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February 20, 2007

Leslie Norwalk

Acting Administrator

Centers for Medicare & Medicaid Services
200 Independence Avenue, S.W., Room 445-G
Washington, DC 20201

Re: (CMS-2238-P) Medicaid Program: Prescription Drugs, Proposed Rule, (Vo. 71, N0. 246),
December 22, 2006

Dear Ms. Norwalk:

The Kansas Hospital Association (KHA) appreciates this opportunity to comment on the Centers
for Medicare & Medicaid Services’ (CMS) proposed rule implementing provisions of the Deficit
Reduction Act of 2005 (DRA) that pertain to the Medicaid prescription drug program. Our
comments address CMS’ interpretation of Section 6002 of the DRA and the new requirement
that hospitals report physician-administered drugs using the National Drug Code (NDC). We
will focus on two issues:

» the legal premise upon which CMS has based its interpretation of Section 6002, and

o the significant administrative burden these new reporting requirements impose on

hospitals, specifically Kansas’ experience to date with our State Medicaid Agency.

FFP: CONDITIONS RELATING TO PHYSICIAN-ADMINISTERED DRUGS — SECTION 447.420
Section 6002 of the DRA added a new requirement to the Medicaid statute specifically to
enhance the ability of state Medicaid programs to secure rebates from drug manufacturers under
the Medicaid drug rebate law. This section ties Medicaid rebate payments for covered outpatient
drugs that are physician administered, as determined by the Secretary, to “the collection and
submission of such utilization and coding data (such as J-codes and NDC numbers) ....as
necessary to identify the manufacturer of the drug.” The data collection requirement extends to
both single and multiple source drugs. However, in the proposed rule, CMS does not define
“outpatient drugs that are physician administered” as the statute clearly states that the Secretary
must do. Instead, the rule’s preamble indicates that CMS intends to interpret Section 6002 to
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require submission of the NDC numbers for outpatient drugs furnished as part of a physician’s
service to Medicaid beneficiaries in hospital outpatient clinics and departments — not solely in
physicians’ offices. CMS’ proposal to apply Section 6002 so broadly is wrong. It is not
supported by the statute’s plain language, is inconsistent with congressional intent, and would
nullify the Social Security Act of 1965 exemption of hospital outpatient clinics and departments
from Medicaid rebate program obligations.

Section 6002 does not apply to outpatient drugs administered in hospital outpatient clinics
and departments.

Section 6002 requires only the collection of utilization and coding data for drugs that are subject
to a rebate requirement under Medicaid statute provisions that predate the DRA — a position that
CMS acknowledges in the proposed rule. Under Section 6002, state Medicaid programs are
expressly directed to provide for the submission and collection of drug utilization and coding
data “as necessary to identify [manufacturers of drugs] in order to secure rebates” under the
Medicaid rebate law. In other words, the data collection requirement applies only if the state
Medicaid agency finds it necessary to obtain a drug’s NDC number in order to identify the
responsible manufacturer and enforce a Medicaid rebate payment obligation. On the other hand,
for outpatient drugs that are not subject to a rebate payment requirement — like those dispensed in
hospital outpatient clinics and departments — the collection of NDC information with respect to
that drug plainly is not necessary to securing a rebate, and the law does not require submission or
collection of NDC data on the drug.

The statutory language, in fact, does not directly compel states to collect only NDC information
on drugs subject to the rebate requirement. While reporting of the NDC numbers is preferred
after January 1, 2007, the statute clearly authorizes the Secretary to allow for an alternative
coding system. The statute states that the purpose of the data collection is “as necessary to
identify” the manufacturer of the drug in order to collect Medicaid manufacturer rebates. The
statute mentions J-codes and NDC numbers as examples of the type of “utilization and coding
data” that could be collected. To the extent that J-codes can be used to identify a drug for
Medicaid rebate purposes, continued use of J-codes to identify drugs is consistent with statutory
compliance.

Further, the Secretary is authorized to delay applying the data reporting requirement in order to
prevent hardship to any states that require additional time to implement the reporting system.
Such hardship is not expressly limited in the statute and may encompass the state’s consideration
of difficulties in obtaining data from reporting hospitals and the time needed to reconfigure the
systems of reporting hospitals.

Section 6002 was enacted to address a problem with rebate collection on drugs
administered in physicians’ offices — not hospital outpatient clinics and departments.

In the proposed rule, CMS seeks to give a much broader application to physician-administered
drugs. By including all covered outpatient drugs that “are typically furnished incident to a
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physician’s service,” the agency expands the scope of Section 6002 well beyond the problem it
was designed to address. Precise congressional impetus for enactment of Section 6002 appears
to be the April 2004 report “Medicaid Rebates for Physician-administered Drugs” from the
Department of Health and Human Services Office of the Inspector General (OIG). In that report,
the OIG projected that the states were losing millions of dollars in Medicaid rebate payments due
to their failure to collect rebates on physician-administered drugs. The OIG report expressly
defines the physician-administered drugs of concern as “drugs that a medical professional
administers to a patient in a physician’s office.”

In the proposed rule, CMS acknowledges the relationship between this OIG report and enactment
of Section 6002. The preamble makes numerous references to the “physician-administered
drugs” covered by the OIG report, including a statement that current estimates of Medicaid
savings from implementing Section 6002 are based on the 2004 OIG report. CMS’ discussion
appears to directly equate the physician-administered drugs that were the subject of the OIG
report with those that are subject to Section 6002 and its proposed regulation.

Thus, the intent of Congress in enacting Section 6002 will be faithfully executed, and CMS’
projected savings fully realized, if the proposed new NDC submission and collection
requirements are construed as applicable only to drugs administered in physician’s offices, and
inapplicable to drugs administered in hospital outpatient clinics and departments.

Section 6002 does not affect the existing rebate exemption for drugs administered to
patients in hospital outpatient clinics and departments.

Nothing in Section 6002 casts doubt on the continuing existence of the Medicaid statute’s pre-
existing exemption from drug rebate requirements for outpatient drugs established by Section
1927(j) of the Social Security Act. Section 6002’s language is entirely silent as to any legislative
intent to repeal or amend this pre-existing exemption, which expressly identifies outpatient drugs
dispensed through hospital outpatient clinics and departments as not subject to the Medicaid drug
rebate requirements.

The DRA Conference Report explicitly states that hospital outpatient clinic and managed care
drugs described in Section 1927(j) are exempt from rebate requirements, and that the Section
6002 data collection requirements are intended to pertain only to physician-administered drugs
for which there is no statutory exemption from rebate requirements (See H.R. Rept. No. 109-362
accompanying S.1932, December 19, 2005) Although the conference report does not directly
cite Section 1927(j) per se, it expressly acknowledges the existence of exemptions from rebate
requirements for outpatient prescription drugs using terms that unmistakably mirror the
descriptions of managed care drugs in Section 1927(j)(1) and hospital drugs in Section
19273)(2).

Notwithstanding this clear legislative intent, CMS’ proposed rule to implement Section 6002
makes no mention of the statutory exemptions from rebate requirements for either hospital
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outpatient clinic drugs or outpatient drugs dispensed by managed care organizations. The fact
that neither exemption is addressed in the proposed rule is, at best, confusing, but clearly
evidence that CMS overlooked the entire matter of these statutorily exempt physician-
administered drugs in construing how Section 6002 should be properly applied, as opposed to
having simply construed Section 1927(j)(2) to have severely limited application to hospital
outpatient clinic drugs.

It is clear that the physician-administered drug provision enacted by Section 6002 can only be
read to impose a data collection requirement with respect to drugs that are not within the Section
1927(j) (2) exemption. Because the subsection (j) remains unchanged in the Medicaid rebate
law, CMS cannot ignore the statutory exemption. The agency must continue to give subsection
(j) the same meaning it had prior to the enactment of the DRA as the agency applies Section
6002. In doing so, CMS is compelled to draw meaning from Section 1927(j) (2) in a concrete
way by referring to drugs dispensed or administered in an actual hospital setting.

Section 1927(j)(2) specifically exempts from the rebate requirements outpatient drugs that are
administered in a “hospital ... that dispenses covered outpatient drugs using formulary systems,
and bills [the Medicaid State Plan in the relevant state] no more than the hospital’s purchasing
costs for covered outpatient drugs (as determined under the State plan).” This section cannot
plausibly be construed as a reference to hospitals participating in the 340B federal drug discount
program because the 340B program did not exist at the time Section 1927(j) was enacted.

On the other hand, drugs administered by medical professionals to patients on an outpatient basis
in hospital clinics and departments generally have not been subject to Medicaid rebate
collections, and fall squarely within the (j)(2) exemption, as properly construed. Drugs
administered in the hospital outpatient clinic setting are dispensed almost always within a
formulary system — thus meeting the first statutory criterion for inclusion in the (j)(2) exemption.
Covered outpatient drugs administered in hospital clinic settings also are billed to Medicaid in a
manner that meets the description of the second (j)(2) criterion, namely that the hospital “bills
the [Medicaid State Plan] no more than the hospital’s purchasing costs for covered outpatient
drugs (as determined under the state plan).” Most, if not all, drugs administered to Medicaid-
eligible patients in hospital outpatient clinics and departments fall within the (j)(2) exemption
from rebates, and accordingly must be excluded from the physician-administered drugs to which
Section 6002 applies.

ADMINISTRATIVE BURDEN FOR HOSPITALS

On January 1, 2007, the State of Kansas Medicaid Agency moved forward with implementing
this new NDC reporting requirement. Hospitals have been instructed to bill outpatient drugs
using the drug manufacturer’s 11-digit NDC number. The KHA is concerned because these
instructions fail to recognize the significant difficulty, burden and cost imposed upon the hospital




Leslie Norwalk
February 20, 2007
Page 5

community in order to meet these new billing requirements. Most, if not all, hospital patient
accounting systems are not designed to handle the routine reporting of a drug manufacturer’s
NDC. Today, hospital patient accounting systems rely on the Healthcare Common Procedure
Coding System (HCPCS), in particular, the HCPCS J-codes to report a particular drug or
biologic rendered to a patient. The J-code is not exclusive to a particular drug manufacturer but
rather used to describe the general ingredient and dosage of a drug. Patient accounting systems
can easily report HCPCS codes, but not the NDC.

To be able to report the NDC, hospitals must make major revisions to their charge description
master (CDM), including significant increases to the CDM in order to include multiple
manufacturers of a particular type or category of drug. Additionally, any manufacturer changes
in the packaging, dosage and/or ingredients would require adding another NDC to the CDM and
thereby increase the frequency of updating the CDM.

It should be noted that the language in the DRA conference report specifically indicates that the
state Medicaid programs must “provide for the collection and submission of utilization and
coding information for each Medicaid multiple source drug that is physician administered.” The
DRA further states that the “reporting would include J-codes and NDCs.” As such, the KHA
believes that state Medicaid agencies must provide for the collection process and bear the cost
for hospitals to meet these new NDC reporting requirements. State Medicaid programs should
pay hospitals to handle the system changes and new work routines required to collect and submit
this coding information.

Preliminary estimates, which focus on rudimentary changes to hospital systems, indicate that it
will take hundreds of work hours to design, build and test a short-term work around. Even with
these changes, there are no absolute assurances that the NDC indicated on the claim reflects the
manufacturer of the drug that was given to the patient. Many hospital pharmacy acquisition
systems have limited record keeping ability and can assign only a primary NDC for a particular
drug. The primary NDC reflects the manufacturer of a particular type of drug. When a drug
needs to be replenished, the pharmacy goes to the primary manufacturer; however, often the
primary manufacturer cannot supply or meet the hospital’s need. In such instances, the hospital
pharmacy seeks a secondary drug from another manufacturer with a different NDC. This is a
common occurrence. Consequently, the hospital pharmacy’s record keeping systems will need
the ability to include multiple secondary sources for similar drugs. These changes also require
massive system modifications and additional work routines.’

During the past several years many hospitals have introduced new automated drug dispensing
systems in an effort to reduce medication errors. Many of these systems also would require
costly modifications. For example, these drug dispensing systems have bins for each specific
drug based on ingredient and dosage — not on manufacturer NDC. There also is a human cost
since hospitals that are interested in acquiring such systems to reduce medication errors would
have to postpone their acquisition until the vendors make all of the system modifications.
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We urge CMS to revise its interpretation of Section 6002 of the DRA and not require the
reporting of physician-administered drugs to hospital outpatient or clinic settings. We are
willing to work with you to ensure the appropriate implementation of Section 6002 of the DRA.
If you have questions about our comments, please contact me or Tish Hollingsworth, Director of
Reimbursement at 785-276-3132 or thollingsworth@kha-net.org.

Sincerely,

Fred J. Lucky
Senior Vice President
Kansas Hospital Association
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FROM PLANNED PARENTHOOD OF CENTRAL AND NORTHERN ARIZONA

February 20, 2007

Leslie V. Norwalk, Esq.

Acting Administrator

Centers for Medicare & Medicaid Services
Attention: CMS-2238-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: File Code CMS-2238-P
Dear Administrator Norwalk:

Planned Parenthood of Central and Northern Arizona is the largest provider of reproductive
health care and education in Arizona, which operates 17 non-profit outpatient clinics in five
counties. We provide health care to over 25,000 uninsured and underinsured women each year.
PPCNA serves a total of over 60,000 patients each year, many of whom could not otherwise
afford the health services— particularly oral contraceptives— that we provide. Planned
Parenthood of Central and Northern Arizona is committed to providing low cost reproductive
health care services to patients who need them most.

For over 69 years, PPCNA

= Has been providing quality family planning services to the people of Metropolitan
Phoenix, Flagstaff, Prescott, Globe, Goodyear, and Yuma.

= PPCNA's 17 Health Centers provide a wide range of reproductive health care services to
more than 60,000 individuals annually.

= Has provided services that prevent unintended pregnancies, reduce the need for abortion,
lower rates of sexually transmitted diseases (STDs), including HIV, detect breast and
cervical cancer at its earliest stages, and improve women’s health. Our ability to obtain
drugs at nominal prices allow us to provide oral contraceptive pills at prices far below
retail prices to populations of women who otherwise couldn’t afford these pills.

In 2006, we served 21, 869 women at or below 100% FPL, 1,242 between 101 - 150% FPL, 546
between 151 - 200% FPL, and 1,101 201 % FPL or greater. Another 33, 085 women served,
were at an unknown income level, many of whom were self pay clients.

PPCNA has been able to serve women in need of low-cost reproductive health care services
because we have historically been able to purchase oral contraceptive drugs from manufacturers
willing to provide them at nominal prices. The impact on the low-income, uninsured, and
underinsured patients we serve will be significantly; negatively impacted if we can no longer
purchase drugs at these nominal prices and therefore low-income, uninsured, and underinsured




women will no longer have access to these oral contraceptives. This could impact more than
30,000 patients. Without these steeply discounted drugs, we will no longer be able to provide
the low-cost outlet for poor women that they so desperately need, and that we very much want to
continue to provide

As you know, effective last month, only three kinds of providers are allowed to purchase drugs at
nominal prices: 340B covered entities, intermediate care facilities for the mentally retarded and
state owned or operated nursing homes. Many of PPCNA’s Planned Parenthood sister health
centers across the country are Title X clinics, and therefore 340B covered entities. Their ability
to purchase oral contraceptives at very low prices is assured. Some of the PPCNA centers,
however, are not federally funded. Therefore, they do not qualify as a 340B covered entity.

At the same time, PPCNA serves as a key safety net provider to our communities. Our ability to
continue to do so rests with our ability to purchase contraceptive drugs at a nominal price.
Therefore, we were deeply disappointed when CMS did not define “safety net provider” or apply
the ability to purchase nominally priced drugs to other safety net providers in the proposed rule.
Unfortunately, like many other small safety net providers, we do not qualify for the three
categories listed above.

We sincerely hope that the Centers for Medicare and Medicaid Services (CMS) will reconsider
and exercise its authority to name “other safety net providers™ that would be eligible to purchase
drugs at nominal prices without affecting the best price calculation. PPCNA is clearly a safety
net provider and we strongly urge CMS to include in its definition of safety net providers
nonprofit, outpatient clinics like ours.

Respectfully submitted by,
Michelle Steinberg

Planned Parenthood of Central and Northern Arizona
Phoenix, Arizona
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Wnited Dtates Denate
COMMITTEE 001 FiNANCE
WasHiGTON, DC 205106200

January 31, 2007
Via Electronic Transmission

Leslie V. Norwalk, Esq.

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201

Dear Acting Administrator Norwalk:

The United States Senate Committee on Finance (Committee) has exclusive
jurisdiction over the Medicare and Medicaid programs. Accordingly, the Committee has
a responsibility to the more than 80 million Americans who receive health care coverage
under Medicare and Medicaid to oversee the proper administration of these programs,
including reviewing pricing practices that could impact the cost to taxpayers of
purchasing prescription drugs. In recent years, the cost to Medicaid of purchasing
prescription drugs has grown faster than any other single area of the program. As a result
of the combination of increasing costs and tight fiscal constraints, some States have been
forced to reduce prescription drug benefits. Considering that prescription drugs are such
an integral part of quality health care, such reductions in benefits may be detrimental to
the health of Medicaid beneficiaries.

During the 109" Congress, the Committee studied issues relating to the Medicare
and Medicaid programs’ coverage of prescription drug benefits, including the use of the
nominal price exception (NPE/nominal pricing) under the Medicaid Drug Rebate
Program.! We write to share our findings to assist you in the rulemaking process in
which you are currently engaged.

In particular, the Committee was concerned about the consequences of nominal
pricing when used as a marketing tool, including, but not limited to, driving up best price
and lowering the amount of rebates manufacturers pay States for Medicaid drugs. Based
on the Committee’s review of nominal pricing, our Committee Staff crafted legislative
provisjons regarding the NPE in the Deficit Reduction Act of 2005 (DRA), which the
President signed into law on February 8, 2006. Section 6001(d) of the DRA requires
manufacturers to report information on sales at nominal prices to the Secretary of Health
and Human Services (HHS). It also specifies the purchasers for which sales at nominal
prices may be excluded from the calculation of best price. It limits the merely nominal
exclusion to sales at nominal prices to the following: a covered entity described in section

' Congress amended the Social Security Act by adding section 1927, which created the Medicaid Drug

Rebate Program for outpatient pharmaceuticals, when it passed the Omnibus Budget Reconciliation Act of
1990 (OBRA 1990).
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340B(a)(4) of the Public Health Service Act (PHSA), an intermediate care facility for the
mentally retarded (ICF/MR), a State-owned or operated nursing facility, and any other
facility or entity that the Secretary determines is a safety net provider to which sales of
drugs at a nominal price would be appropriate, based on certain factors such as type of
facility or entity, services provided by the facility or entity, and patient population.

On December 16, 2006, the Centers for Medicare and Medicaid Services (CMS)
issued a proposed rule seeking to implement the provisions of the DRA pertaining to
prescription drugs under the Medicaid program. The proposed rule addressed the
changes to the nominal price exception contained in section 6001(d) of the DRA, but
failed to give the Secretary the full authority Congress intended. The proposed rule
includes three of the four categories of purchasers for which manufacturers will continue
to be able to exclude sales made at nominal prices from their best price calculations.
CMS’s elimination of the fourth category concerns us. The proposed rule also addresses
a broad range of issues relating to the determination of average manufacturer price
(AMP), determination of best price, treatment of authorized generics, and new
manufacturer reporting requirements, among others. In particular, we noted that CMS
raised concerns regarding the continued use of the NPE as a marketing tool:

CMS has concerns that despite the fact that the DRA limits the nominal price
exclusion to specific entities, the nominal price exclusion will continue to be
used as a marketing tool. Historically, patients frequently remain on the same
drug regimen following discharge from a hospital. Physicians may be hesitant to
switch a patient to a different brand and risk destabilizing the patient once
discharged from the hospital. We believe that using nominal price for marketing
is not within the spirit and letter of the law. We are considering crafting further
guidance to address this issue. CMS invites'.comments from the public to assist us
in ensuring that alt aspects of this issue are fully considered.

Based on the Committee’s review of how the pharmaceutical industry has used
the NPE under the Medicaid Drug Rebate Program, we share CMS’s concern that
nominal pricing may continue to be used as a marketing tool. The purpose of this
letter is to report to CMS the Committee’s findings with respect to its review of
nominal pricing.

In 2004, we sent letters to 19 pharmaceutical manufacturers requesting
information and data to assess how frequently the NPE was used, in what
contexts, and for what purposes. In addition, we sought to determine: (1)
whether, and to what extent, the NPE is used to promote access to prescription
drugs as intended by Congress; and (2) whether refinements should be made to
the existing statutory language to ensure that the NPE is not used for purposes
other than those intended. Our Committee Staff focused on the top twenty
pharmaceutical manufacturers, based on U.S. sales in 2003.> Our Committee Staff
also focused on data related to eight leading therapeutic drug classes by U.S. sales

: http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599 42720942 44304255,00.html One of
the top-twenty manufacturers was excluded because it did not manufacture a brand name drug.




in 2003. The eight drug classes reviewed were: statins, proton pump inhibitors,
anti-depressants, anti-psychotics, erythropoietins, seizure disorder drugs, calcium
channel blockers, and anti-arthritics/non-steroidai anti-inflammatory drugs
(NSAIDs).*

In 2005, we sent a second letter to the same 19 pharmaceutical
manufacturers based on concerns that some manufacturers appeared to be
applying the NPE more broadly than Congress originally intended. The second
letter requested information to understand further how some manufacturers used
the NPE and why some others were not using it. Some manufacturers were asked
about their use of the NPE for periods of only one quarter. A number of
manufacturers were asked why they did not utilize nominal pricing, whether the
manufacturers’ customer bases included charitable organizations, and whether
other discounts or special pricing were offered to those customers. Finally, we
sent a third letter to one manufacturer, after our Committee Staff determined that
one manufacturer had used the NPE outside the timeframe of the Committee’s
inquiry. This third letter focused specifically on that manufacturer’s past policies
and practices with respect to the NPE. All manufacturers voluntarily complied
with the Committee’s requests for documents and information.

Our Committee Staff reviewed the manufacturers’ responses, including
information regarding written policies and procedures related to the NPE and
sales information on specific drugs. After reviewing the first and second round of
responses, our Committee Staff identified several specific practices and held
meetings with the six manufacturers-that engaged in one or more of those
practices to learn more about them. The Committee Staff also contacted one
manufacturer that did not engage in nominal pricing to learn more about why it
had not used the NPE. During those conversations, our Committee Staff also
solicited opinions from the manufacturers’ representatives as to whether the NPE
should be subject to legislative or administrative changes.

In addition to information gathered directly from the pharmaceutical
manufacturers, our Committee Staff considered other relevant sources of information,
including: reviewing various reports prepared by the Government Accountability Office
(GAO) and the Office of Inspector General (OIG) at HHS related to prescription drug
coverage under Medicaid; analyzing HHS regulations regarding the Medicaid Drug
Rebate Program; and reviewing publicly available complaints and settlement agreements
from lawsuits where the use of the nominal price exception was part of alleged
misconduct by a number of pharmaceutical manufacturers. Our Committee Staff also
held meetings with CMS, the Department of Veterans Affairs (VA), the HHS OIG, and
the GAO to discuss the Medicaid Drug Rebate Program generally and the NPE
specifically.

* http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_42720942_44304299,00.htm!

* Some manufacturers did not produce a drug in any of the eight classes, therefore specific drug information
and data were not obtained from those manufacturers.




Our Committee Staff determined that the NPE was used primarily as a
competitive or marketing tool among the pharmaceutical manufacturers surveyed and
was not used primarily for charitable purposes as intended by Congress. Our Committee
staff made eight observations based on the information submitted to and obtained by the
Committee: -

1. Most manufacturers surveyed used the NPE inconsistent with Congressional
intent

2. Most manufacturers’ policies did not reflect use of the NPE for charitable
purposes

3. Most manufacturers used the NPE for products in the best-selling classes of drugs
4. Hospitals appeared to be the primary recipients of nominal pricing

5. Most manufacturers did not differentiate between for-profit and not-for-profit
entities when offering nominal pricing

6. A charitable purpose was rarely a factor considered by manufacturers in deciding
to offer nominal pricing

7. Manufacturers’ nominal pricing agreements frequently included market share
requirements

8. Manufacturers’ overall use of the NPE appears to have declined from 2003
forward

The Committee’s findings and observations are discussed below in more detail, preceded
by a brief background regarding the rationale for and Congressional intent behind the
NPE and its use for charitable purposes.

Nominal Pricing Background

Congress included the NPE in the Medicaid reforms of OBRA 1990 to ensure that
efforts to more closely align Medicaid’s drug pricing with pricing for private purchasers
did not threaten the steep discounts on pharmaceutical products offered to certain
purchasers. Recognizing that charitable and other organizations that provide health care
to populations with limited access to health care often receive special discount prices for
pharmaceutical products, Congress wanted to encourage manufacturers to continue
offering deep discounts to such purchasers. Specifically, by excluding nominal prices
from a manufacturer’s best price calculation, Congress, under the original law, intended
to allow pharmaceutical manufacturers to continue offering discounts to charitable
organizations without dramatically increasing the rebate due to states. If nominal prices
were not excluded from a manufacturer’s best price calculation, a manufacturer that
offered discounts to charitable organizations greater than those offered to regular
customers would have to remit to the State Medicaid program a rebate for the difference



between AMP and the deeply discounted price. Concerned that manufacturers might stop
offering such discounts as a result, Congress saw the nominal pricing exception as a way
to maintain the practice of deep discounts to charitable organizations while still
attempting to more closely align Medicaid’s drug pricing with pricing for private
purchasers.

Legislative history provides some insight into the intended purpose of the NPE as
originally crafted. In 1990, before Congress passed OBRA 1990, the then-Chairman of
the Senate Special Committee on Aging prepared and submitted for publication in the
Congressional Record a statement entitled “Analysis of Drug Manufacturer Medicaid
Drug Discount Proposals and Necessary Elements of Medicaid Drug Price Negotiation
Plan,” which stated that under the Rebate Program, the “merely nominal” prices that were
excluded from best price calculations were those “such as the sale of birth control pills
for a penny a pack to Planned Parenthood.” A report by the Senate Special Committee
on Aging, entitled “Developments in Aging: 1990,” echoed this explanation for the
exception, stating that “Congress did not want to threaten” the dramatic discounts offered
to “charitable organizations and clinics” by requiring manufacturers to calculate and
remit rebates based on prices not calculated with the market or any profit motive in
mind.” During Congressional deliberations on OBRA 1990, the Senate Committee on
Finance refined this explanation of “nominal price” slightly by defining the prices offered
to Planned Parenthood, for example, as “token” prices.

Our Committee Staff held discussions with CMS officials regarding the
regulatory history of the NPE. CMS officials told our Committee Staff that the definition
of nominal as less than ten percent of AMP was the product of negotiations involving
pharmaceutical manufacturers, pharmacists and the States. Specifically, CMS officials
stated that the charitable intent behind including the NPE in the original law was
mentioned during those negotiations.

The Department of Veterans’ Affairs (VA), a major purchaser of drugs, has
defined nominal prices more narrowly than CMS and described the conditions under
which it believes nominal pricing may be used. In 1996, the VA Office of General
Counsel sent a letter to pharmaceutical manufacturers that included the following
discussion of nominal pricing:

The “nominal” pricing exclusion in the Veterans Health Care Act of 1992,
Section 603 (38 U.S.C. 8126) was not intended to protect incentive use schemes
by eliminating from non-FAMP calculations all below-cost sales of a covered
drug that result from customers” purchases of sizable quantities of packages at a
standard commercial price. VA views “nominal” pricing as being pricing,
usually below cost, designed to benefit the public by financially aiding
disadvantaged, not-for-profit covered drug dispensaries or researchers using a
drug for an experimental or non-standard purpose.

In addition, in 2000, the VA proposed amending its Master Agreement with
pharmaceutical manufacturers to define “nominal price” as “[alny price less than 10% of
the non-FAMP in the previous quarter from a sale (usually below cost) designed to

5S. Rep. No. 102-28(1) (Mar. 22, 1991).




benefit the public by financially aiding disadvantaged, not-for-profit covered drug
dispensaries or researchers using a drug for an experimental or non-standard purpose.®
VA officials advised our Committee Staff that the proposed change to the Master
Agreement was never adopted due to opposition from the pharmaceutical industry,

however, the VA’s interpretation of nominal pricing as stated in the 1996 letter has not
changed.

Nonetheless, several manufacturers surveyed by the Committee asserted that the
NPE in no way limits sales at nominal prices to not-for-profit or charitable organizations.
Several manufacturers, including those who did not use the NPE, stated to the Committee
that sales at nominal prices are defined mathematically and are not limited to certain
charitable organizations. For example:

Company G: “. .. the Act does not restrict nominal pricing solely to not-for-
profit entities . . . . “

Company J: “It is the company’s understanding that, as currently defined by
Congress, the Medicaid Rebate Agreement and CMS, a nominal price is
determined mathematically as any price less than ten percent of the AMP in the
same quarter for which the AMP is computed.”

Company K: “[Company K] interpret[s] the phrase “nominal price,” for
purposes of the Medicaid program, to denote a quantitative test in accordance
with Section L.(s) of the Medicaid rebate template issued by [CMS].”

It appears to us that manufacturers were on notice that the primary intent of the
NPE was to benefit charitable organizations. We note that some manufacturers have
been legally counseled against broadly interpreting the NPE. For instance, one major law
firm in Washington advised its clients in a “Health Care Reimbursement Client Alert:
Medicaid Rebate Program,” with the following precautionary statement:

The exclusion of nominal prices from BP [best price] calculations was primarily
intended to avoid a chilling effect on manufacturers’ in-kind contributions to
charitable programs. CMS has adopted a bright-line rule that a nominal price is
any price lower than 10% of AMP for the quarter. . . . Clients should also be
careful if relying on nominal price in ordinary commercial situations where the
absence of a purchase requirement might be questioned, because the exclusion of
nominal prices is likely to be interpreted narrowly by CMS and it could be an
area of potential inquiry on audit.

It appears to us that language in the explanatory material submitted by the
Committee during consideration of OBRA 1990 and the subsequent Senate Committee
on Aging report support the rationale and Congress’s intent to limit the use of the NPE to
charitable purposes. Congress most certainly did not intend for manufacturers to use the
NPE as a marketing tool. Recognizing that nominal price is not defined by statute and
that the definition adopted by CMS did not limit its applicability to charitable
organizations, Congress enacted the DRA provisions requiring manufacturers to report

¢ The Committee does not have the original draft amended Master Agreement, but obtained this definition
from the American Bar Association’s response to the proposed amendments.




information on sales at nominal price to the Secretary and specifying the entities to which
the nominal price exception applies.

Nominal Pricing Observations

1. Most Manufacturers Surveyed Used the NPE Inconsistent with Congressional Intent

Based on the information provided to the Committee by the manufacturers
surveyed, it appears the pharmaceutical industry’s practice with respect to the NPE can
be grouped into three general categories: 1) manufacturers that appeared not to use the
NPE; 2) manufacturers that appeared to use the NPE consistent with Congressional
intent; and 3) manufacturers that appeared to use the NPE inconsistent with
Congressional intent. Four manufacturers fell into category 1, three fell into category 2,
and the majority of the manufacturers—12 out of 19—fell into category 3.

Manufacturers J, L, O and R, reported that they did not use the NPE.
Manufacturer R, however, stated that it ““. . . may consider use of the NPE under
circumstances where it is commercially useful to do so and where it can be offered for all
sales of a particular product to the relevant customer or customers for a period of at least
one full calendar year.” All 19 manufacturers reported having charitable organizations in
their customer base and no manufacturers reported refraining from nominal pricing
because it was ambiguous. Manufacturers L and R indicated that although they did not
use the NPE, they provided their products for free through patient assistance programs
and other organizations.

Manufacturers C, G, and M provided information to the Committee that appeared
to demonstrate use of the NPE consistent with Congressional intent. Manufacturers C
and G sold drugs at nominal prices exclusively to not-for-profit organizations and did not
place any conditions on sales at nominal prices. These manufacturers did not make
nominal prices available to any not-for-profit organizations and only a very limited
number of drugs were made available at nominal prices. In addition, Manufacturer C
only offered nominal pricing for a limited period and did not offer any of its drugs for
sale at a nominal price at the time of the Committee’s inquiry. Manufacturer M had a
general policy not to offer its drugs for sale at nominal prices, but continued to offer a
drug it acquired to a single not-for-profit organization pursuant to a pre-existing
agreement.

Twelve manufacturers—A, B, D, E,F, H, I, K, N, Q, P, and S— provided
information to the Committee that appeared to demonstrate use of the NPE inconsistent
with Congressional intent. Information regarding use of the NPE inconsistent with
Congressional intent is discussed more fully below.

2. Most Manufacturers’ Policies Did Not Reflect Use of the NPE for Charitable
Purposes

Not one of the 19 manufacturers surveyed had written policies or procedures that
addressed use of the NPE; however, several manufacturers provided policies, operations




procedures, best price assumptions, or similar documents that explicitly defined nominal
price and/or addressed the inclusion of nominally priced drugs in calculating best price.
Most manufacturers provided a description of their nominal pricing policy, but this was
typically limited to a description of how pricing practices/proposals/contracts are
evaluated or a statement that the company does not routinely make sales involving the
NPE. Most manufacturers’ policies did not reflect an intent to use the NPE for charitable
purposes. The policy descriptions provided by the manufacturers surveyed included the
following statements:

“[Manufacturer Q] does not routinely make sales at nominal price, therefore we
are not able to describe in detail the factors and circumstances which
[Manufacturer Q] takes into account in determining whether sales of covered
outpatient drugs should be made at prices that are considered to qualify for the
nominal price exception. Instead, [Manufacturer Q) would review each
transaction on a case-by case basis to ensure that the transaction met all legal
requirements and that the transaction had a rational business purpose...”

“Contract Prices that are less than 10% of a quarter’s Average Manufacturer
Price (“AMP”) are excluded from Best Price.” [Manufacturer P]

“Some products in [Manufacturer P’s] product line have generic alternatives, and
[Manufacturer P] sometimes elects to lower prices to establish price parity with
generic products. From time to time, this price matching may have resulted in a
price that could be calculated as nominal according to the definition set forth in
the statutes. [Manufacturer P] has generally applied the NPE to these prices.”

“Specific pricing at ten percent of AMP or less is not offered as a condition of
sale; however, when various discounts or other price concessions for a particular
customer are aggregated, it may be that some portion of the total price reduction
may be conditioned on the promise to purchase one or more additional drug
products. We note that such offers are contemplated by and protected by
elements of federal law, to the extent that certain conditions are met.
[Manufacturer F]

In addition, only two manufacturers—G and I—specifically described the types of
entities eligible for the NPE and only Manufacturer I specifically indicated that its policy
was to use the NPE for charitable purposes.

3. Most Manufacturers Used the NPE for Products in the Best-Selling Classes of Drugs

The Committee obtained information regarding 84 drugs that were offered at
nominal prices by the manufacturers surveyed. Eighteen of these products were among
the eight best-selling classes of drugs. Ten of the 15 manufacturers that offered nominal
pricing offered at least one of these drugs at the NPE. Three manufacturers only offered
nominal pricing for their products in the eight best-selling classes of drugs. Of at least 30
drugs still offered at nominal prices as of March 2005, four were in the eight-best selling
classes.




Two of the three manufacturers that used the NPE consistent with Congressional
intent offered nominal pricing on drugs from the eight best-selling drug classes.
Manufacturer C offered nominal pricing on only one drug and, of the three drugs offered
by Manufacturer G at nominal prices, two were in the eight best-selling classes.

4. Hospitals Appeared to be the Primary Recipients of Nominal Pricing

Hospitals appeared to be the primary recipients of nominal prices offered by those
manufacturers that used the NPE consistent with Congressional intent. For those
manufacturers that provided nominal prices only to not-for-profit entities, the NPE was
only available to select not-for-profit entities. Manufacturer C offered nominal pricing to
disproportionate share hospitals (DSH) that were participating covered entities in the
340B program, acute care teaching hospitals, and Federal government facilities
purchasing from the Federal Supply Schedule. Manufacturer G offered nominal pricing
“only with respect to certain of its products and only for certain not-for-profit hospitals.”

Hospitals were also the primary recipient of nominal pricing offered by those
manufacturers whose use of nominal pricing appeared inconsistent with Congressional
intent. Of the 12 manufacturers that offered nominal pricing to both for-profit and not-
for-profit customers, six manufacturers indicated that hospitals were their only, or main,
recipients of nominal prices. Another three manufacturers indicated that HMOs were
offered nominal pricing. Some manufacturers identified the types of hospitals that
received nominal pricing, which included acute care hospitals, DSH hospitals, teaching
hospitals, and public hospital systems. Other recipients of nominal pricing identified by
the manufacturers surveyed included Public Health Service covered entities, entities that
serve the uninsured and organizations that offer family planning services.

By making the NPE available almost exclusively to hospitals, it appears
manufacturers may have encouraged use of their drugs to the exclusion of competing
products. They may also have created a spillover effect whereby patients who received
their drugs while in the hospital continued to use them after discharge. Based on the
information provided by manufacturers, the Committee cannot conclude that the primary
intent of those manufacturers offering nominal pricing to hospitals was to compete
against other manufacturers’ products or create a spillover effect. However, other
information obtained by the Committee suggests that the use of nominal pricing in
hospitals may increase demand for a product outside the hospital setting.

For instance, comments submitted to the VA in response to its efforts to narrow
the definition of nominal price acknowledge that market penetration was the primary goal
of providing nominal pricing to hospitals. The American Bar Association and at least
one law firm representing a manufacturer, wrote to the VA concermning the nominal price
definition in VA’s 2000 draft Amended Master Agreement, and stated: “Nominal prices
have historically been granted to entities that do not fit within the VA’s narrow
definition. For example, a manufacturer may grant nominal prices to hospitals in order to
penetrate an established market . . .”

5. Most Manufacturers Did Not Differentiate Between For-Profit and Not-for-Profit
Entities




Although many of the hospitals and other organizations that were offered nominal
prices may have been not-for-profit companies, not one of the manufacturers surveyed
indicated that this was the reason for offering nominal pricing. The Committee asked the
12 companies that appeared to use nominal pricing beyond Congressional intent to
identify differences in the way they treated for-profit and not-for-profit customers with
respect to determining eligibility for nominal pricing. One manufacturer did not address
the question, and the remaining 11 manufacturers indicated that there was no difference
in how for-profit and not-for-profit organizations were treated. The following are sample
responses from a few of these manufacturers:

“Purchasers are not limited to non-profit entities.” (Manufacturer P)

“In offering nominal pricing, [Manufacturer A] does not distinguish between for-
profit and not-for-profit entities, consistent with the Medicaid rebate statute and
the Medicaid rebate agreement.”

“[Manufacturer B] has not made distinctions between for-profit and not-for-profit
hospitals when determining eligibility for nominal prices.”

6. A Charitable Purpose Was Rarely a Factor When Offering Nominal Pricing

The Committee asked manufacturers to describe the factors and circumstances
taken into account when determining whether sales of covered outpatient drugs should be
made at nominal prices. Only one of the 15 manufacturers that reported using the NPE
indicated that the existence of a charitable purpose was a factor considered when offering
nominal pricing, while most manufacturers that reportedly used the NPE indicated that
competitive market factors were taken into account when offering nominal pricing. Four
manufacturers did not indicate to the Committee the factors and circumstances they took
into account when offering nominal prices. One manufacturer reported that it used
nominal pricing on a case-by-case basis when all legal requirements were met and a
rational business purpose existed. Seven manufacturers listed a variety of factors,
including: the business or competitive environment for a product; the degree of formulary
control exercised by eligible customers; potential to increase patient access to the
product; health outcomes information; and patient population, affordability and public
policy considerations.

The following statements were made by manufacturers that indicated factors other
than a charitable purpose, such as competitive marketing, when determining whether
sales of covered outpatient drugs should be made at prices that are considered to fall
within the NPE:

“[Manufacturer I] may offer Nominal Pricing on Multiple Source Drugs (i) to
meet generic pricing on that same drug or (ii) to government entities and to not-
for-profit institutions for charitable purposes.”

“. .. .[ Manufacturer P] sometimes elects to lower prices to establish price parity

with generic alternatives to its products. From time to time, this pricing parity
may have resulted in a price that could be calculated as nominal according to the
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definition set forth in the Medicaid Rebate Agreement, and in such instances,
[Manufacturer P] has applied the NPE to these prices.”

“[Manufacturer E was presented with credible evidence of] a price offer from a
generic manufacturer that was nominal relative to the Company’s pricing
structure for [drug). The Company exercised its right of first refusal and entered
into a contract to sell [drug] to [customer] at the low price, hoping to maintain
brand loyalty through [customer’s] significant presence in the market.”

“Again, the determinative criteria were the competitive product pricing and the
degree of formulary control involved.” (Manufacturer S)

“IManufacturer K] consider[s] the market for the product (e.g., sites of demand,
training medical practitioners, ability to influence prescriber or patient behavior,
or formulary position), the nature of the customer, and the competitive

_ environment (existence of generic or lower cost competition).”

“When determining whether and to whom sales of covered outpatient drugs
should be made at nominal prices, as that term is defined in the rebate statute and
rebate agreement, [Manufacturer A] takes into account the relevant customer(s)
and the relevant economic and market conditions for sale of that particular
product. For example, [Manufacturer A} will consider the overall pricing strategy
for the product, the performance and pricing of competitive products, other
discounts offered on the product, the type of customer, the potential to increase
patient access to the product, and the effect of any discounts (nominal or
otherwise) on net sales.”

“The existence of alternative products has generally been a factor in
[Manufacturer N’s] contracts with nominal pricing in that [Manufacturer N]
typically entered into those contracts at or near the time of patent expiration for
certain products in order to try to retain sales in the face of competition from
generic alternatives. While far less common, [Manufacturer N] has also from
time to time entered into nominal pricing arrangements for certain products not
facing generic competition in situations involving alternative products, such as
situations involving nominal pricing from a competitive branded product.”

[Manufacturer H] takes a number of factors into consideration in developing
pricing and contracting strategies, including any decisions about whether nominal
pricing would be included in our strategies. Those factors include, among others,
the business environment for a specific product, the number of competing
products, health outcomes information, patient population, competitor pricing,
affordability, and public policy considerations.

7. Nominal Pricing Agreements Frequently Included Market Share Requirements

A majority of the 15 manufacturers that reported using nominal pricing placed

conditions or limits on the offer of nominal pricing. The Committee asked manufacturers
what types of contractual arrangements govern their company’s drug sales that fall under
the NPE and specifically mentioned market share requirements and single quarter
nominal pricing. Three manufacturers—F, G, and Q—did not provide information on the
contractual terms associated with nominal pricing. Another three manufacturers—C, E,
and M—indicated that there are no conditions attached to their offers of nominal pricing,
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and one manufacturer—B—stated that, except for nominal price contracts with DSH
hospitals, contracts for sales at nominal prices generally included a market share
requirement. The remaining eight manufacturers—A, D, H, I, K, N, P, and S—all
indicated that contracts for sales at nominal prices involved one or more of the following
requirements or arrangements: market share requirements, volume requirements, nominal
prices offered only for a single quarter of the year, formulary placement requirements,
and unrestricted access requirements. Examples of manufacturer’s statements about
these terms follow:

“Contracts offering Nominal Pricing may include a market share percentage
provision.” (Manufacturer I)

“Generally, [Manufacturer A] pricing to institutional customers, including
hospitals, conditions discounts on various factors such as agreements to make
products available to patients on a less restrictive basis than would otherwise be
the case and market share performance criteria.”

‘Market share requirements may or may not be the basis for some of a series of
discounts or other price concessions that may result in NPE pricing.”
(Manufacturer F)

“A market share percentage is included in [Manufacturer B’s] contracts with
hospitals as a requirement for eligibility for nominal pricing.”

“Certain historical contracts that included nominally priced products required
formulary access for the nominally priced product, and/or for some or all of the
other products in the contract.” (Manufacturer N)

“Certain historical contracts that included nominally priced products may have
required, in addition to formulary access or availability, the customer to make a
greater commitment to using the nominally priced and/or certain other products
in the contract by granting them ‘preferred’ or ‘exclusive’ positioning.”
(Manufacturer N)

All of these conditions or terms appear designed to increase the use of the product being
offered at a nominal price. The Committee believes that the inclusion of such terms in
nominal pricing contracts signals that the primary intent of the nominal price offer was to
increase market share, and was therefore inconsistent with Congressional intent.

Use of the NPE May Be Declining

As of March 2005, most of the manufacturers that reported using the NPE
indicated that they had reduced their use, stopped using it, or planned to stop using it
once existing NPE contracts expired. While most of the practices uncovered would not
be permitted under the DRA, only two manufacturers did not indicate an intention to
eliminate or limit use of the NPE. Five manufacturers no longer used the NPE at all, and
eight manufacturers had reduced or limited their use of the NPE. One manufacturer
explained that it was reducing use of the NPE because it originally used nominal pricing
only in an effort to meet price competition from a competitor that was offering its
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products at nominal price. Two manufacturers explained their decision to stop using
nominal pricing as follows:

“[Manufacturer N] discontinued its nominal pricing practices after concluding
that the technical and administrative complexity and cost needed to sustain the
nominal pricing programs outweighed the limited commercial benefits of
preserving such programs.”

“[Manufacturer S] evaluated the commercial results of each of its nominal price
contracts and determined that these discounts were not commercially justified.”

As with some manufacturers’ rationale for offering nominal pricing, the rationale offered
for discontinuing nominal pricing also appear related to pricing or business strategies.

We respectfully submit these findings and observations to assist CMS as it
considers crafting further guidance to address the use of the nominal price exception as a
marketing tool. In addition, we respectfully request that CMS keep the Committee fully
informed regarding the development of additional guidance and/or regulations pertaining
to the NPE. Finally, please let us know whether or not further statutory changes may be
necessary to address our shared concern regarding the NPE.

We look forward to hearing from you regarding the contents of this letter by
February 15, 2007. In particular, we are interested in your addressing the reason why, in
the proposed rule, the Secretary was not given the full authority Congress intended. Any
questions or concermns should be directed to our Committee Staff,

. All correspondence should be sent via facsimile to
(202) 228-2316 (majority) and (202) 228-2131 (minority), and original by U.S. mail. All
formal correspondence should be sent via electronic transmission in PDF format to
or via facsimile to (202) 228-2131 and original

by U.S. mail.
Sincerely,
Max Baucus Charles E. Grassley
Chairman Ranking Member
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February 20, 2007

AND ELECTRONIC SUBMISSION

Leslie V. Norwalk, Esq.

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Avcnuc, SW
Washington, D.C. 20201

RE: Comments on the Medicaid Drug Program Proposed Rule;
I1. Exclusion from Best Price of Certain Sales at a Nominal
Price — Section 447.508; File Code CMS-2238-P

Dear Ms. Norwalk:

The Planncd Parenthood Federation of America (*Planned Parenthood™) is pleased to
submit these comments on the Medicaid Drug Program Proposed Rule (*“Proposed Rule™),
published December 22, 2006 at 71 FR 77174 et seq. Specifically, Planned Parenthood submits
these comments regarding the Proposed Rule’s treatment of §6001(d)(2) of thc Deficit Reduction
Act of 2005 (“DRA™) regarding nominal sales.

Planned Parenthood is the nation's leading nonprofit reproductive health care provider to
the uninsured and underinsured. With 117 affiliates operating more than 860 health centcrs
nationwide, nearly five million women, men, and teens rely on Planned Parenthood each year for
essential reproductive hcalth care services. Planned Parenthood is committed to providing thesc
services regardless of the paticnt’s ability to pay. Central to Planned Parenthood’s services is the
provision of oral contraccptive medications. Millions of women rcceive these vital drugs from
Planned Parenthood clinics each year for free or at priccs below the market rate.

As written, the Proposed Rulc is seriously deficient and clearly not 