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In the Matter of

SCHERING-PLOUGH CORP., DOCKET NO. 9297

a corporation,

UPSHER-SMITH LABORATORIES,
a corporation,

and

AMERICAN HOME PRODUCTS CORP,,
# corporation.
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BRISTOL-MYERS SQUIBE COMPANY'S UNOPPOSED MOTION TO
OBTAIN IN CAMERA TREATMENT OF CERTAIN HIGHLY
CONFIDENTIAL INFORMATION

Pursuant to 16 C.F.R. § 3.45, Bristol-Myers Squikb Co. ("BMS™}, a
third puarty in this proceeding, respectfully submits the following motion to obtain in
camerg treatment of certain highly confidential information (primarily portions of
bumness planning documents and responses to interrogatories that requested
pricing data) pertaining to its prices, profits and strategies for one of its generic
prodmets. As set forth in more detail below, the information at issue relates to
BMS's internal pricing stratepgies, competitive analyses, und sales strategies,

induding sales, pricing, and profit data for BMS's potassium supplement products.

This mmfermation is coniidential proprietary data that is not in the public domain



and is competitively sensitive in nature, Neither the proponent of these documents,
Upsher-Smith Laboratories, nor the attorneys for the FTC opposes this Motion,

As the Commission has staled, “It 15 difficult to imagine items of
business information more sensitive than . . . profit data . . .. That data constitutes
the most sigmificant competitive information possessed by [the parties requesting
nondisetosure] -- literally the ‘corporate jewels’ of those firms.” In re General Motors
Corp., 108 F.'T.C. 58 {1934} (footnote omitted). Puble disclosure of third-party
BMS's secret and material information would likely result in a elearly defined,
serious injury to BMS. Accordingly, BMS respectiully requests that the information
specifled below be given in camera treatment, kept confidential, and not placed on

the public recard of this proceeding for at least the next five years.

L DOCUMENTS FOR IN CAMERA TREATMENT

Bristol-Myers Squibb requests in camera Lreatment for the highly

confidential information in the following documents:

s The portions of APOT/CRET/02644 — 02550, Exh. USX 48, a
Potassium Supplement presentation entitled “4A Global Perspective”

(unidated):

« APOT/CRET/02648: bullet point entitled “Primary
Focus” and all the information listed below that butlet
point; :

s APOT/CRET/02649

s The purtions of APOT/REINI/00168, Exh. USX 89, a apreadsheet
entitied “Potazsium Chloride Capsules and Tahlets™ (undated):

» Columns 4 — 6 (3 columns to the right of column entitled
"NDC™), including column headings

» The portions of APOT/RENJ/ 0361 — 00385, Exh. 1TJSX 70, assoried
documentis related to Potassinm Chloride (undated):
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o  APOT/RENJ/ 00363 through APOT/RENJ/00365

+ The poriions of APOTHECON (BMSW8 — 22, Exh, USX 74, a letter
from A. Cummings to K. Bokat regarding Civil Investigative
Demand with attachments (dated INov. 16, 2000):

« APOTHECON (BMSY0000013: Reaponse to subpart {e) of
Specification 3
o APOTHECON (BMS)/0000014 (Exhibit 3-1)

s The portion of APOTHECOX (BMS)/23 — 36, Exh. 18X 75, a letter
from A, Cummings to . Bokat regarding Civil Investigative
Demand with altachments {(dated Nov. 17, 2000):

« APOTHECON (BMS)/000002% through
APOTHECON (BMS)0000036 (Exhihit. 4-2)

IL BRISTOL-MYERS SQUIBB CLEARLY MEETS THE STANDARD
FOR IN CAMERA TREATMENT FOR THE SPECIFIED
INFORMATION

“There can be no question that the confidential records of businesses
involved in Commission proceadings should be protected insofar as possible.” H. F.
Hood & Sons, Inc,, 58 F.T.C. 31184 (1961). This is particularly true where the
business rocords at issue are dvcemenis submitied by a non-party to the
praceeding. Moreover, Administrative Law Judges have broad discretion in
determining what information should be placed in camera. See In re General Foods
Corp., 95 F.T.C. 352 {1980). As the Commission has stated, a request for in camera
treatment by a corporation such as BMS, which is not a pariy to the FTC
proceedings, should be given “apecial zolicitude.” In re Crown Cork & Senf Co., 71
F.T.C. 1714 (1967) (“[Pletitioner’s plea warrants special solicitude coming as it does
from a third party bystander in no way involved in the proceedings whose records, if

in camera treatment is denicd, will be open to the scrutiny of 1ts eompetitors
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including respondent herein”); accord Kaiser Aluminum & Chemical Corp,, 103
F.T.C. 500 (1984) (requests for in camern treatment by third parties should be given
special solicitude because, as a policy malter, such treafment encourages the third
party to cooperate with future adjudicative discovery requests); fn re A. K.
Donnelley & Sons Co., 1393 FTC LEXIS 32 (Feb. 18, 1993) {(same).

For mformation to be afforded in camera treatmeni, a corporation
must show that public disclosure of the information for which it sccks in camera
tregtment would result in a clearly defined, serigus anjury to the corporation. Id.
In makmg this showing, the requezting corporation may rely on the information
itself or extrinsic evidence, and it need naoi spacifically demonstrate how a
competitor would use the information to undermine the requesting corporation’s
competitive position. Id.; K. I Dupont de Nemours & Co., 97 F.T.C. 116 {18581).

To demonstrate serious injury, the reqguresting corporation must show
that the information af issue is secret and material to its business. In re General
Foods Corp., 95 F.T.C. 352 (1980}; In re Bristol-Myers Co., 90 F.T.C. 455 (1977).
The followmg factors should be considered in determining sperecy and materiality:

(1) the extent to which the information is known cutgide of [the]
business;

{2) the extent to which it 1s known by employees and others involved in
fthe] business;

{3) the extent of meazures taken by [the business] to guard the secracy
of the information;

(1) the value of the information to [the business] and to [ite]
competitors;



(5) the amount of effort or maoney expended by [the buginess] in
developing the information;

{6} the ease or difficulty with which the information could be properly
acquired or duplicated by others.

In re Bristol-Myers Co., 90 F.T.C. 455.

The information at izsue for BMS clearly meets these standards.
Sigaificantly, all the confidential information referred te in this motion is
eompetitively sensitive information that BMS guards and maintains as confidential
in order o preserve its internal decisivn-making processes and data lrom disclosure
to competitors in the pharmaceutical industry. It is not publicly available, and its
creation represents a signtficant cost to BMS. In addution, the information BMS
seels to protect from public disclosure eould be used by its competitors in an effort
tn extrapolate BMB's profits, margins and costs for specific products as well as
internzal processes with respect to detarmining pricing and sales strategmes for its
products.

Despite the fact “there is a presumption that in camera treatment will
not be provided to information that is three or more yearz old,” In re Dura Lube
Corp., 1999 FT'C LEXTS 255 (1999) {citing In re General Foods Corp., 95 F.T.C. at
353 (1980); In re Crown Cork & Seal, 71 F.T.C. at 1715 {1967)), the FTC has
recognized that this presumption is rebuttable and, on numerous occasions, granted
in camera protection to older documents containing this type of sensitive financial
and pricing information. See In re The Coca-Cola Comparny, 1990 FTC LEXIS 364
' {Cret. 17, 1980} (noting that a three-year standard i1s sometimes used, but holding

thet the age of a particular document offcrs “little guidance™ as to whether in
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camera treatment is warranted; instead it is the actual justification for the
trentment thut matters); Kaiser Aluminum & Chemicol Corp., 103 F.T.C. 500 {1984)
{extending protection to information over five years of age related to “sales of
spectfic lines of refractories and related pruduct_s”]; In re E.I. Dupont de Nemours &
Con, 97 B.T.C. 116 {1081) {protecting 6-vear-old “investment, earnings, profit,
operative return and caost information” related to the sales).

Furthermore, BMS respectfully requesta in camere treatment for the
information in question for at least the next five years, 16 CF.R. § 3.45(b)(3); In re
General Foods Corp., 95 F.T.C. 352 n.4 {1980) (nating that in camera treatment
may be granted indefimitely or for a period of years); see also In re The Coca-Coln
Comparny, 1990 FTC LEXIS 364 (Oct. 17, 1990) (noting that, while the sensitivity of
various documents may decrease over time at different rates, it is “sensible to treat
all documents copsistently” for purposes of in camerg treatment). Non-disclosure of
this information over the next five years will prevent BMS's competitors from
learming about and taking advantage of BMS's secret and vital thinking about its
business plans and strategtes, ag well as snme of its most sensitive and important
fipaneial data. Certainly, the puneral public can have little, if any, Iggitimate
mterast over the next five years in this information. Moreover, even if theve were
any public interest here, 1t would be heavily outweighed by the seﬁﬁua mury BMS
would suffer from disclosure.

- Because the FTC has established specific eriteria for granting in
cgmerg treaiment, BMS has limited thoge portions of documents for which it is

requesting such treatment. They are set forth below.
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A Portions of USX 68 [APOT/CRET/02644 - 02650)

There arc two portions of the presentation entitled “A Global
Perspective” that should be subjeet to in canmera treatment. The first, the bullet
point entitied “Primary Focus” and the contents beneath it, deals directly with
BMS's marketing strategies. The second portion deals with BMS's prieing trends,
and offers insight into BMS's general strategy for marketing and pricing products
vnee thev lose patent exclusivity or similar protections. This information also deals
with acquisittion pricing for customers, 1/ This is precisely the type of competitively
sencitive informaticn that should not be shared wiath competitors. The information
at igsue 18 not 1n the public domain or otherwise known outside of BMS, and is not
gencrally aceessible or duplicable by others in the pharmaceutical business and
woudd be vaiuable to competitors in &8 way that could harm competition. As nuted
above, confidential pricing information that would aid a corporation’s competitors
has been afforded in camera treatment on many cccasions. See, e.g., Kaiser
Aluminem & Chemical Corp., 103 F.T.C. 500 {1984); In re E.I. Dupont de Nemours
& Co., 97 F.T.C. 116 (1981).

B. Portions of USX 69 [APOT/RENJ/O0168]
Columns 4 — 6 {the three columns to the right of column entitled

“NDC", including the column headings), found on the Potassium Chioride Capsules

1 Although Klotrix has never been a patented preduct, its prcing structure 1s
gimilar to other innovator products that have lost patent excluasivity. Branded
products that have lost patent protection often face rapidly inereasing price
coripetition from generic versions. Strategic information about pricing at launch
and in response to competitors’ pricing points is therefore competitively sensitive
information.

T



and Tablets spreadsheet detail product launch sirategies, including pricing points,
relating to the introduction of generic products, Accordingly, for the reasons

discussed above, this infermation should be subject te in catmera treatment.

C. Portions of USX 70, [APOT/RENJ/ 0361 - 00365]

Information in the above-specified portions of the assorted Potassinm
Chioride documants provides ingight into the process hehindl BMS's internal process
for amending a pricing point, and thus is still considered by BMS to be especially
sonsitive. As such, for the reasons discuszed above, thiz information should be

subjeet to in camera treatment.

ID. Portions of USX 74 [APOTHECON (BMS)/8 — 22]

There are two excerpts from the letter from A. Cummings to K. Bokat
regarding Civil Investigative Demand (with attachments) that require tn camera
treatzuent. BMS's response to sub-part {e) of Specification 3, as well as Exhilnt 3 -

1, can easily be used to visld profit data and overall pricing trends and strategios.

L. Portions of USX 76 [APOTHECON (BMS)/23 — 36]
Exhibit 4-2, contained in USX 75, should be afforded in camera

freatment, as 1t conteins information deemed confidential by statute, See 42 11.5,C.

§ 13962-8(0)(3}L)).

iv. CONCLUSION

For the foregoing reasons, BMSE respectfully requests that the
information in the documents listed in Part I of thizs Motion be given in camera

tragtment, kept confidentizl, and not placed on the public record of this proceeding
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for at least the next five years. This information meets the critera set forth in FTC
precedent as qualifying for in camera treatment, and therefore, should be accorded
such protection. In the event thal the Commission inlends w disclose in camera
BMS information in a finel decision, BMS respectfully requests that the
Commission notify beth Sharis A. Pozen of Hogan and Hartson, LLP, 555 13th

Street, NNW., Washington, D.C., 20004, tclephone: 202-637-6948, facsimile: 202-

637-3910, and BMS in-house counsel, Scott Applebaum, 777 Seudders Mill Boad,
Mail Code P12-06, Plainasbora, NJ 08536, telephane: 609-897-3688, and facsimile;
609.897-5704.

Respectiully submitted,

HOGAN & HARTSON L.L.P.

) Lo

r‘:.ﬂ’.r_{f{_f.{!,’ ’j' PSR A i f; L ;f(
Sharis Arnold Pozen
Andrea Cummings Duvall

555 13th Street, N.W.
Washingion, D.C. 20004
(202) 637-5600

Attorneye for Bristol-Myers Squibb Co.

DATEIL:: Jznuary 22, 2002
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UNITED STATES OF AMERICA
BEEFORE FEDERAL TRADE COMMISSION

In the Matter of

SCHERING-PLOUGH COEP., DOCKET NO. 9297

a corporation,

UPSHER-SMITH LABORATORIES
a corporgiion,

and

AMERICAN HOME PRODUCTS CORP,,
a corporation.

e e St w war” ek ek vept el gt ‘gt wat' e ‘wamt®

ORDER
Upon constderation of the Motion of Third Party Bristol-Myers Squibb
Co. (“BMS™ to obtain in camera treatment of certain highly confideniizl
information pursuant to 16 C.F.IR. § 8.45, and any opposition thereto,
IT IS HEREBY ORDERED that BMS's Moation is GRANTED. The
information zet forth in the following documents {(or portions of documents) will be
subject to in camera treatment under 16 C.F.R. § 3.45 and will be kept confidential

and not placed on the pubhe record of this proceeding:

¢ The fallowing portions of APOT/CRET/02644 — 02650, Exh. USX
68, a Potassium Supplement preseniation entitled “A Global
Perspective” {undated):

¢ APOT/CRET/O2648: hullet point enlitled “Primary Focos” and all
the information listed below that bullet point;



« APOT/CRETHZ2649

s The following portions of APOT/RENJ/00168, Exh. UbX 69, a
spreadsheet entitled “Potassium Chleride Capsules and Tablets”
(undated):

s+ Columns 4 - 6 {3 columns to the right of column catitled
“NDCY, ineluding column headings

¢ The following portions of APOT/EENJAQ0Q361 — 00265, Exh. USX 70,
assorted documents related to Potassium Chloride (undated):

o APOT/RENJ0GI6S through APOT/RENJI/00365
» The following portions of APOTHECON (BMEYS — 22, Exh. USX
74, 8 letter from A. Cummings to K. Bokat regarding Civil
Invesiigative Demand with attachments {dated Nov. 16, 2000):
« APOTHECON {(BMS)/0000013: Response to subpart (e) of
Specification 3
« APOTHECON (BMS) 0000014 (Exhibit 3-1)
+ The following portion of APOTHECON (BMS)23 — 36, Exh. USX
75, a letter from A, Cummings to K. Bokat regarding Cival
Investigative Demand with attachments (dated Nov. 17, 2000):

» APOTHECON (BMS3)/0000029 through
AFOTHECON (BMS)0000036 (Exhibit 4-2)

IT IS FURTHER ORDERED that only the respondent, their couneel,
authorized Federal Trade Commission (*Commission”) personnel, and court
personnel concerned with judicial review may have aceess to the above-referenced
information, provided that I, the Commission, and reviewing courts may disclose
" such in camera information to the extent necessary for the proper dispozition of the

proceeding.

D, Michael Chappell
Administrative Law Judge
Date:




CERTIFICATE OF SERVICE
I hereby certify that on January 22, 2002, f caused an original, one
paper copy and a true and accurate electronic copy of the foregoing motion to be
filed with the Secretary of the Commission, and that two paper copies were served

by hand upon:

Honerable D. Michael Chappell
Administrative Law Judge
Federal Trade Commission

600 Penosylvama Avenue, N.W.
Washington, D.C. 20580

and one paper copy was hand deliverad npon:

David Pender

Aszsistant Director

Bureaw of Competition

Fadoral Trade Commission

B0} Pennsylvania Avenue, N.W.
Washingten, D.C. 20580

Karen Bokat, Esquire

Bureau of Competition

Federal Trade Commassion

G500 Pennsylvania Avenue, N.W.
Washington, D.C. 20580

Laura S. Shores, Esq.

Howrey Simon Arnold & White
1299 Pennsylvania Avenue, N.W.
Washington, D.C. 20004-2402

and

Christopher Curran, Esquire
White & Casze LLL.P.
601 13 Street, N.W,
Washington, D.C. 20005 . : A -
i -"'v/.r’fll:li-‘f //: R R LJ/I. (SRS (-I—/(
Andres Cummings Duvall
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HOGAN & HARTSON

LLP

COLLIMELA, BOLARE
355 THIKTLIENTH STREET. NW
WAXHIMOTON, DC $0004-1100
Nuvember 16, 2000 TEL [#F) BYT4500
FAX (201 83T H1D
W HELAW CON

L]

Karen (3. Bokat, Esq.

Federal Trade Commission
Hoom 3112

601 Pennsylvania Avenune, N.W.
Washingten, D.C. 20580

Re: File No. 9910256; Civil Investigative Demand and
Subpoena Duces Tecum Issued to Bristsl-Myers Squibb on
Augast 18, 2090

Dear Earen: .

Enclosed is Bristol-Myers Squibb's "BMS™ response to the Civil
Ipvestigative Demand ("CID"} igsnad Auguet 18, 2000, BMS has previously
submittad. on October 17, 2000 and November 3, 2000, all responsive documents in
the possessicn, custody or control of the individuals included in the scope of search
as per Sharis Arnold Pezen's September 22, 2000 and September 27, 2000 letters.
This concludes BMS® response to both the CID and subproena duces tecum.

BMS hes not provided documents responsive to Specification 3 of the
subpoena duces tecum issued to BMS, which requests that BMS provide "IMS datg
and reports in Machine Reedable Form relating to all potassium supplement
praducts.” YWhile it is possible to purchase from IM5 data in marchine-readable
form, BMS has not purchased any such data relating to potassium supplements
during the relevant time period.

The information and documents included with this letter are being
submitted to the Federal Trade Commission, in accordance with Sections 20 and 21
of the Federal Trade Commission Act, 151J.5.C. §§ 57b-1 and -b-2, and should
receive all the confidentiality to which it is entitled under Secrion 21 and all atker
applirable statutes and regrlations.

Apatbitnn (EMS) 0000003
Schering et al., 9610354
RIS  LOoWIdN rane FUAETTY PRACLES WO MOSCDW  TOXTO
WD . AAANRE . ERORETE vl

WEWTORE RACTTROAT MeTEAN MIAM] DENYER BFOULSIE COLORADD BPFEINTS Lok avcHrd
AN (Y



HocGAN &£ HARTSON LLr

Please call if you have any questions or comments with regard to the

ebove.
Sincersly,
yfndtea. 7.
! Andrea T. Cummings
CummiAT/cummiat
Enclosures

cz:  Zenula Harper, Esq.
Scott Applebaum, Esg.
Timothy Crew

\otbece (BMS) 1300009
mfﬂﬁ”“‘“‘

EHE - ] - Y 1Z0MTE vl



4 BRISTOL-MYERS SQUIEB

Response to the Civil Investizative Demand
Issued by the Federal Trade Commission
Fiia No. 3910258

BRISTOL-MYERS SQUIEB CLAIMS THE FULL MEASTURE OF
CONFIDENTIALITY AND PROTECTION AGAINST DISCLOSURE
AVAILABLE UNDER THE FEDERAL TRADE COMMISSION'S
STATUTES AND REGULATIONS,

SO - SESIRMT . NTELRRS w1






Bristol-Myerg Sgquihb
Regponse to Specification I

Of the CID

Issued by the Federgl Trade Commission

L State the rame, chemical entily, marufecturer, formulation{s), and dosage

strengthis) for each BMS Potassium Supplement Produrt ("P5P7).

Response

The chart below identifies the name, chemical entity, manufacturer,

formulation and dosage strength of each BMS Potassium Supplement Product. BMS

svld a1l of the products listed below during each of the relevant vears. Some of these
products are ecld in varying package sizes (i.e,, box of 30 tablets versus box of 100
tablets). In addition, K-Lyte is sold in a number of favors.

DD B2 -0 T

BMS Patassium Sugglem; pt Products
I Name Chemical Manufacturer | Formulation ' Dosage

Eatity Strength

Elotrix Potassium Bristol-Myers | Slow Release 10mEq i
Chloride Squibb Tablet

K-Lyte Potessium Bristol-Myers | Effervescent 25mEq
bicarhonate Squibb Tablet

K-Lyta DS Potassium Bristol-Myers | Effarvescent S0mEq
bicarbonate Squibb ‘Tablet

E-Lyte/CL Potassjium Eristol-Mvers | Efervescent 25mEq
bicarbonace Squibb " | Tahblet
and Chiorida

E-Lyte/CL | Potassicm Bristol-Myers | Effervescent 50mEq

50 bicarbonate Squibh Tablet
and Chleride

Potazsium | Potassium Brizgtol-Myers | Slow Releass 10mEq

Chlorids Chlaride Squibb Tablet

Generic

Apathecsa (HMS) 0000010
Schering ec al, ¥91-9256






Bristol-Myers Squibb
Regponse to Specification 2
Of the CID

fesued by the Federal Trade Commission

2 State whether the company has any plans to develop odditional dosage
strengths and formulations for any BMS Patassium Supplement Product.
If so, briefly describe such plans ond state the expected FDA approval and
lgunch dates.
Response

BMS does net currently have any plans to develop additional dosage
strengths or formulations for any BMS Potassium Supplement Product.

Apsthecon (BMS) t000o11
. Stherinperal 081475
WO - GRS 1308 v






Bristol-Myers Squibb

Responase to Specificotion 3

Gf the CTD

Iesued by the Federol Trade Commission

3 State the foliowing for ench dosoge strength of each BMS Potassium
Supplement Tablet or Copsule:

fa) date of FDA approval of the produret's New: Drug Application
or Abbreviated New Drug Application,

i

thi date of commercial produet introduction to the United Stales
markel;

ic) arnual sales in dollars;
{d}  annual sales in units,
i2) annuc! net and gross profits; and

{hH gnnua! market share in doliors and in units.

I

Response ‘

(a) ‘The FDA spproved the New Drug Application for Kotrix
{17.850) on January 25, 1979. All forms of the K-Lyte product were grandfathered in
the Fedaral Food, Drug, and Cosmetir Act and therefore did not require FIMA approval.
BMS' generic potassium chioride supplement contains the same eomponernts a5 Kintrir
Az g "private label” version of Elotrix, the generic potassinm chloride supplement does
niot raquire FDA epproval The labeling for the generic supplement was submitted m
the 1996 annuai report for NDA 17-850.

{b) Elotrix was initially launched or intreduced in June of 1982,
K-Lyte OL and K-Lyte CL 50 weze initially launched or intreduced in Jaguery of 1588
and April of 1989 respectively. K-Lyte and K.Lyte DS, in their varinus flavers and
package mzes, were imtally launched or introduced in the spring of 198%. EMS
introdured its generic potassium chloride supplement in January of 1996.

() Exhibit 3-1 provides annual aales in dollars, 25 reported
interpnatly at BMS, for Klotrix, K-Lyte and Potazsingm Chioride for each of the relevant
years. Data for the current year is provided as of September 30, 2000. There were no
sales of a generic potasaivmm supplement in 1995, as BMS did oot launch itz generic
potassium supplement until 1986,

ppS) O0001E
Rt ey

Wy DeC - OGN - ST11803] v)



(d) Exhibit 2-1 pravides anmnal sales in units, as reported
inteynally at BMS, for Klatrix, K-Lyte and Potassrumn Chloride for each of the relevant
years. A "unit” sale represencs the sale of a package of the product. Data for the
¢urTent year is provided ag of September 30, 2000. Thers wete no aales of a generic
potassium supplement in 1995, as BME did not lannch its generic potassium
supplement until 1596,

REDACTED

(1 Tothe extent BMS has tracked such data during the
relevant time period, information responsive to this Specification is contained in the
documents produced in response to the subpoenc duces tecum issued to BMS in
eonnection with this CID. In addition, third parties, such as IMS, track such market
data. :

Apoiksvon {(BME) 083013
Sehieriog et 4L, 9910254
WD BRI - #1TIEGE I v



Exhihit 3-1

REDACTED

LI - BAASIE - mrTplEn vl Apatbecen (BME) 3000014
Schering vt al, PI-0156
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Bristol-Myers Squibb

Response to Specification 4

Of the CID

Tesued by the Federal Trades Commipgion

4. For ecch stock keeping unit (SKU) of eqch BMS Potassium Supplement
Tublet or Capsule, state the following, by month, since the date of
commercicl praduct introduction identified in response to Specificaiion

(o)
\ fa}  wholesale coquisiiion cost;
(b}  average wholesale price ['.;-;HT,J;
(¢} net sales in dollars;
fd) net sales in units; and

{e}  auerage transactional price (net dollars/net units)

Response

-

Pursuant to the September 22, 2000 letter from Sharis Arnold Pozen to
Earen Bokat (the September 22 letter), BMS is providing data respronsive to this
Specification by quarter rather then on a monthly bagis. In addition, BMS is
providing wholessle list price in response to subpart (&) in lisw of the wholesale
acquigition cost. The wholesale list price for Apothecon's Potassium Supplement
Products does not generally reflect a price at which the product is inveiced or sold,
and it does not include discounts, rebates, chargsbacks, and other price reductions,
In addition, pursuant to the September 22 letter, BMS is providing the average
manuiacturing price ("AMP™) in liee of providing the information requestad by
subparts (¢} through {¢) of this Specification.

(a)  Exhibit 4-1, attached, identifies the wholesale list price for each
SEU of each BMS Potassium Supplement Tablet or Capsule during the relevant
time period, Exhibit 41 identifies each date, during the relevant time period, on
which the wholesale list price changed. The wholaszle list price listed on Exhihit 4-
1 is provided on a per package basis for each SKU of each product.

(b}  Exhibit 4-1, attached, identifies the FirstDataBank average
wholesale price for each SKU of each BMS Potassivm Supplement Tahlet or
Capsule during the relevant fime period. Exhibit 4-1 identifies exch date, during
the relevant time period, on which the FirstDataBank AWP changed. The

Apathyecnn {EMS) 0000]2 5

WD SR . P wl Scheriag e al, ¥31-4254



FirstDataBanl AWF listad on Exhibit 4-1 is pravided on & per package basis for
eech SKU of each product, '

{c -¢) Exhibit 4-2, attached, identifies the average manufacturing
price, hy quarter, for eack SKU of each BMS Potassium Supplement Tablat or
Capsule during the relevant time period. The AMP listed on Exhibir 4-1 is
caloulated on a per unit {rather than on a per package) basis for eack SKU of each

product.

Apohecon (BMS) 0000014

SAADG - SESSENT - wIZIRET) i Echering ot ol 9914258
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Bristol-Myers Squibb

Response to Specification §

Of the CID

Iggsupd by the Federal Trode Commission

5 For eoch product which the company believes competes with any BMS
Potgssium Supplement Tablet or Copsule ("competitor product *);

(@}  identify the brand name, chemical entity, dosage strength,
formulation, and manufacturer of the competitor product;

(b} indicate the BMS Potassium Supplement Tabletfs) or
Capsule(s), and dosage strength(s) with whieh the competitor
product competes;

fe}  siote the boeis for the company's belief ."..hl::t the competitor
product competes, if at all, with ecch dosage strength of eqch
BMS Potassium Supplement Tablet or Capsule;

{d)  stgte whether the competitor produet is an AB rated generic
equivalent of each dosage strength of each any BMS
Potassinm Supplement Tablet or Capsule; and

(@)  state whether each dosage strength of each BMS Potassium
Supplement Tablet or Capsule is an AB roted generic
equivelent of the competiior product.

Hespoanse

Information responsive to this Specification is contained in the doruments
EMS produced in response to the subpoena duces tecim issued to BMS in conjunction
with this Civil [nvestigative Demand. BMS also notes that equivalence is heavily
regulated by the FDA. As such, BMS respectfully refers you to the FDA. FDA ratinga
for all FDA-approved drugs may be found in the Orange Book, which is available online
at http/fwww fd2 pov. BMS notes that other Potassium Supplement products might
ba eonsidered therapeutic equivalents under a broader definition of that term. The Red
Book also publizkes informarion with respect to aquivalance for generic drugs. Other
third party sources, such as IMS, also track and analvze competiting in the
pharmacentical industry.

Apethecen (BMS) 8000017

W - EREERY - FIEISEY; v Schuriap ee al, 9919254






Bristol-Myera Squibb

Regponse to Specilfication 6

Of the CID

Tesued by the Federal Trade Commicsion

6 For each product which the company belicves will compete in the future
with any BMES Potassium Supplemen.! Tablet or Capsule ("Auture
competiior product”):

. o)  identify the brand naome, chemical entity, dosage strength,
_ formulation, and manuforturer of the future competitor
product;

(8)  indieate the BMS Potassium Supplement Tablel(s) or
Capsule(s), and dosage strength(s) with which the fuiure
eompetitor product will compete; and

(¢} state the busis for the company's belief that the future
competitor product will compete, if 6! all, with each dosage
strength of each BMS Potassium Supplement Tablet or
Copsule;

Response - ,

BMSE doea not, in the ordinery eourse of business or otherwise, track or
maintain information sufficient to identify sach product that will compete with any
BMS Potagsium Supplement Tablet or Capsule in the future. BMS is orither aware of
any plans by any company te introduce a new potassium supplement tablet or capsule,
nor has BMS been actively tracking potential developments in this area during the
relevant time period.

S} 00018
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Bristol-Myers Sguibb

Regponsge to Specification 7

Ofthe CID -

degued by the Federa! Trade Commission

7. Identify the name, dosage strength, formulation, developer and
marufactyrer of any potessium supplement product that Aos not yet
y received final marketing approval frem the Food and Drug
Admintstration, other than those prodiccts identified in response to
Specifieativn 6.

Response

BMS does net, in the erdinary course of business, track or maintain
information sufficient tu identify potassium supplement products that have not yet
received final merketing approval from the FDA. BMS is not aware of any potassivm
;‘uﬁpfemnt products that have not yet received final mearketing approval from the

Apothecon (EME) D0B0D19
Sehering ¢ L, 9910256
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Bristol-Myers Squibb

Reaponae to Specification 8

Of the CID

Izsued by the Federal Trade Commission

& - Asof June 1, 1997, siate the date on which the compuny expected the
introdisction of the first binequivalent or generic version of K-Dur 20 gnd
give the basis for that expectation, including the name(s) of any company
expected to introduce such o prodict.

Response

BMS did not, as af June 1, 1997, possess any information, belief or -
expectation with respect to when the first bicequivalent or generie version of K-Dur 20
would be introduced or by whom.

Apathecon (BMS) H000020
Schering ot al., ¥21-0254
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Bristol-Myerg Squibb

Reagponse to Speeification 9

Of the CID

Iesued by the Federal Trade Commission

8 State the daote or which the company currently expects the introduction of
the first bicequivalent or generic version of K-Dur 20 and give the basis for
that expertation, including the namer(s) of any company expected o
y infroduce such a product.

-

Response

BMS does not ciarently have any informatjon, belief or expectation with
1eéspect to wnen the Orst bicequivalent or generie version of K.Dhir 20 will be introduced
or by whom.

(M) DOG0aZ1
Scherig ot al, $Y1-025¢
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Bristol:dyers Squibb

Response 1o Specilficatlion 10

O the CID

Tssued by the Federal Trade Commission

19, For each dosage strength of ecch BMS Potassium Supplement Tablet or
Capsule, estimate the polential increase or decrease in price {in dollars),
market share (in percenioge poinis), sales {in both dallars and units) and
prefit {in dollare) resulting from the introduction of a generie version of A-
Dur 20, after: B

fe} 1 morih

{b) 12 months: and

ic) ..? zears

Response

BMS han not conducted any anslyses, studies or fhodels of the potential
impsct of the imtroduction of & generic version of K+-Dur 20 on the Sales, price, or profits
derived Ffrom, its potassium supplement tablets or capsules. Moreover, the fact that
BMS does not manufaciure or seli a 20mEq potassivm supplement further complicates
the determination of whethsr a generic equivalent nf K-Dur 20 would compete with any
BMS potagsium supplement.

Apotbicon (EMS) 00021
Schering of al, 99102546
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HOGAN & HARTSON

LLE

CULUMNRIA SQUARE
355 THIRTEENTH STREET. NW
WASHINGTOM, DS 20001100
Movember 17, 2000 TIL (202) 37-5600

FAX (302 5375910
W ETHLAW,.00M

Karen G. Bokat, Esq.

Federal Trade Commission
Room 3112

601 Penneylvania Avenue, N.W.
Washingten, B.C. 20580

Re: File No. 9910256; Civil Investigative Demand Issued to
Bristol-Myers Squibb on August 18, 2000

Dear KEaren:

L]

Enciosed are twa exhibits which were inadvertently ommitted from the
response to the Civil Investitagtave Demand that BMS aubmitted on November 186,
2000. Please place these in the binder with the response to Specification 4.

The information and documents included with this letter are being

" submitted to the Federal Trade Commission, in accordance with Sections 20 and 21
of the Federzl Trade Commission Act, 15 U.5.C. §§ 57b-1 and -b-2, and should
receive all the confidentiality to which it is entitled woder Section 21 and all other

epplicabla statutes and regulations.

Piease eall if you heve any guestions or comments with regard to the
above.

Sincerely,

ffudicn £ Lorminiags

Andrea T. Cummings

Apathaiea (BMS) 00023
Schering e al, W1-325¢
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