STATE OF WISCONSIN CIRCUIT COURT DANE COUNTY

Branch 7
)
STATE OF WISCONSIN )
)
Plaintiff, )
)
v. ) Case No. 04-CV-1709

) Unclassified - Civil: 30703
AMGEN INC,, et al., )
)
Defendants. )
)

DEFENDANT DEY, INC.’S RESPONSES AND
OBJECTIONS TO PLAINTIFF’S THIRD SET OF DOCUMENT REQUESTS

PLEASE TAKE NOTICE that Defendant Dey, Inc. (“Dey”) hereby responds and
objects to Plaintiff the State of Wisconsin (“Plaintiff,” the “State,” or “Wisconsin”)’s Third Set
of Document Requests propounded to all Defendants, dated November 8, 2005 (the “Document

Requests™):
GENERAL OBJECTIONS AND RESERVATION OF RIGHTS

1. Any response is made without waiving or intending to waive, but to the contrary
intending to preserve and preserving: (a) the right to object, on the grounds of competency,
relevancy, materiality, privilege, or admissibility as evidence for any purpose, or any other
ground, to the use of the documents or information produced or provided in this or any
subsequent or other proceeding; and (b) the right to object on any ground to other requests for
documents, interrogatories, or other discovery proceedings involving or relating to the subject
matter of the Document Requests.

2. The information contained herein and any documents supplied in connection with

the Document Requests are for use in this litigation only and shall be used for no other purpose.
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3. Where Dey states herein that it will produce documents, it will produce such
documents pursuant to the Wisconsin Rules of Civil Procedure and pursuant to the Temporary
Qualified Protective Order, entered on May 11, 20035, in the action entitled State of Wisconsin v.
Abbott Laboratories, et al., in the Circuit Court of Dane County, Wisconsin (the “Protective
Order”), to the extent such documents exist and can reasonably be obtained.

4. The responses made herein are based on Dey’s investigation to date of those
sources within its control where it reasonably believes responsive information may exist,
including a reasonable number of outside sales representatives. Dey reserves the right to amend
or supplement these responses in accordance with applicable rules and court orders.

5. Dey objects to the Document Requests to the extent they seek information
concerning documents or things not within Dey’s possession, custody, or control.

6. Dey objects to the Document Requests to the extent they impose on Dey an
obligation to search or produce electronic mail (“email”) or other electronically stored data in
any format on the grounds that such Document Requests are overly broad, unduly burdensome,
harassing, and not reasonably limited in scope. Dey will confer with Plaintiff to determine a
mutually agreeable protocol for Dey and Plaintiff to respond to Document Requests concerning
information contained in electronic mail and electronic data.

7. Dey objects to the Document Requests to the extent they seek deposition
testimony and witness statements that are subject to protective orders in other jurisdictions.

8. Dey objects to the Document Requests to the extent they seek information
constituting confidential or proprietary information, including, without limitation, customer
identities, customer pricing, customer purchasing habits, trade secrets, and information of a
commercially sensitive nature or that is protected from disclosure by statute. Dey will provide

such information pursuant to the Protective Order.
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9. Dey objects to the Document Requests as overly broad, unduly burdensome, and
not reasonably calculated to lead to discovery of admissible evidence to the extent they seek
documents or information concerning pharmaceutical products not at issue in this litigation. Dey
will provide documents and information relating only to pharmaceutical products identified in
the Amended Complaint, namely generic forms of acetylcysteine, albuterol sulfate, cromolyn
sodium, and metaproterenol sulfate.

10.  Dey objects to the Document Requests as overly broad, unduly burdensome, and
not reasonably calculated to lead to the discovery of admissible evidence to the extent they seek
documents or information concerning any discontinued product dated after the date of such
product’s discontinuation.

11. Dey objects to the Document Requests to the extent they seek information
concerning branded drugs.

12.  Dey objects to the Document Requests as overly broad, unduly burdensome, and
not reasonably calculated to lead to discovery of admissible evidence to the extent they purport
to seek information covering a period of more than 13 years — i.e., from January 1, 1993 to the
present.

13.  Dey objects to the Document Requesfs as overly broad, unduly burdensome, and
not reasonably calculated to lead to admissible evidence to the extent they purport to seek
information or documents dated prior to the periods of statutory limitation applicable to the
claims in the Amended Complaint. Dey further objects to the Document Requests to the extent
they seek information or documents created after the filing of the Complaint on June 3, 2004.

14. Dey objects to the Document Requests to the extent they purport to impose on

Dey obligations that exceed those imposed by the Wisconsin Rules of Civil Procedure.
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15.  Dey objects to the Document Requests to the extent they seek information
protected by the attorney-client privilege, the medical records privilege, the work product
doctrine, the consulting expert privilege, third-party confidentiality agreements or protective
orders, or any other applicable privilege, rule, or doctrine.

16. Dey objects to the Document Requests to the extent they are unduly burdensome,
overbroad, oppressive, or seek information irrelevant to this action or not reasonably calculated
to lead to the discovery of admissible evidence.

17.  Dey objects to the Document Requests to the extent they are duplicative or
redundant.

18.  Dey objects to the Document Requests to the extent they seek information that is
duplicative of other materials that Dey will produce in response to Plaintiff’s document
demands.

19.  Dey objects to the Document Requests to the extent they are vague, ambiguous,
or do not identify with sufficient particularity the information sought.

| 20.  Dey objects to the Document Requests to the extent they seek information
relating to health insurance programs not relevant to the allegations in the Amended Complaint
on the grounds that such information is neither relevant to the issues in this action nor reasonably
calculated to lead to the discovery of admissible evidence.

21.  Dey objects to the Document Requests to the extent they seek information
relating to Dey’s activities that are outside the scope of the allegations in the Amended
Complaint.

22.  Dey objects to any implications and to any explicit or implicit characterization of
facts, events, circumstances, or issues contained in the Document Requests. Any response by

Dey is not intended to indicate and does not indicate that Dey agrees with any such implication
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or any such explicit or implicit characterization of facts, events, circumstances, or issues
contained in the Document Requests, or that such implication or characterization is relevant to
this action.

23.  Dey hereby incorporates by reference as if fully set forth herein any objection or
reservation of rights made by any co-defendant in this action to the extent such objection or

reservation of rights is not inconsistent with Dey’s position in this litigation.

OBJECTIONS TO DEFINITIONS AND INSTRUCTIONS

24.  Dey objects to Plaintiff’s definition of “You”, “Your” and “Your Company” on
the grounds that it is overly broad and unduly burdensome. Dey further objects to this definition
to the extent it includes entities and persons that are not parties to this action.

25.  Dey objects to Plaintiff’s definition of “Document” and “Documents” on the
grounds that it is vague, ambiguous, and overbroad. Dey further objects to this definition to the
extent it includes documents that are protected by the attorney-client privilege, the work product
doctrine, or any other applicable doctrine or privilege. Dey further objects to this definition to
the extent it seeks to impose obligations on Dey that are greater than, or inconsistent with, Dey’s
obligations under the Wisconsin Rules of Civil Procedure. Dey further objects to this definition
to the extent it purports to include within its scope documents or information containing or
consisting of proprietary information, trade secrets, or information of a competitively sensitive
nature.

26.  Dey objects to the definition of any word or phrase defined in the
“DEFINITIONS” section but not thereafter used in any of the Document Requests on the
grounds that such definition is irrelevant and prolix.

27.  Dey objects to the instructional paragraphs preceding the individual Document
Requests (the “Instructions”) on the grounds that the Instructions are vague, ambiguous, and

overly broad. Dey further objects to the Instructions as unduly burdensome to the extent they
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seek to impose on Dey obligations inconsistent with, or greater than, Dey’s obligations under the

Wisconsin Rules of Civil Procedure.

SPECIFIC RESPONSES AND OBJECTIONS TO THE DOCUMENT REQUESTS

The General Objections and Reservations of Rights and the Objections to
Definitions and Instructions stated above apply to and are incorporated into each and every
individual response to the individual Document Requests set forth below, whether or not
expressly incorporated by reference in any individual response. Dey also responds and objects

specifically to the individual Document Requests as follows:

DOCUMENT REQUESTS

REQUEST NO. 7

All documents listed in Appendix A attached hereto in unredacted form. Each of these
documents 1s identified in the Third Amended Master Consolidated Class Action Complaint
Amended to Comply With the Court’s Class Certification Order on the page listed in Appendix
A and with the bates number identified in Appendix A. (Those without bates numbers are
otherwise identified, e.g., paragraph 290).
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DEY’S RESPONSE AND OBJECTIONS

Dey objects to this document request as overly broad, unduly burdensome, and
not reasonably calculated to lead to discovery of admissible evidence to the extent it seeks
documents or information concerning pharmaceutical products not at issue in this litigation. Dey
also objects to this document request to the extent it seeks proprietary information, trade secrets,
or information of a competitively sensitive nature. Dey further objects to this document request
to the extent it seeks information protected from disclosure by the attorney-client privilege, the
work product doctrine, third-party confidentiality agreements, or any other applicable doctrine or
privilege. Dey also objects to this request to the extent it purports to impose on Dey obligations
that exceed those imposed by the Wisconsin Rules of Civil Procedure. Dey further objects to
this request to the extent it seeks information that is duplicative of other materials Dey will
produce in response to Plaintiff’s discovery requests.

Subject to and without waiving the foregoing general and specific objections, Dey
states that it has produced or will produce the documents in its possession that are responsive to
this Request (specifically, those documents bearing the Bates-stamps DL-CA-001201; DL-CA-
00080; DL-TX-0014029; DL-TX-0014439; OEI-03-01-00410; DL-TX-0011179; DL-TX-
0004775; and DL-TX-0024844).

REQUEST NO. 8

Documents discussing or concerning the policy and practice of each defendant concerning the
disclosures providers and pharmacy benefit managers may make of the drug price information
they receive from the defendant or drug wholesalers from 1993 to the present.
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DEY’S RESPONSE AND OBJECTIONS

Dey objects to this document request as overly broad and unduly burdensome
because it, inter alia, is not limited to the State of Wisconsin and seeks documents or information
concerning pharmaceutical products not at issue in this litigation. Dey further objects to this
document request as vague and ambiguous because, inter alia, it contains numerous terms that

2% ¢

are themselves vague, ambiguous, or undefined, including “policy,” “practice,” “disclosures,”
“providers”, “pharmacy benefit managers”, and “drug price information”. Dey objects to this
Request to the extent it seeks documents that are in the possession of third parties. Dey also
objects to this document request to the extent it seeks proprietary information, trade secrets, or
information of a competitively sensitive nature. Dey further objects to this document request to
the extent it seeks information protected from disclosure by the attorney-client privilege, the
work product doctrine, third-party confidentiality agreements or protective orders, or any other
applicable doctrine or privilege. Dey also objects to this document request to the extent it seeks
information concerning documents or things not within Dey’s possession, custody, or control.
Dey further objects to this document request to the extent it seeks information concerning
branded drugs.

Subject to and without waiving the foregoing general and specific objections, Dey
states that it has produced customer contract files that may contain documents that are

responsive to this Request.

REQUEST NO. 9

Exemplar agreements between each defendant and providers and pharmacy benefit managers
applying defendants’ policies and practices relating to the disclosures such entities may make of
the drug price information they receive from defendant or wholesalers.
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DEY’S RESPONSE AND OBJECTIONS

Dey objects to this document request as overly broad and unduly burdensome
because it, inter alia, is not limited to the State of Wisconsin and seeks documents or information
concerning pharmaceutical products not at issue in this litigation. Dey further objects to this
document request as vague and ambiguous because, inter alia, it contains numerous terms that

2% 66

are themselves vague, ambiguous, or undefined, including “disclosures,” “practices and

policies,” “exemplar agreements”, “providers”, “pharmacy benefit managers”, and “drug price
information”. Dey also objects to this document request to the extent it seeks proprietary
information, trade secrets, or information of a competitively sensitive nature. Dey further
objects to this document request to the extent it seeks information protected from disclosure by
the attorney-client privilege, the work product doctrine, third-party confidentiality agreements or
protective orders, or any other applicable doctrine or privilege. Dey also objects to this
document request to the extent it seeks information concerning documents or things not within
Dey’s possession, custody, or control. Dey further objects to this document request to the extent
it seeks information concerning branded drugs.

Subject to and without waiving the foregoing general and specific objections, Dey
states that it has produced customer contract files that may contain documents that are

responsive to this Request.

REQUEST NO. 10

Any sworn statement or deposition of any current or former employee or agent relating to any
claim or investigation about or connected with: a) whether the defendant’s published Average
Wholesale Price (AWP) was or is inaccurate, or b) whether the defendant’s published Wholesale
Acquisition Cost (WAC) was or is inaccurate, or ¢) whether the defendant misrepresented its
Average Wholesale Price or Wholesale Acquisition Cost to any publication, person, entity, or
official, or d) whether the defendant violated a federal “best price” law or regulation, or )
whether the defendant’s agents furnished free samples to providers for improper reasons.
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DEY’S RESPONSE AND OBJECTIONS

Dey objects to this document request as overly broad and unduly burdensome
because it, inter alia, is not limited to the State of Wisconsin and seeks documents or information
concerning pharmaceutical products not at issue in this litigation. Dey further objects to this
document request as vague and ambiguous because, inter alia, it contains numerous terms that
are themselves vague, ambiguous, or undefined, including “Average Wholesale Price”,
“Wholesale Acquisition Cost”, “federal ‘best price’ law or regulation”, “free samples”, and
“improper reasons.” Dey also objects to this request to the extent it seeks deposition testimony
and witness statements that are subject to protective orders in other jurisdictions. Dey further
objects to this document request to the extent it seeks information protected from disclosure by
the attorney-client privilege, the work product doctrine, third-party confidentiality agreements or
protective orders, or any other applicable doctrine or privilege. Dey also objects to this
document request to the extent it seeks information concerning documents or things not within
Dey’s possession, custody, or control. Dey further objects to this document request to the extent
it seeks information concerning branded drugs. Dey also objects to this document request to the
extent it purports to impose on Dey obligations that exceed those imposed by the Wisconsin
Rules of Civil Procedure.

Subject to and without waiving the foregoing general and specific objections, Dey
states that it will produce depositions of current and former Dey employees or agents that were
deposed in actions related to AWP, subject to any protective orders which may bar production of

such depositions.

NYO01/GIULA/1075493.1 10



Dated: January 9, 2006

Of Counsel:

Paul F. Doyle

Christopher C. Palermo

Antonia F. Giuliana

KELLEY DRYE & WARREN LLP
101 Park Avenue

New York, New York 10178

(212) 808-7800
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Respectfully submitted,

- 0oA,, et

Johy/Markson (State Bar No. 1018620)
John Moore (State Bar No. 1010235)

Bell, Gierhart & Moore, S.C.
44 East Mifflin Street

P.O. Box 1807

Madison, WI 53701

Counsel for Defendant
Dey, Inc.
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/\ DeEY LABORATORIES

2751 Napa Vailey Gomorate Drive

(DEY, Regontt
‘ - ) TEL.I7071 224-3200 FAX (707} 204-8918

January 13, 1986

Ms. Beth Raider

First Data Bank

1111 Bayhill Drive
San Bruno, CA 94066

New Product Announcement: DEY Ipratropium Bromide Inhalation Solution

DEY Laboratories is pleased to introduce IPRATROPIUM BROMIDE INHALATION SOLUTION, a
generic alternative to Atrovent® Inhalation Solution. DEY lpratropium Inhalation Solution is AN rated
{see attached FDA ANDA approval #74-755). 1t is manufactured in our Napa facility and is backed by
our commitment to guality, competitive pricing, and customer satisfaction.

Effective immedistely, please update your database to reflect the introduction of this new DEY
product as follows:

49502.685-03 | ipratropium 25mL | 0.5mgr25mL | 25 12 | s44.10 | $2550
Bromide inhaiation .
Solution 0.02%

49502-685-60 Ipratropium 25mL | 05marsmL | 60 12 | $10560 | $60.90
Bromide Inhalation | . :
Solafion 0.02%

We began shipping the product on January 10, 1997, Attached are package labeling and full
prescribing information for your reconds,

Please fill out the attached form when you have finished loading the product into your database and
fax it back to me at the number shown on the form. Should you require further information, please
feel free to contact me at (800} 755-5560 extension 745.

Sincerely yours,

C:;QM\ pL - CA 00120

Todd Galles

Senior Product Manager .
9 CONFIDENTIAL

AM&&WW&BWMW e,
Please see attached full prescribing information

A @ Lipha Armericas Company
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DEY LABORATONIES _ U’“‘ & ,;{ 4}& 1220095
2571 Napa Valley Corporate Drive QU‘ {(i(‘ ,1‘(?" &
Napa, CA 94558 TR {\g,x‘
1.800-755-6560 e N
?35. {N{i
6/‘1‘" iﬁ‘ MCKESSON DRUG COMPANY
oK o, Brand Suggeried | Sowrce | % Discomnt
Econa  |Gerveric Name Strength Size o, | Product#] Name AWP WAL Sell Price | NetPrice | fromWAD
3286028 |Acstylcystelne Solution 0% L. 12 | 18104 ]Mucomyst] 67.80) 25.80 18.00 548] -400%)
3284007 |Acetyloysteine Solution 1% | 1om 3 | 18110 |Mucomyst| 40.26f 1527 13.50 10,66 0.0
3226265 {Acetyloysteine Sokution W | aoml 3 | 18130 |Mucomyst| t1048] 4187 3350 | 27.28 35,
2288044 |Acetyleysieine Solution 20% 4l 12 | 18204 | Mucomyst] 8138 3108 2160 25| 400w}
2474112 [Acetyieysteine Solution , 20% 10mL 3 | 18210 |Mocomyst| 4868| 1887 16.20 28} a00%|
3288143 |Acetyloysteine Solution 20% | somi 3 | 18230 |wucomyst{ 13343 5064 .50 3202 35.0%]
3225323 |Acetyloysteine Solution 20% | 100ml 1 | 18200 {mwcomyst] o221] 7560 59.90 4554 -40.0%
1615160 JAbuterol Sultate inhatation Soln. 0.083% amL 25 | 60703 | Provents | 30257 1450 1200 | 10.25 283w
1460233 JAibuterot Sulfate Inhatation Soin. 0.083% aml a0 | 60793 of 3s30] 1740 14.40 1230 2%
2442119 |Albuterc! Sulfate Intatation Soln. 0.083% am. 86 | 89780 | ventolin | 7260] aaso| - 2emo|  2as0|  -2m7%|-
1962568 |Cromolyn Sodium Tahalstion, USP 120 mg#2 mt. 2L 60 | 6802 | ima | 4200 24320 2800] ° 2588 2505
1181603 {Gromolyn Sodium inhatation, USP |20 2 . 2. @0 | eestz | it pao0] 6600 58.00 51,30 223%]
3427804 [Metapraterenct Sullate Inhatation Soln. 04% | 25m 25 | 67603 | Awpent | 3075| 11.00 10.00 | 6.54 215%]
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Ve DEY LABORATORIE!

- EY 2751 Napa Vatley Comporate Driv

~ ; Napa, CA 8485

{ ey ) TEL {707} £24-3200 FAX (707 224-891
PROFITABILITY ENHANCEMENT FOR YOU

Dey Laboratories ls plessed to present a yearjong special program for Dey's Cromalyn Sodium Inhalation Solition USP,

20 mgi2 ml., and out new lpratrepium Bromide Innalstion Solution 0.02%. 2.5 mi. (availability pending FDA approval and offict
launch date),

Fot every dollar of Dey Cromoelyn Sodium unit-dose purchased, Dey will provide free goods of either
= Cromolyn Sodium inhalation Solutien USP, 20 mgl2 mi., at 1.0 tmes the rebate amount
)R
« Ipratropium Bramide inhalation Solution 0.02%, 2.5 mL, when it launches, at 2 value of 1.5 times the rebate amount for
Cromolyn

This program will be based on demoenstrated Cromelyn Sodium Unit-Duose Solution Market Share according to the following
schedule:

50% - 60% Market Share 2% Rebate
€1% - 70% Market Share 4%, Rebate
71% - 80% Market Share 8% Rebuate
B1% « 50% Murist Share 4 :
21% + Market Share 10% Rebate

Rebate is calculated as a percentage of total quartery dollar purchases of Dey's Cromolyn Sodium nhalation Sohution USP,
20 mg/2 mi.,

ogram Requirement
» You must be able to docurnent market share and sign this agreement,

Brogram Agresment

 This offer is valid for acceptance through September 30, 1998,

« Agresment Petiod.  One Year Start.  Octlober 1, 1988 Expiration:  Septermnber 30, 1887

» Rebate Cholce: Free goods will be provided for product indicated; select one anrg Free goods product selection may not be 14

Wﬁm the term of agreernent, Q M~
Cromelyn Sedium {nhalation Selution USP, 20 mg/2 mL  (1.0x Rebate m;xm; (Credt mem lb-
e Ipratropiuim Bromide inhalation Solution O,B:.’% 25mL (1.5 x Rebate Dollars

= All prewvious contract terms and conditions shall remasin the same and are nat altered by this agte&mmt

« This rebate agreement supersedes all previous rebate agresments for Cromolyn Sodium Inhalstion Solution USP, 20 mgf2 m{;:)
between Dey and Custamer. All previcus rebate agreernents for Cramolyn Sodivm inkalation Solgtion USP, 20 mg/2 mL, willhy
cansidered null gnd void as of sffective date of this sgreement,

+ Acceptance of this affer constitites an affinmative wptmmnm by Gustommm prodwt: pumhuad under thiz offer are solely
for Custemer's *own use® as defined in the Abbott Laberstories o ptail igte ation, et al case {
U.8. 1, 95 8.Ct. 1305(1976)). Customer agress that pmdm will nct be xuid m any tmm party, exmpt tu pxﬁents semcsd thggh
Customers normal pharmacy business,

* Custarner sgrees {o repoit equivalent values to Medicaid or any other Federal or State gmm or private | insurance paymr L8

» informetion contiined in this offer is confidential and Is not ta be shared with any parties other than Dey,

- » Product availabliity for ipratropium Bromide Inhalation Soiution 0.02%, 2.5 mt. is subject to finai FDA approval and official bﬁ@h

date.

» Free goods earned In this program ars nonrelurnable.

» Customer must provide baseline market share documentation st implementation of program.
+ Custorner must attach @ sample of docurnentation used to calculate market share, Diey reserves the right to approve use of
docurnentation and corrobarate throtyh Ingependent sources,

¢ Customer Mutket Share documentation to be submitted to Dey within thirty (30) days after close of quartey,
;h.i!? shall provide the rebste quarterly, in the form of free goods, within thirty (30) days after receipt of Customer's quarterly rarket

are docurnentation,

Dey Laboratories, LP.,
By Dey Luborataries, Inc., its general pariner

Signature:
Printed Name: __R. F. Mozak
Tithe: "pnl\qf’me £L /l» r,-/!‘ -gv w" - Tithe: _, VP, Sales & Marketing

o 0 2 Date: 127189 o
M é‘z P Armme s hemam sy

wok TOTAL PRGE. B2 %k



From | BUCARIC: DEY LABS (7089788187 PHONE No. @ 788 816 6654 Nou. 26 1995 S:59PM P82

AEEN

r!“l/"li't‘.XH) R’ \‘%
i vt e w0 e e PISTO G e e i
) : kmm»: '

1 3y .
LA e Y P T A

VAN AN W Bl auree

o mee swrth LAC g i ol AL

CAnTE G e wELCe A - s/

xR e /Y (”Tﬁ"') Bodd A U tpreret

7 Cmn /< Xy ,‘f ‘ ' g A0 :J»,(/u ‘z?fijﬁﬁm

7, oy ,(/ .‘A,.{f /?(*;-z’a— ﬁ ﬁa, / c ‘;(:/;{» / /Y (/r\/(. e p :), % e

r,o S/ /3(/ 7oA /} (r(/m(f/’?d = p(/“‘/ Ce= Ong (e Y THT -
5 AT v Bem M“thw\ ¢

hES ‘~"/<E~. e fat o Loce  #e EANAN

A /;Cf v @i € ol g ho /:3{,',*(- PrIs B A
JO0s b cr 0 Cocc »(-t«_” €l ) s e A {;;(,/. bt

fw (e Lyl gm’ roTes MO el oy

N (i ber (/\ Gove & Ny AT G e 8 {”;/ i POy
Ot e wayay IF 4 “n CCler v e ‘ﬁ:‘&
PUTCh el e Cm o ﬁ Waor v ve [ §aer (S

/?m;/ % Lo Bromy, - /0/5’ <o/t

R)/{{Ag / \}
(’ ;!

oL-TX- 002’48




Department of Health and Human Services

OFFICE OF
INSPECTOR GENERAL

EXCESSIVE MEDICARE
REIMBURSEMENT FOR ALBUTEROL

Q}y 0&
Py JANET REHNQUIST
é Inspector General
% t :
I, .
Uiza MARCH 2002

OEI-03-01-00410




OFFICE OF INSPECTOR GENERAL
http://www.oig.hhs.gov/

The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, as amended,
is to protect the integrity of the Department of Health and Human Services (HHS) programs, as well as
the health and welfare of beneficiaries served by those programs. This statutory mission is carried out
through a nationwide network of audits, investigations, and inspections conducted by the following
operating components:

Office of Audit Services

The OIG's Office of Audit Services (OAS) provides all auditing services for HHS, either by conducting
audits with its own audit resources or by overseeing audit work done by others. Audits examine the
performance of HHS programs and/or its grantees and contractors in carrying out their respective
responsibilities and are intended fo provide independent assessments of HHS programs and operations in
order to reduce waste, abuse, and mismanagement and to promote economy and efficiency throughout the
Department.

Office of Evaluation and Inspections

The O1G's Office of Evaluation and Inspections (OE[) conducts short-term management and program
evaluations (called inspections) that focus on issues of concern to the Department, the Congress, and the
public. The findings and recommendations contained in the inspections reports generate rapid, accurate,
and up-to-date information on the efficiency, vulnerability, and effectiveness of departmental programs.

Office of Investigations

The OIG's Office of Investigations (OI) conducts criminal, civil, and administrative investigations of
allegations of wrongdoing i HHS programs or to HHS beneficiaries and of unjust enrichment by
providers. The investigative efforts of OI lead to criminal convictions, administrative sanctions, or civil
monetary penalties. The Of also oversees State Medicaid fraud control units which investigate and
prosecute fraud and patient abuse in the Medicaid program.

Office of Counsel to the Inspector General

The Office of Counsel to the Inspector General (OCIG) provides general legal services to OIG, rendering
advice and opinions on HHS programs and operations and providing all legal support in OI(G’s internal
operations. The OCIG imposes program exclusions and civil monetary penalties on health care providers
and litigates those actions within the Department. The OCIG also represents OIG in the global settiement
of cases arising under the Civil False Claims Act, develops and monitors corporate integrity agreements,
develops model compliance plans, renders advisory opinions on OIG sanctions to the health care
community, and issues fraud alerts and other industry guidance.




EXECUTIVE SUMMARY

PURPOSE

This report compares the amount Medicare reimburses for albuterol to the prices available to
the Department of Veterans Affairs (VA) and to acquisition costs for suppliers.

BACKGROUND

Medicare does not pay for over-the-counter or most outpatient prescription drugs. However,
Medicare Part B will cover drugs that are necessary for the effective use of durable medical
equipment. One such product, albuterol, is an inhalation drug commonly used with a nebulizer
to treat patients suffering from asthma or emphysema. Medicare paid $296 million for
albuterol in 2000. In general, Medicare reimburses a covered drug at 95 percent of the drug’s
average wholesale price. Medicare payments include both the 80 percent that Medicare
reimburses and the 20 percent coinsurance payment for which beneficiaries are responsible.

Albuterol is usually provided to Medicare beneficiaries by suppliers, who then submit claims
for reimbursement to Medicare. Suppliers can purchase drug products through group
purchasing organizations, wholesalers, and directly from manufacturers. Unlike Medicare, the
VA provides veterans with drugs purchased directly from manufacturers or wholesalers.
There are several purchase options available to the VA, including the Federal Supply
Schedule, blanket purchase agreements, and VA national contracts.

We compared Medicare’s current seimbursement amount for albuterol to amounts paid by the
VA and to acquisition costs for suppliers and wholesalers. We obtained reimbursement
amounts for albuterol from Medicare and acquisition costs from the VA. To obtain supplier
and wholesaler acquisition costs, we collected prices from wholesale catalogs, supplier
invoices, and Drug Topics Red Book.

Excessive Medicare Reimb t for Albuterel
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FINDINGS

Medicare and its beneficiaries would save $264 million a year if albuterol were
reimbursed at the median price paid by the VA

The Medicare reimbursement amount for albutero! is more than nine times greater than the VA
price. The VA purchases generic albuterol through the Federal Supply Schedule for a median
price of only $0.05 per milligram (mg), while Medicare reimburses at

$0.47 per mg. We estimate that Medicare and its beneficiaries would save $264 million a
year if reimbursement for albuterol were set at the median amount available to the VA,
Medicare beneficiaries would receive $53 million of this savings through reduced coinsurance
payments. Based on the Federal Supply Schedule, the VA’s median acquisition cost for
albutero! has fallen by more than 50 percent over the last three years, from $0.11 per mg in
1998 to $0.05 per mg in 2001. During the same time period, Medicare’s reimbursement
amount has remained constant at $0.47 per mg.

Medicare and its beneficiaries would save between $226 million and $245 million
a year if albuterol were reimbursed at prices available to suppliers

Medicare's reimbursement amount for albuterol was nearly six times higher than the median
catalog price. Like the VA, catalog prices for albuterol have fallen over the last several years,
from $0.23 per mg in 1996 to its current median price of $0.08 per mg. We found that
Medicare would save $245 million a year by basing albuterol reimbursement on the current
median catalog price. In addition, we found that the median supplier invoice price was $0.09
per mg, and the median wholesale acquisition cost reported by manufacturers was $0.11 per
mg. If Medicare based albuterol reimbursement on these prices, the program and its
beneficiaries would save between $226 million and $239 million a year.

Less than one percent of albuterol suppliers were responsible for providing the
majority of the product to Medicare beneficiaries in 2000

Medicare reimbursed 6,522 suppliers for albuterol claims in 2000. However, just 34 of these
suppliers received more than $1 million each in Medicare reimbursement for albuterol in 2000,
with five having between $11 million and $35 million in paid claims. These 34 suppliers, who
all provided home-delivery/mail-order services to beneficiaries, received 63 percent of the
Medicare payments for albuterol in 2000. Therefore, the majority of the albuterol supplied to
Medicare beneficiaries was provided by suppliers that purchase a large quantity of the

Excessive Medicare Reimbursement for Albuterol
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product. We believe that suppliers that purchase albuterol in such large quantities may receive
volume discounts from manufacturers and wholesalers.

RECOMMENDATION

Medicare should reduce excessive reimbursement amounts for albuterol

Despite numerous attempts by the Centers for Medicare & Medicaid Services (CMS) to
lower reimbursement amounts for prescription drugs, the findings of this report illustrate that
Medicare still pays too much for albuterol. We have consistently found that the published
average wholesale prices currently used by Medicare to establish reimbursement amounts bear
little or no resemblance to actual wholesale prices that are available to suppliers and large
government purchasers.

We understand that unlike most drugs covered by Medicare, albuterol is usually provided by
suppliers rather than administered by physicians. These suppliers obviously need to make a
profit from the products they provide, yet the spread between what Medicare reimburses for
albuterol and the price at which suppliers are able to purchase the drug is significant.
Retmbursement levels for albuterol not only impact the Medicare program, but also affect
Medicare beneficiaries who pay increased coinsurance amounts.

We offer the following options for reducing excessive reimbursement amounts for covered
drugs:

» Authorizing a commission (o set payment rates.

. Calculating national estimated acquisition costs based upon the average manufacturer
prices reported to the Medicaid program.

v Collecting more accurate average wholesale prices from drug pricing catalogs or other
sources.
> Increasing the discount off the published average wholesale prices.

» Basing payment on physician/supplier acquisition costs.

Excessive Medicare Reimbursement for Albuterol
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> Establishing manufacturers’ rebates similar to those used in the Medicaid program.
> Creating a fee schedule for covered drugs based on the Federal Supply Schedule.
> Using CMS’ inherent reasonableness authority.

’ Using competitive bidding,

Agency Comments

The CMS agreed that the amounts being reimbursed for drugs in the Medicare program are
excessive, and that it is clear that the payment system for outpatient drugs needs revision. The
agency noted that it must find a way to ensure that the program pays appropriately for all
Medicare benefits, including covered drugs and the services required to furnish those drugs.
The CMS went on to state that they are looking forward to working with the Congress and the
OIG to revise the Medicare payment systern for prescription drugs.

Excessive Modicare Reimb for Al ol
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INTRODUCTION |

PURPOSE

This report compares the amount Medicare reimburses for albuterol to the prices available to
the Department of Veterans Affairs (VA) and to acquisition costs for suppliers.

BACKGROUND
Medicare Coverage of Albuterol

Medicare does not pay for over-the-counter or most outpatient prescription drugs. However,
Medicare Part B will cover drugs that are necessary for the effective use of durable medical
equipment. One such product, albuterol, is an inhalation drug commonly used with a nebulizer
to treat patients suffering from asthma or emphysema. Albuterol is usually provided to
beneficiaries by suppliers, who then submit claims for reimbursement to Medicare. Medicare
paid $296 million for the unit dose form of albuterol in 2000. This total represents over 43
percent of the $683 million Medicare paid for all inhalation drugs that year. Medicare
payments include both the 80 percent that Medicare reimburses and the 20 percent
coinsurance payment for which beneficiaries are responsible.

Medicare Drug Reimbursement

The Centers for Medicare & Medicaid Services (CMS), which administers the Medicare
program, contracts with four durable medical equipment regional carriers to process all claims
for durable medical equipment and associated supplies, including inhalation drugs. Each
carrier is responsible for determining the reimbursement amount for inbalation drugs in their
respective region based on Medicare’s reimbursement methodology.

Medicare’s current reimbursernent methodology for prescription drugs is defined by Section
4556 of the Balanced Budget Act of 1997. The carriers base their reimbursement amount for
a covered drug on its average wholesale price as published in Drug Topics Red Book or
similar pricing publications used by the pharmaceutical industry. If a drug is available only as a
single brand-name product, reimbursement is calculated by taking 95 percent of the drug’s
average wholesale price. For drugs like albuterol that have both brand and generic sources

Excessive Medi Rejent for Albutersl
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available, reimbursement is based on 935 percent of the median average wholesale price for
generic sources. However, if a brand-name product’s average wholesale price is lower than
the median generic price, Medicare reimburses 95 percent of the lowest brand price.

Excessive Medicure Reimbursement for Albuterol
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Recent Attempts to Lower Medicare Drug Reimbursement

Section 4316 of the Balanced Budget Act of 1997 allows the Department of Health and
Human Services to diverge from Medicare’s statutorily defined payment method if the method
results in payment amounts which are not inherently reasonable. In late 1998, CMS regional
carriers attemipted to use this authority to lower what it considered excessive reimbursement
for several items. One of these items was albuterol, which was targeted for an 11 percent fee
reduction. However, the lower reimbursement amounts were never implemented as Congress
suspended the use of inherent reasonableness through a provision of the Medicare, Medicaid,
and SCHIP Balanced Budget Refinement Act of 1999. This provision required (1) the
General Accounting Office (GAO) to complete a study on the potential effects of using
inherent reasonableness measures, and (2) the Department of Health and Human Services to
publish new inherent reasonableness regudations based on the findings of the GAO report. The
GAO report, issued in July 2000, found that inherent reasonableness reductions for some
items were justified; however, the GAO questioned the methodology the carriers used in their
collection of pricing data for albuterol. The Department has not issued any new inherent
reasonableness regulations since the publication of the GAO report.

The CMS has also included albuterol and several other inhalation drugs in a competitive
bidding project in the San Antonio, Texas area that uses market forces to set accurate prices
for durable medical equipment and related supplies. In November 2000, CMS announced the
selection of suppliers who had submitted competitive bids for the included items. New prices
for these items went into effect on February 1, 2001, The new reimbursement amount for
albuterol set by the competitive bidding process is approximately 32 percent below the usual
Medicare price. The CMS hopes to use the results from these demonstrations more generally
n the Medicare program.

On May 31, 2000, CMS announced plans for Medicare to utilize newly available average
wholesale prices for approximately 50 drugs, including albuterol. The new prices were
developed for Medicaid through mvestigations conducted by the Department of Justice and the
National Association of Medicaid Fraud Control Units. The revised pricing data was obtained
from wholesale pricing catalogs and then provided to First DataBank, publisher of a pricing
compendium used by the pharmaceutical industry. First DataBank agreed to use the new data
when reporting average wholesale prices to the States. However, the Medicare, Medicaid,
and SCHIP Benefits Improvement and Protection Act of 2000, enacted by Congress in
December 2000, placed a moratorium on any decreases in Medicare drug reimbursement
amounts. The Act required GAO to complete a comprehensive study addressing both the
appropriateness of drug reimbursement amounts and the adequacy of current payments for
related practice expenses. The Department of Health and Human Services must then revise
CMS’ drug reimbursement methodology based on GAO’s recommendations.

Excessive Medicare Relmlb for Alh
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The GAO issued the first of two reports addressing drug pricing issues on September 21,
2001. This report found that physicians and suppliers can obtain covered drugs for
substantially less than the Medicare reimbursement amount. The GAO concluded that
Medicare should revise its drug payment methodology to more closely reflect available market
prices. The second report, released October 31, 2001, found that payments made to
oncologists relative to their practice expenses are close to the average for all specialties, and
that the payments are § percent higher under the physician fee schedule then under the
previous method that reimbursed based on the charges physicians billed for services.
However, the GAO also found that recent modifications to the physician fee schedule
substantially lowered payments for certain services, including chemotherapy administration.
The GAO recommended changes to improve Medicare’s physician payment system.

Department of Veterans Affairs Drug Reimbursement

Unlike Medicare, the Department of Veterans Affairs (VA) purchases drugs for its healthcare
system directly from manufacturers or wholesalers. There are several options available to the
VA when purchasing drugs, with the most common being the Federal Supply Schedule. The
Federal Supply Schedule provides agencies like the VA with a simple process for purchasing
commonly used products in any quantity while still obtaining the discounts associated with
volurme buying. Using competitive procedures, contracts are awarded to companies to
provide supplies over a given period of time at the Federal Supply Schedule price. However,
the VA is sometimes able to negotiate prices lower than Federal Supply Schedule amounts
through other avenues such as blanket purchase agreements and VA national contracts.

Cost of Drugs for Suppliers

Suppliers can purchase drug products through group purchasing organizations, wholesalers,
and directly from manufacturers. Group purchasing organizations provide their members with
lower cost products by negotiating prices for specific drugs from manufacturers. The member
can then purchase drugs at the negotiated price either directly from the manufacturer or from a
wholesaler who accepts the group purchasing organization’s price. Wholesalers purchase
large volumes of drugs from manufacturers and sell them directly to suppliers.

Related Work by the Office of Inspector General

The Office of Inspector General (OIG) has studied a number of issues relating to Medicare
drug reimbursement. Brief summaries of selected studies are presented in Appendix A.

Excessive Medicare Relmbursement for Afbnterol
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METHODOLOGY
Medicare Reimbursement

Medicare classifies drugs using codes in the Healthcare Common Procedure Coding System.
These codes, commonly referred to as procedure codes, define the type of drug and, in most
cases, a dosage amnount. There are currently two procedure codes for albuterol, one for a unit
dose solution and another for a concentrated solution. Because nearly all of the billing for
albuterol is for the unit dose form of the drug, we only reviewed the reimbursement amounts
for the unit dose code. The term “unit dose” refers to a 3 milliliter (ml) solution of 0.083
percent albuterol. The procedure code for the unit dose form of atbuterol is J7619. This code
is defined as, “albuterol, all formulations including separated isomers, inhalation solution
administered through durable medical equipment, unit dose form, per 1 milligram (mg).” We
obtained current fee schedule reimbursement amounts for procedure code 17619 from the four
durable medical equipment regional carriers. The reimbursement amount for albuterol was the
same for each of the four carriers.

We accessed CMS’ National Claims History File to determine Medicare’s total payrments for
albuterol and other inhalation drugs in 2000. We also used this file to analyze albuterol
supplier data for the year 2000.

Matching Procedure Codes to National Drug Codes

The VA and suppliers use national drug codes rather than procedure codes to identify drug
products. Because of these coding differences, we used the April 2001 CD-ROM edition of
Drug Topics Red Book to identify the specific national drug codes that match the procedure
code definition for albuterol. Each drug manufactured or distributed in the United States has a
unique national drug code. National drug codes identify the manufacturer of the drug, the
product dosage form, and the package size. Because Medicare uses only generic versions of
albuterol to determine its reimburserent amount, we only selected generic atbuterol national
drug codes. We found 19 national drug codes for generic albuterol that matched the
procedure code definition of J7619.

The procedure code for the unit dose form of albuterol is reimbursed per mg. However, VA
prices and wholesale prices were all based on 3 ml vials of 0.083 percent albuterol solution.
Consequently, we needed to convert mi prices of albuterol into mg prices. A 3 ml vial of
0.083 percent albuterol solution contains 2.5 mg of albuterol. Therefore, 1 ml of solution
contains 0.833 mg of albuterol (2.5 divided by 3). For each national drug code, we multiplied

Excessive Medicare Relmbursement for Albuterol
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the number of milliliters of albuterol solution by 0.833 to determine the milligram amount, e.g,,
75 i of solution multiplied by 0.833 equals 62.5 mg. We then divided the drug price by the
number of milligrams to determine a per mg price.

Department of Veterans Affairs Prices

To determine the VA’s current costs for albuterol, we obtained a file from the VA website
containing their 2001 contracted prices. The VA pricing file contained Federal Supply
Schedule prices for 11 of the 19 matching albuterol national drug codes. To determine a
single VA price, we calculated the median price per mg for these 11 codes.

We also compared the 2001 VA prices to VA prices in the years 1998 through 2000. We
determined the percentage change each year in VA prices, and multiplied this number by the
amount Medicare paid in a given year. These figures represent the amount Medicare total
payments would have increased or decreased if the Medicare reimbursement amount changed
at the same rate as the VA price. In order to estimate this figure for 2001, we assummed that
2001 Medicare payments for albuterol would equal 2000 payments.

Prices Available to Suppliers and Wholesalers

To determine actual wholesale prices for albuterol, we reviewed year 2001 print and online
catalogs from four drug wholesalers and two group purchasing organizations. The six pricing
sources we used provide drug products to suppliers and physician practices. We then
computed a single catalog price for albuterol by calculating the median price per mg of the
corresponding national drug codes.

In addition to catalog prices, we also used actual albuterol invoices to determine supplier
acquisition costs. The mvoices were collected by the OIG during a review of inhalation drug
utilization. The invoices were obtained during site visits to suppliers throughout the country,
and were for albuterol purchased between June 1998 and August 2000. To determine a
single invoice price, we calculated the median price per mg for the 91 invoice prices collected
from suppliers.

We also obtained manufacturer-reported wholesale acquisition costs from the April 2001 CD-
ROM edition of Drug Topics Red Book. The Drug Topics Red Book defines wholesale
acquisition cost as manufacturer-quoted list prices to wholesale distributors; these prices are
not reflective of bids, rebates, volume purchase agreements, or other types of exclusive
contracts. Eleven of the 19 albuterol national drug codes had wholesale acquisition costs
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reported in 2001. From these costs, we caleulated a median per mg wholesale acquisition
cost for albuterol.

Calculating Potential Medicare Savings

To calculate potential Medicare savings, we compared Medicare’s reimbursement amount for
1 mg of albuterol to VA prices, wholesale acquisition costs, catalog prices, and invoice prices.
We determined the percentage difference in prices by subtracting the median source price
from the Medicare price, and then dividing this number by the Medicare price. These
percentages indicate how much Medicare would save if reimbursement for albuterol were
based on prices provided by other sources. We then multiplied these percentages by the total
amount Medicare paid for albuterol in 2000 to calculate dollar savings. A table showing the
data used to calculate potential savings is presented in Appendix B.

This inspection was conducted in accordance with the Quality Standards for Inspections
issued by the President’s Council on Integrity and Efficiency.
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FINDINGS

Medicare and its beneficiaries would save $264 million a year
if albuterol were reimbursed at the price paid by the VA

The Medicare reimbursement amount for albuterol is over nine times greater than
the median VA price

The median Federal Supply Schedule price available to the VA for generic albuterol is only
$0.05 per mg, compared to $0.47 per mg for Medicare. We estimate that Medicare and its
beneficiaries would save $264 million a year if reimbursement for albuterol were set at the
median amount paid by the VA under the Federal Supply Schedule. The savings represent 89
percent of the $296 million Medicare paid for albuterol in 2000.

Medicare beneficiaries would receive $53 million of the $264 million in savings through
reduced coinsurance payments. A Medicare beneficiary using a typical monthly amount of
albuterol (250 mg) would pay $23.50 in Medicare coinsurance. That coinsurance amount is
nearly double what the VA would pay outright ($12.50) to purchase one month’s supply of
the drug. Table 1 below compares the Medicare reimbursement amount to median prices
available through other sources. It also provides Medicare savings and beneficiary
coinsurance based on various reimbursement levels.

TABLE 1: COMPARISO

ALBUTEROL PRICES

Medicare $0.47 $117.50 $23.50 NIA

Department of Veterans Affairs $0.05 $12.50 $2.50 $264,222 803
Wholesale Catalogs £0.08 $20.00 $4.00 $245,349,746
Supplier Invoices $0.0% $22.50 $4.50 $239,058,727
Wholesale Acquisition Cost $0.11 $27.50 $5.50 $226,476,689

Sources: 2001 Medicare Carrier and Department of Veterans Affairs Websites, 2001 Wholesale Catalogs, 1998-2000 Supplier
Invoices Collected by OIG, 2001 Drug Topics Red Book
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Between 1998 and 2001, the median VA cost for albuterol decreased by over 50
percent, while the Medicare reimbursement amount remained the same

The VA price for albuterol has fallen by more than 50 percent over the last three years, from
$0.11 per mg in 1998 to $0.05 per mg in 2001. During the same time period, Medicare’s
reimbursement amount (based on reported average wholesale prices) has remained constant at
$0.47 per mg. If the Medicare reimbursement amount for albutero! decreased at a rate equal
to the VA’s purchase price, Medicare and its beneficiaries would have saved $68 million in
1999 and $108 million in 2000. The program could save another $161 million in 2001. The
graph below illustrates the changes in VA and Medicare pricing over the last 3 years.
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Medicare and its beneficiaries would save between

$226 million and $245 million a year if albuterol were
reimbursed at prices available to wholesalers and suppliers

Medicare payments for albuterol would be reduced by 83 percent if
reimbursement amounts were based on prices listed in wholesale catalogs

Medicare and its beneficiaries would save $245 million a year if the reimbursement amount for
atbuterol equaled the median price available to suppliers through wholesalers and group
purchasing organizations. This represents 83 percent of the $296 million Medicare and its
beneficiaries reimbursed for the drug in 2000. Catalog prices for generic albuterol ranged
from a low of $0.07 per mg to a high of $0.15 per mg. The Medicare reimbursement amount
($0.47 per mg) was nearly six times more than the median catalog price ($.08 per mg).

Like VA prices, catalog prices for albuterol have gone down over the last several years. In
earlier reports, we found that the average catalog price for albuterol was $0.23 per mg in
1996, and $0.13 per mg in 2000. The current catalog price of $0.08 per mg of albuterol is 65
percent less than the catalog price of the drug five years earlier.

Medicare payments for albuterol would be reduced by 81 percent if
reimbursement amounts were based on supplier invoice prices

Invoices reviewed by the OIG listed prices ranging from $0.08 to $0.14 per mg for albuterol
purchased by suppliers between 1998 and 2000. The median price for albuterol purchased
by these suppliers was $0.09 per mg, 81 percent less than the Medicare reimbursement
amount. Medicare and its beneficiaries would save $239 million a year if albuterol were
reimbursed at the median mvoice price.

Medicare payments for albuterol would be reduced by 77 percent if
reimbursement amounts were based on manufacturer-reported wholesale
acquisition costs

Published wholesale acquisition costs for albuterol ranged from $0.09 to $0.18 per mg in April
2001. The median wholesale acquisition cost was $0.11 per mg. Individual drug
manufacturers reported these wholesale acquisition costs to Drug Topics Red Book. The
Drug Topics Red Book defines wholesale acquisition cost as manufacturer-quoted list prices
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to wholesale distributors, not reflective of bids, rebates, volume purchase agreements, or other
types of exclusive contracts.
If Medicare based its reimbursement for albuterol on manufacturer-reported wholesale acquisition
costs rather than average wholesale prices, the program and its beneficiaries would save $226 million
a year.

Less than one percent of albuterol suppliers were
responsible for providing the majority of the product to
Medicare beneficiaries in 2000

Medicare reimbursed 6,522 suppliers for albuterol claims in 2000. However, just 34 of these
suppliers received more than $1 million each in Medicare reimbursement for albuterol in 2000,
with five having between $11 million and $35 million in paid claims. These 34 suppliers, who
all provided home-delivery/mail-order services to beneficiaries, received 63 percent of the
Medicare payments for albuterol in 2000. Therefore, the majority of the albuterol supplied to
Medicare beneficiaries was provided by suppliers that purchase a large quantity of the
product. We believe that suppliers that purchase albuterol in such large quantities may receive
volume discounts from manufacturers and wholesalers.
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RECOMMENDATION

Medicare should reduce excessive reimbursement amounts for albuterol

Despite numerous attempts by the Centers for Medicare & Medicaid Services (CMS) to
Jower reimbursement amounts for prescription drugs, the findings of this report illustrate that
Medicare still pays too much for albuterol. We have consistently found that the published
average wholesale prices currently used by Medicare 10 establish reimbursement amounts bear
little or no resemblance to actual wholesale prices that are available to suppliers and large
government purchasers.

We understand that unlike most drugs covered by Medicare, albuterol is usually provided by
suppliers rather than administered by physicians. These suppliers obviously need to make a
profit from the products they provide, yet the spread between what Medicare reimburses for
albuterol and the price at which suppliers are able to purchase the drug is significant.
Reimbursement levels for albuterol not only impact the Medicare program, but also affect
Medicare beneficiaries who pay increased coinsurance amounts.

We offer the following options for reducing excessive reimbursement amounts for covered
drugs:

¥

Authorizing a commission to set payment rates.

> Calculating national estimated acquisition costs based upon the average manufacturer
prices reported to the Medicaid program.

> Collecting more accurate average wholesale prices from drug pricing catalogs or other
sources.

» Increasing the discount off the published average wholesale prices.
- Basing payment on physician/supplier acquisition costs.
» Establishing manufacturers’ rebates similar to those used in the Medicaid program.

. Creating a fee schedule for covered drugs based on the Federal Supply Schedule.

Excessive Medicare Reimb for Alb of

OFL-03-01-00410



Using CMS’ inherent reasonableness authority.

Using competitive bidding.
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Agency Comments

The CMS agreed that the amounts being reimbursed for drugs in the Medicare program are
excessive, and that it is clear that the payment system for outpatient drugs needs revision. The
agency noted that it must find a way to ensure that the program pays appropriately for all
Medicare benefits, including covered drugs and the services required to furnish those drugs.
The CMS went on to state that they are looking forward to working with the Congress and the
OIG w revise the Medicare payment system for prescription drugs. The full ext of CMS’
comments is presented in Appendix C.
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APPENDIX A

Selected OIG Reports on Drug Reimbursement

Medicare Reimbursement of Prescription Drugs (OE1-03-00-00310), Janunary 2001. We found
that Medicare and its beneficiaries would save $1.6 billion a year if 24 drugs were reimbursed at
amounts available to the VA. We also found that Medicare would save $761 million a year by
paying the actual wholesale price for 24 drugs.

Medicare Reimbursement of Albuterol (OEX-03-00-00311), June 2000. We found that
Medicare and its beneficiaries would save $120 million or $209 million a year if albuterol was
reimbursed at amounts available through Medicaid and the VA, respectively. Medicare and its
beneficiaries would save $47 million or $115 million a year if Medicare reimbursed albuterol at prices
available at chain and Internet pharmacies.

Comparing Drug Reimbursemeni: Medicare and the Department of Veterans Affairs
(OEI-03-97-00293), November 1998. We found that Medicare and its beneficiaries would save $1
billion in 1998 if the allowed amounts for 34 drugs were equal to prices obtained by the VA,
Furthermore, Medicare allowed between 15 and 1600 percent more than the VA for the 34 drugs
reviewed.

Are Medicare Allowances for Albuterol Sulfate Reasonable? (OEI-03-97-00292),

August 1998, We found that Medicare would allow between 56 to 550 percent more than the VA
would pay for generic versions of albuterol sulfate in 1998, and 20 percent more than the average
Medicaid payment for albuterol sulfate in 1997. We also found that Medicare allowed 333 percent
more than available acquisition costs for the drug in 1998, Customers of mail-order pharmacies would
pay up to 30 percent less than Medicare for albuterol sulfate in 1998.

Excessive Medicare Payments for Prescription Drugs (OEI-03-97-00290), December 1997.
We found that Medicare allowances for 22 drugs exceeded actnal wholesale prices by $447
million in 1996. For more than one-third of the 22 drugs reviewed, Medicare allowed amounts were
more than double the actual wholesale prices available to physicians and suppliers. Furthermore, we
found that there was no consistency among Medicare carriers in establishing and updating drug
reimbursement amounts,

A Comparisen of Albuterol Sulfate Prices (OEI-03-94-00392), June 1996. We found that
many of the pharmacies surveyed charged customers less than the Medicare allowed amount for
generic albuterol sulfate. The five buying groups surveyed had negotiated prices between 56 and 70
percent lower than Medicare’s reimbursement amount for the drug.
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APPENDIX A

Suppliers’ Acquisition Costs for Albuterol Sulfate (OE1-03-94-00393), June 1996. We found
that Medicare’s allowances for albuterol sulfate substantially exceeded suppliers’ acquisition costs for
the drug. The Medicare program could have saved $94 million of the $182 million allowed for

albuterol during the 14-month review period if Medicare reimbursement amounts had been based on
average supplier mvoice costs.
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Calculation of Potential Savings for Albuterol

APPENDIX

B

0 To determine percentage differences in albuterol prices, we subtracted the source price from the

Medicare price. We then divided this number by the Medicare price.

) To calculate potential savings, we multiplied Medicare’s 2000 total payments ($295,677,899)
for albuterol by the percentage difference in price.

Veterar
Department of Veterans $0.05 t0 $0.10 $0.05 $0.47 89.4% $264,222,803
Affairs
Wholesale Catalogs $0.07 10 $0.15 $0.08 $0.47 83.0% $245,349,746
Supplier Invoices $0.08 to $0.14 $0.09 $0.47 80.9% $239,058,727
Wholesale Acquisition Cost $0.09 to $0.18 $0.11 $0.47 76.6% $226,476,689
*Percentage rounded to the nearest tenth
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APPENDIX

&

Centers for Medicare & Medicaid Services Comments
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