic change in the Medicare program since it's inception.

CMS, along with all of the contracted health plan sponsors had to become accustomed
to a new benefit structure and the administration of a federally mandated prescription
drug benefit.

The first three years of the program’s existence has represented a “trial by fire” with
many health plan sponsors adapting to the benefit as it was administered with
continuously changing requirements.

Health plan sponsors that have succeeded in the program thus far have been on the
forefront of learning and knowledge of the complex Part D requirements and the
expectations that CMS places on them.

This presentation will provide a general overview of the various aspects of the Part D
program and any risk areas or pitfalls for health plan sponsors or other related parties.
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[. Introduction and Overview

Background on MIPPA

The Medicare Improvements for Patients and Providers (“MIPPA”) legislation passed on
July 15, 2008 and significantly strengthens the requirements for Part D plans.

CMS guidance related to MIPPA, final marketing and other regulations and an interim
final rule, and policy guidance were released on 9/15, 10/8, 10/17/08, and 1/12/09.

Effective dates of the various MIPAA components vary, but important marketing
restrictions impact the 2009 plan year.

Signals the potential for further MMA changes based on current political environment.

Requires that plans make affirmative changes in their compliance plans and oversight of
operations to address the implications brought forth by MIPPA.
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Section Il
Enrollment and Disenrollment
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[I. Enrollment and Disenrollment

Enrollment Requirements

In order to receive any Part D benefits, a beneficiary must be properly enrolled in a
Medicare Advantage and Part D (MA-PD) or a Prescription Drug Only (PDP) plan.

The Part D plan sponsor has the responsibility for validating the eligibility of the
beneficiary to receive Part D benefits.

There are specific time frames for which a person may enroll in any Medicare program,
including Part D, these time periods are:

« Initial Enroliment Period (IEP) - The period for which an individual newly
eligible for Medicare may elect to enroll in a prescription drug plan (PDP)

« Annual Enroliment Period (AEP) — A period spanning 11/15 — 12/31 of each
year where eligible individuals may enroll (or disenroll) from a PDP plan.

« Special Enrollment Period (SEP) — A period specifically called for by the
occurrence of certain events (i.e. change in residence, PDP terminations or
violations)

¢ Open Enroliment Period (OEP) - A specified period of open enrollment
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[I. Enrollment and Disenrollment

Effective Date of Coverage

The effective date is the date on which benefits are available and coverage payable by
the elected Part D plan.

To determine the correct effective date, the appropriate election period must be
ascertained. For SEPs, the effective date can vary depending on the specific date of the
special circumstances that give rise to the SEP.

For IEPs the effective date would be:
¢ The first day of the month of entitlement to Parts A and B; or

¢ The first of the month following the month the election was made after
entitlement has occurred.

For AEPs the effective date would be:
e January 1%t of the following year: or

« If election made after January 1%, but during AEP, the first of the month following
the month the election was made.




II. Enrollment and Disenrollment

Effective Date of Coverage (con't)
OEPs the effective date would be:
« The first of the month after the month the plan receives the election.
For SEPs the effective date would be:
« Variable, depending on the circumstances surrounding the SEP.

If an election takes place during a period where more than one of the four periods apply,
the plan must allow the individual to select their own effective date.

N,

[I. Enrollment and Disenrollment

Disenrollment

Disenrollment from a Part D plan is handled similar to enroliments. Disenrollments are
generally allowed in specific time periods and allow for special circumstances.

There are two distinct types of disenroliments:
« Voluntary - The member elects to terminate his’lher membership in the Part D plan.

« Involuntary - Given the occurrence of limited circumstances, the plan can
unilaterally disenroll a member.

A voluntary disenrollment must take place during the same election time frames as an
enrollment, but involuntary disenrollments may take place at any time.

A Part D plan may not request or encourage a member to voluntarily disenroll.




Enrollment and Disenrollment

Issues

10

It is the Sponsor’s duty to accurately administer and report enroliment and disenroliment
statistics to CMS so as to foster accurate prospective payments.

Audit or compliance must evaluate:

« The operational structure by which the enrollment process is administered including
the policies and procedures that govern the enroliment/disenroliment process to
ensure that accurate enrollment and disenrollment decisions are made and timely
notices are provided to members.

« That enrollment is allowed only in the prescribed election periods.

« That enrollments and disenrollments are reported
timely so as to eliminate retroactivity or
overpayment to the Sponsor.
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Enrollment and Disenrollment

Issues (con't)

1

Periodic audits of enroliment files and a review of the documentation therein should
provide an adequate baseline to judge the accuracy of the enroliment/disenroliment
process.

*Proper identification and follow-up for LIS members and
auto-enrolled duals.

*Meeting timeliness requirements at all points in the process
including notices.

Inappropriate denials of enroliment.

*Proper documentation of phone and online applications.
*Timely reconciliations of TRRs, MMRs and plan payments.
*Dealing with State to Plan and Plan to Plan transfers.
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Section lll:
Marketing
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lll. Marketing Guidelines

Three Categories of Marketing Materials

Advertising Materials — Materials intended to attract or appeal to current and potential
enrollees. Such materials are intended for quick view and do not contain the same level
of detail expected in other marketing materials. The purpose is to allow recipients the
opportunity to request additional information that will assist them in making an informed
enroliment decision.

Pre-Enroliment Marketing Materials  — Materials that provide more detail on the Plan
than what is provided in an advertisement and are generally used by prospective
enrollees to decide whether or not to enroll. Plan rules and benefits are among the
information included in such materials.

Post-Enroliment Marketing Materials  — Materials used to convey benefits or
operational information to enrolled plan members.
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lll. Marketing Guidel

Types of Marketing Mater

Advertising

* Television Ads

* Radio Ads

» Outdoor Advertising
(billboards, signs attached t
transportation vehicles, etc.

ines

ials

Pre-Enrollment

* Sales Scripts

¢ Sales Presentations

 Direct Mall that includes an
Enrollment Form

Post-Enrollment

Annual Notice of Change
Evidence of Coverage

« Summary of Benefits
Provider Directories
Pharmacy Directories

Banner/Banner-like Ads
Print Ads (newspapers,
magazines, flyers,
brochures, posters, etc.)
Direct Mail without
enroliment forms

Event Signage

Internet Advertising
Window Stickers

Post Stands and Free
Standing Inserts

Appeals and Grievance
Letters
Enroliment/Disenrollment
Forms and Letters
Member Handbooks

14
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lll. Marketing Guidelines

Required Marketing Materials
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Pre-Enrollment Materials

Cover letter that includes the Plan’s toll-free customer service telephone number, a
TTY/TDD telephone number, MAY include the Web site URL, customer service
hours of operation, physical or post office address and Medicare toll-free number for
additional benefit information, and availability for alternative formats

Enrollment instructions and forms
Summary of Benefits

Written explanation of the Plan’s exceptions, grievances and appeals processes,
including differences between the three and when it is appropriate to use each.

Written notice that the Plan is authorized by law to refuse to renew its contract with
CMS. In addition, the Plan may reduce its service area and no longer offer services
in the area where the beneficiary resides.
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Marketing Guidelines

Post-Enrollment

— At the time of enroliment:
» Evidence of Coverage
* Summary of Benefits
» Formulary (Part D Plans only)
» Pharmacy Directory (Part D Plans only)
* Membership Identification Card

— Annually:
* Annual Notice of Change
* Summary of Benefits
» Evidence of Coverage
* Pharmacy and Provider Directories
» Abridged formulary including information on how to obtain a complete formulary

— Part D Plans:
» Explanation of Benefits (monthly)
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Marketing Guidelines

Rules for Production and Distribution

17

All marketing materials must:
« Be approved by CMS prior to use (or be covered under file and use standards)
« Be un changed from what was approved by CMS (unless information was bracketed)
« Be at least 12-point font
* Include a statement that the PFP is contracted with CMS

¢ Include contact information (toll-fee #, TTY/TDD #, hours to call, and MAY included
the web site)

* Only be used within the defined service area

» Marketing pieces should have the CMS Material ID nu  mber and
approval date printed on them, and if they do not, the should not be
used

« All sales presentations, scripts (including in-pers on), and
telemarketing (in and outbound) are also subject to CMS review

ﬁFTI"




lll. Marketing Guidelines

Can't Say
e The Plan is endorsed by Medicare
¢ The Plan is for seniors / 65+ / retirees

*  No claims or paperwork

Must Say
* Plan has a contract with Medicare to provide drug coverage
e The Plan is available to anyone eligible for Medicare

*  Medicare beneficiaries might qualify for various types of subsidies to help pay for
this coverage

e Generally, members must use network providers and pharmacies to receive
benefits
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lll. Marketing Guidelines

Brokers and Agents

Comprehensive initial compliance and marketing training should be conducted at the
time of licensure as well as at periodic intervals to ensure that there is complete
understanding of the marketing and sales requirements.

Detailed specifications of how brokers or agents will be overseen as “delegated” sales
reps of a plan should be documented.

*Beneficiary Satisfaction

«High or increased rates of rapid disenroliments (1-90 days post-effective date)
*Timely review of member complaints

«Implementing proper sales, broker and telemarketer oversight mechanisms
«Documentation specialized sales training and testing

*Ongoing monitoring and auditing of internal and external sales personnel

*Proper controls around application receipt and logging process for sales

9 ﬁFTI"

10



lll. Marketing Guidelines

MIPPA Updates: Prohibited Unsolicited Contact

Outbound telemarketing calls by plans and their representatives unless the beneficiary
requests the call

Call to former members who have disenrolled, or to current members that are in the
process of voluntary disenrollment to discuss marketing

Calls to confirm receipt of mailed marketing information

Calls or visits to beneficiaries who attended a sales event unless beneficiary requested
follow-up/contact

MIPPA Updates: Allowed Beneficiary Contact

20

Calls to existing members to conduct normal plan business or to members who have been
involuntarily disenrolled

Calls to former members to conduct disenrollment surveys for quality improvement
purposes

Agent/Brokers who enrolled beneficiary in plan may call member while beneficiary is a
member of the plan

Calls to beneficiaries who gave permission for a sales agent to call
Outbound call scripts must be reviewed and approved by CMS prior to use
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lll. Marketing Guidelines

MIPPA Updates: Sales Compensation

21

Sponsors are prohibited from paying more than $50 for an initial enrollment in a PDP in
any region and more than $400 for an initial enrollment in an MA product in most areas
Aggregate first year compensation is no more than 200% of the compensation paid in
each subsequent year

Sponsors are required to pay agents and brokers 50% of the first, or “initial” year
commission for an enrollment in each of five “renewal” years creating a 6 year
compensation plan

“Like plan type” changes by beneficiary will still result in a “renewal” compensation to be
paid; like plan types = PDP to PDP

Compensation is earned for months 4 through 12 of each year with a requirement to
recover any pre-paid commissions for months member is not enrolled

Plans must have compensation structure in place by beginning of marketing period each
year (October 1st)

CMS will be tracking member progression in renewal cycle and reporting to plans to assist
with appropriate renewal commission payments

Guidance on charge-backs and recovery of total compensation paid for repaid
disenrolliments (those disenrolling months 1-3) still forthcoming from CMS

CMS has stated that they are tripling their surveillance and secret shopping activities.
Plans need to have internal oversight mechanisms that are as robust.
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lll. Marketing Guidelines

MIPPA Updates: Agent/Broker Training

Plans cannot utilize individual agents/brokers/third parties to represent the organization
that have not received initial and annual re-training/testing

Change in pass rate from 80% to 85%

Plans must document their training programs and develop agent broker training and
document the requirements for testing

Plans must have process to handle instances when agents do not pass the test on the first

try

MIPPA Updates: Appointment & Licensure of Agents

Plans must use state licensed agents if the state requires licensure. Plans must also
abide with state appointment laws (if any) and report agent terminations and reasons for
terminations as required by state law

State appointment/licensure fees must be paid

Plans must comply with state requests for information about agents and third parties
during a state investigation
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Section IV:
Low Income Subsidy
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IV. Low Income Subsidy (LIS) Provisions

MIPPA Updates

Extends and funds the Qualifying Individual program through December 2009.

Eliminates the late enrollment penalty for LIS beneficiaries as of January 1, 2009.
(Late enrollment penalties have not been observed to have been often collected by

Part D plans during the first couple years of the program.)

Effective in 2010, MIPPA changes the method by which low income is determined by
exempting the value of life insurance polices from the assets and resource test.

Provides an opportunity for judicial review of final LIS eligibility decisions.

MIPPA outlines various outreach efforts to encourage enrollment in the LIS program for

those eligible. Efforts include:

 Distribution of LIS and MSP applications and information through the Social
Security Administration (SSA) and coordination regarding these applications with

States including SHIPs.

24
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Section V:
PBM Delegation and Oversight

25
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V. PBM Delegation and Oversight

26

Services of a Delegated Part D PBM

One of the most important delegate relationships that a
health plan sponsor has is with its Pharmacy Benefit
Manager (“PBM").

Many Part D contractors have PBMs performing certain
required tasks in their Part D programs. These tasks
include such things as formulary management, pharmacy
network maintenance, and utilization management.

Plans turn to PBMs for these delegated services because
of their expertise and experience in the industry and for
cost containment.

Plans having a contractual relationship with a PBM
generally have audit and monitoring rights with regard to
their performance under the delegation agreement.
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V. PBM Delegation and Oversight

27

Navigating the Plan-PBM Contract

The most important and the most scrutinized delegation agreement that a Part D Plan
has is the one with its PBM. The careful and thorough drafting of this agreement is

vital to maintaining the Plan’s interests.

The agreement will generally discuss the responsibilities delegated to the PBM for the

Part D business. This includes such items as claims processing, rebate

administration, and pharmacy network management.

Pricing arrangements, rebate percentages, and administrative costs are also included

and should be carefully reviewed to ensure full cost disclosure.

ﬁFTI
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V. PBM Delegation and Oversight

28

PBM Audit and Review

The agreement between the Plan and PBM will
generally contain an audit clause.

These clauses dictate who can perform the audit,
whether advance notice/approval of the audit is
required, what can be audited, the time period/quantity
limitations, and reporting limitations.

Definitions in the contract must contain enough
specificity to allow for audit.

These definitions should include:

The use of pricing compendia
Negotiated controls over various lists (MAC)

Performance guarantee language and being
specific enough for measurement

Rebate program definitions and sharing

Fee structures including administrative or
management fees
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V. PBM Delegation and Oversight

29

PBM Part D Risk Areas

Attestations
» Prescription Drug Event (PDE) data
* TrOOP

Claims Pricing and Processing and PDE Reconciliatio

» Health plans must have mechanism(s) by which they can audit the PBM’s claims
processing methodology.

Manufacturer Rebates, Pricing Decisions, and Transp

» Health plans must report 100% of remuneration it receives including PBM price
concessions which includes the manufacturer rebates paid for Part D drugs
including any portion retained by the PBM for services.

Coverage Determinations, Appeals, and Grievances
* CMS requirements for timeliness and accuracy

» Health plans should test actual case files using CMS Audit techniques

Pharmacy Audit
* Main area for FWA detections and prevention

» PBM should report audit metrics, findings and disciplinary actions

n

arency
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V. PBM Delegation and Oversight

30

PBM Policies and Procedures

Part of any general review of PBM operations is a review of the documentation that
supports the PBM’s Part D program.

Plans should review relevant policies and procedures to make sure they comport with
CMS requirements.

Onsite interviews and testing should also be performed to ensure that the actual
operations are consistent with the documented policies.

Any findings of inconsistency between actual performance and policy language should
be referred to the PBM for corrective action.

This does not absolve the plan from having policies and procedures on how they will
oversee the delegated functions.
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V. PBM Delegation and Oversight

31

MIPPA Updates: Drug Pricing Standards

Effective 1/1/09 Part D sponsors must update the drug pricing standards used for
pharmacy reimbursement on at least a weekly basis, with an initial update on January
18t of each subsequent year

Sponsors must ensure that any contracts or written agreements with their PBM,
pharmacies or other providers (including first tier, downstream and related entities)
include provisions for regularly updating these standards

Sponsors must ensure that they design internal processes so that fee schedules tied to
any drug pricing standards are updated within these timeframes and adjudicated with
the proper fee schedules
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Section VI:
Compliance Plans and Fraud, Waste and Abuse
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VI. Compliance Plan and Fraud, Waste and Abuse

33

ﬁFTI"

17



VI. Compliance Plan & Fraud, Waste and Abuse
Part D Oversight — Health Plan Perspective

Data Reporting

« Data Analysis

Trends
« SIU-Potential FWA

« Actuarial - Bid

« Pharmacy Dept. — Clinical

« Operations (e.g. complaints)

34

Compliance & Enforcement

|

CMS, OIG, Law Enforcement

|

v ¢
l Compliance Committee ‘
v ¢

Medicare Compliance Hub

* Runs Medicare
Compliance Committee

« Oversees all aspects of
Part D Compliance

« Conducts monitoring of all
departments (operations)

Health Plan BOD «——

Auditing

« Internal Audit
« Part D/MA audit guide
«SIU

« Pharmacy

PB

Networks, claims, rebates, clinical,

P&T, DUR
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VI. Compliance Plan & Fraud, Waste and Abuse

Part D Compliance Program Requirements

Part D regulations specify that Plans must have a
compliance program based on the seven elements of
the Federal Sentencing Guidelines (FSG).

In addition, Plans must include program functions to
detect, correct, and prevent Fraud, Waste, and Abuse

(“FWA”).

The FWA program has become a vital aspect of any
Part D compliance program and the subject of
increased CMS and OIG scrutiny.

35
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VI. Compliance Plan & Fraud, Waste and Abuse

l Element ‘

l Key Issues

Written P&Ps and
Standards of Conduct

« Need full set of compliance P&Ps including: correct ive action and
referral to gov't agencies, record retention, OIG/G SA exclusions, detection
of FWA and overpayments, sponsor pricing decisions including rationale,
P&T, and working with MEDICs, commitment to comply with Federal and
state statutes and regulations

« Standards of Conduct needed for the plan, and shoul d be shared with
first tier/downstream entities

« Conflict of Interest statements needed for the plan , and should include
certification process for first tier/downstream ent ities (including PBMs)

Compliance
Officer/Committee

« Dedicated CO with proper reporting authority to dev elop, operate and
monitor the FWA program

« Need to decide if it is the overall CO

« Compliance Committee overseen by CO that advises on Part D
compliance implementation

Effective Training
Programs

« Effective training programs apply to plan and first tier/downstream
entities

« Contents should include pertinent laws (e.g. False Claims Act, Anti-
Kickback Statute), as well as how to detect FWA in the pharmaceutical
industry context and what to do if it is detected

« Retention of training records to document its deliv ery at initial

36 employment and annually thereafter
ﬁ F T 1
VI. Compliance Plan & Fraud, Waste and Abuse
l Element ‘ l Key Issues
« Establish and document hotline for employees, subco ntractors, and
Effective Lines of beneficiaries
Communication . - s )
« Conduct prompt investigations (within 30 days of re porting)
« Track FWA complaints
« Have P&Ps for working relationships with CMS, MEDIC s, and law
enforcement
Well Publicized « Mechanisms to encourage reporting of potential FWA issues include,
Disciplinary posters, newsletters, intranet
Guidelines « Target audience is employees, leadership, and first  tier/downstream
entities
« Materials must describe mechanisms to report FWA (m  ainly the hotline)
and reinforce the non-retaliation policy and protec tion of caller anonymity
37
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VI. Compliance Plan & Fraud, Waste and Abuse

l Element ‘ l Key Issues

« Key distinction is made between auditing (formal re view against internal

Effective Internal or external standards and monitoring (ongoing revie ws to ensure
Auditing corrective actions)
« Audits should begin with risk assessment and follow -through to

development of an audit work plan
« Audit work plans should also have schedules and def ined methods

« A key area of focus is which Part D functions will be audited by the Plan
and which ones by the PBM (e.g. pharmacy desk revie ~ ws)

« Audit risk areas are broad from plans to manufactur ers and PBMs and
include claims processing, pricing, rebates, formul ary, P&T committee,
and bid data

* Methods should include data analysis and retrospect ive audit by
independent auditors

« Plans should seek written assurances that subcontra ctors have adequate
audit work plans in place for any areas in whichth ey have the audit
responsibilities
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VI. Compliance Plan & Fraud, Waste and Abuse

l Element ‘ l Key Issues
« Key focus is on monitoring subcontractors through d ata reports such as
payment reports, DUR reports, prescribing patterns, and geo analyses

Effective Monitoring
« Strong attention to data analysis and claims edits to establish baseline
levels and detect outliers and trends

« Plans should invest in claims data analysis softwar e to set baseline
performance of the PBM and analyze trends and searc  h for abnormalities
that may warrant further audit

Prompt FWA « Procedures should include referral of fraudulent co nduct to CMS or
Response and MEDICs, cooperation with law enforcement, identific  ation and repayment
Corrective Actions of overpayments

« SlUs play an important role in this section
« Removal of employees or subcontractors found to hav e engaged in FWA

« Self reporting is an element of an effective compli ~ ance plan

% ﬁFTI"
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VI. Compliance Plan and Fraud, Waste and Abuse

Auditing vs. Monitoring

The key to any health plan’s Medicare compliance program is an established
auditing and monitoring program.

This applies to delegates as well, with the requirements of delegation oversight
firmly entrenched in the Chapter 9 Fraud, Waste and Abuse provisions for health
plan sponsors.

Auditing differs from monitoring in that it is a retrospective review against internal
or external standards.

Monitoring involves the ongoing review of key performance measures that can be
used to stay on top of any potential compliance issues.

Delegation oversight programs should employ both techniques to mitigate
compliance risks inherent in having a third party perform any Medicare program
functions.
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VI. Compliance Plan & Fraud, Waste and Abuse

Audit Rights

Although aggregate pricing disclosures are “confidential” they will be subject to audit by
CMS and the OIG.

¢ OIG has separate audit authority.

« Audits will be conducted periodically with the goal of program Fraud/Abuse
protection.

CMS/MEDICs will have rights to annually audit 1/3 of sponsor’s financial records
(including data and documentation regarding: utilization, costs, quality, and price
concessions).

Through their CMS contract, sponsors will provide audit rights to CMS of not only their
records, but also their delegated business partners or vendors’ records.

MEDICs will not have to sign a PBM confidentiality agreement to conduct their audits.
MEDICs/CMS will have a different “cooperation” standard when auditing PBMs.

Sponsor retains ultimate responsibility for contract with CMS.

- ﬁFTl
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VI. Compliance Plan & Fraud, Waste and Abuse

Relationships with First Tier/Downstream Entities

The key is a well-written contract with first tier and
downstream entities which includes proper delegation
oversight language.

This language should include alternative remedy and
revocation provisions for instances where CMS or the
plan finds that the delegate is not performing
satisfactorily.

It is also key to have oversight mechanisms so the
Plan’s compliance and FWA programs don't solely rely
on the delegate to protect against risk areas.

This also means having contractual rights in place to
review the delegate’s compliance and FWA programs.
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VI. Compliance Plan & Fraud, Waste and Abuse

Use of Data Analysis for FWA Detection and Preventi  ons

CMS requires that Part D Plans use data analysis tools to assist in the detection and
prevention of fraud, waste and abuse at the Sponsor and subcontractor levels.

The data analysis should:

» Establish baseline data to enable the Sponsor to recognize unusual trends,
changes in drug utilization over time, physician referral or prescription patterns and
plan formulary composition over time;

» Analyze claims data to identify potential errors, inaccurate TrOOP accounting and
provider billing practices;

« lIdentify over-utilization; and

« Identify problem areas at the subcontractor level (e.g. PBM, pharmacy and
pharmacists).

The expectation is that the Sponsor will attain the ability to effectively monitor the
administration of its Part D program and the activities of any related subcontractors
through the use of data analysis.

“ ﬁFTl
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VI. Compliance Plan & Fraud, Waste and Abuse

Health Plan FWA Risk Areas

44

The following represents a listing of potential risk
areas or activities that would trigger CMS/MEDIC
actions should they be detected:

Failure to provide medically necessary services;
Marketing schemes;

Improper bid submissions;

Payments for excluded drugs;

Multiple billing;

Non-compendium payments;

Inappropriate formulary decisions;

Inappropriate enrollment/disenroliment; and

Incorrect appeals and grievance processing.
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VI. Compliance Plan & Fraud, Waste and Abuse

45

MEDICS and Onsite FWA Audits

CMS has arranged for third party auditors to review Sponsors’ Part D Fraud, Waste
and Abuse compliance programs. These parties are called MEDICs or Medicare Drug
Integrity Contractors.

During a review by a MEDIC, the Sponsor will be subject to an audit of its entire Fraud,
Waste and Abuse program including all documentation, policies and procedures,
training, any internal auditing and monitoring and any corrective action plans.

Plans must be aware of the scope of these MEDIC audits and understand that they are
likely more stringent and encompassing than previous site visits.

A cohesive, documented compliance and FWA program for Part D plans must be the
facing document for a MEDIC review and such program must be of the requisite
strength to withstand the heightened scrutiny to be used by the MEDIC in its review.
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