GUIDE TO U.S. SPECIALTY
PHARMACEUTICAL MARKET

Companies, Products, and Market Data

Published by:
MCD Group, LLC

January 2011



Table of Contents

(O o AN = B = O T VI T 1
RSO0 10O 1 [0 ] 1 T 1
NS 2 17N =1 = 1T 1
THERAPEUTIC CATEGORIES ....cuuutiiittteeeeteeetetaeeeeatteseateeesetaeeeeata s e saaretetaaeeeataeeraaaseeettnseerarneessrnneeerrannns 2
YN 2= ] 74 =S 2
(O o AN = I = I A TP 4
SPECIALTY THERAPEUTIC CATEGORIES .....oe ettt e e e e e e e e et e e e eaan e eees 4
ToP THERAPEUTIC CATEGORIES OF SPECIALTY PHARMA ...ttt s e e e e eas 5
SPECIALTY COMPANIES BY THERAPEUTIC FOCUS ...ttt ettt e e e e st s st e st s s b s s sa s s sbesaaas 6
FIGURE 1: NUMBER OF COMPANIES BY THERAPEUTIC FOCUS ......iitiiiiiiiiiiee et et et s st e st s eaa e 8
(O o I I = S I o T B 9
KEY MARKET FACTS AND FIGURES ...ttt ettt ettt e e et e e e e e s e e e e e eaaas 9
LEADING SPECIALTY PHARMA COMPANIES BY PRODUCT REVENUE.......cccvttiiiiiieeeeeteeeeee e e s e ee st eeeeannes 10
US SPECIALTY MARKET BY THERAPEUTIC CATEGORY, 20009.....cuuiiiiiiiieiei e e e e 11
ToP 25 PRODUCTS MARKETED BY SPECIALTY PHARMA, 2009 ......ouiiiiiiiiieeee et e e 12
US SALES OF SPECIALTY PAIN PRODUCTS, 2009 ... ..cuuiiiiiiii et ee et e e e s etee e e et s e e e e e e s e e e e e eranaas 14
US SALES OF CNS SPECIALTY PRODUCTS, 20009 ....covuiiiiiii et s e e e et e e e e e e s e e e e s 16
US SALES OF SPECIALTY OPHTHALMIC PRODUCTS, 2009.......cccutiiiiiii et e e e e 18
US SALES OF SPECIALTY DERMATOLOGY PRODUCTS, 2009 ... .cuuiiiiiiiiiiiiiecii st sa s e e eas 20
US SALES OF SPECIALTY GASTROINTESTINAL PRODUCTS, 2009.......citiiiiiiiiiiiiicc et 22
US SALES OF SPECIALTY RESPIRATORY PRODUCTS, 2009 ......ciuiiiiiiiiiiiece et s e e e aas 23
US SALES OF WOMEN'’S HEALTH SPECIALTY PRODUCTS, 2009.... ...ttt e e 24
US SALES OF PEDIATRIC SPECIALTY PRODUCTS, 2009 ......iiiiiiiiiiiiiicie ettt s b eaa e eas 25
US SALES OF SPECIALTY ALLERGY PRODUCTS, 2009 .....coitiiiiii ettt e e e e st e e e 26
US SALES OF SPECIALTY CARDIOVASCULAR PRODUCTS, 2009.......ccuiiiiiiii et e e e 27
US SALES OF SPECIALTY MEN'S HRT PRODUCTS, 2009 ...... oot e e e e e 28
US SALES OF SPECIALTY UROLOGY PRODUCTS, 2009 ......ouuiiiiiiieiiete et e e e s e e e s 29
US SALES OF SPECIALTY DIABETES PRODUCTS, 2009 ....coiuiiiiiiii et e e e e e e s e e e e s 29
FIGURE 2: SPECIALTY COMPANIES WITH 600+ SALES REPRESENTATIVES ... civvueiiiietiieeeeeieeseeneeeserneeeeennnnas 30
FIGURE 3: SPECIALTY COMPANIES WITH 200-400 SALES REPRESENTATIVES .. .cuuiiitiiiiiieiiiceiiiesiesiiesaneenns 31
(O o I e I = S e O T U I 32
SPECIALTY DRUG DELIVERY PRODUCTS & MARKET DATA ..o et 32
SPECIALTY DRUG DELIVERY MARKET, 2009 .. ..u ittt e e st e et e st s s s s st s s e e e s e e e s abaes 33
ToP 10 DRUG DELIVERY SPECIALTY PRODUCTS, 2009... ...ttt et e st e s s s e saaees 34
US SALES OF ORAL MODIFIED RELEASE SPECIALTY PRODUCTS, 2009 ......oivviiiiiiiiiiiieeiee e, 35
US SALES OF ORALLY DISINTEGRATING SPECIALTY PRODUCTS, 2009 .....ouuiiiiieiiiieee e 38
US SALES OF TRANSDERMAL SPECIALTY PRODUCTS, 2009.....ccuuiiiiiiieeieie et e e e 39
US SALES OF NASAL SPECIALTY PRODUCTS, 2009 .....uuiiiiiiieiee ettt e e e e e e e s rae e e e e s 40
US SALES OF PULMONARY SPECIALTY PRODUCTS, 2009 ......cicieiiiiiii et e e e e 41
US SALES OF PARENTERAL DDS SPECIALTY PRODUCTS, 2009 ......ccuiiiiiiieeeeee e e e 42
US SALES OF ORAL DDS ENHANCED SPECIALTY PRODUCTS, 2009.......ciuiiiiiiiiciieet e 43
US SALES OF MUCOSAL DRUG DELIVERY SPECIALTY PRODUCTS, 2009.......coiiiiiiiiiiiiiiieieei e, 44
(O o I e I = S e O 45
MARKETED SPECIALTY PRODUCTS BY THERAPEUTIC CATEGORY ..., 45
WOMEN’'S HEALTH SPECIALTY PRODUCTS .. cttuiitiiii ittt ete et s et s e et e s s s ettt e s aae s st s e st s s sbsaaa e sane s st sesansens 46

PEDIATRIC SPECIALTY PRODUGCTS .uuiitutiiitiiiit ettt et ettt s et sttt es st s e st et st s ettt e saaessba s e st s satsesteranssstaresanerees 52



CINS SPECIALTY PRODUCTS. ... cttttttteeeiiaittee et et e e e s sttt e e e e s s ss b et e e e e e s s an s be et e e e e e e s s b e b e et e e e s s s annbereeeaeessannnnees 55

RESPIRATORY & ALLERGY SPECIALTY PRODUCTS .. .civtuiiiitieeee et e ettt e e e et e e e e e e s etaeeeseta s e s seaanseseraneeererannns 58
DERMATOLOGICAL SPECIALTY PRODUGCTS ...uuiiittieeteteeeeet s e e et e e st eeeset e e s eeaa e e s e aaeeesetaeeeeanaesssaneererannns 63
OPHTHALMIC SPECIALTY PRODUCT S ... itttiittiitti ettt et ee et e et e et e st e s e b s e st e s s s ettt e saa s st e san s abeesaseraassrans 76
GASTROINTESTINAL SPECIALTY PRODUGCT S ...itttiittiiii ittt ee et e et et e s et s e st et s s ettt e s s s sba s e st s s ab e e st e raaserans 80
SPECIALTY CARDIOVASCULAR PRODUGCTS ...uuiiitiii it ee ettt e ettt e st e s s s e st st s s ettt e s e s sba s e sa s s abeesa e ran s srass 83
SPECIALTY ONCOLOGY PRODUCTS ..ottt ettt s et e et s s e st e s e s e aa e s b s s b e e sb s s eb e e ta e ranserass 85
UROLOGY SPECIALTY PRODUGCTS ..uuiittiiitiittieti ettt et e satesttass st es st se st ssstsett e saassttatestssstsesteranesstnsassnsrees 86
MEN’'S HEALTH SPECIALTY PRODUCT S .. otuiittiiit ittt iete et e ettt et e s st s e st e st s eaa e saa s st s e sbssabsetb e ranessbasasanesens 87
DIABETES SPECIALTY PRODUCTS ...uiittiiiiiittteeeetteeesstaeeeeat s eeeaaaeesetaaseeetasa s e s e sessaseretaeseesrnseessaaeererannns 88
HOSPITAL & ACUTE CARE SPECIALTY PRODUCTS ... ittt ettt e et e et e st e e e et s e e e e e e s e aaeeeeeranaas 89
RARE DISEASE & ORPHAN SPECIALTY PRODUCTS .. .cetuiiiitttee et e e et e e e et e e e eeae e e s etaaeeesata e s seaan e sesaneeererannns 90
(O o AN = I = Y G 91
NEW SPECIALTY PRODUCT APPROVALS & LAUNCHES ...t e 91
SPECIALTY PHARMA FDA APPROVALS 2009-2010 ......cciiuiiiiiiie et eeee e et e e e e e e et e e s eeaan e e s et e eeeaaneeees 92
FIGURE 4: NUMBER OF SPECIALTY PHARMA APPROVALS, 2009 VS. 2010 ....cuiiieiiiiiiiiieiee e, 95
FIGURE 5: SPECIALTY PRODUCT APPROVALS BY THERAPEUTIC AREA, 2009-2010 ......cooevviiiiiiiiciieeeineee, 95
ANTICIPATED SPECIALTY PRODUCT LAUNCHES 2011-2012 ....oiiiniiiiiiiiiiieee et e et eaa e aan 96
(O o I i I = T Y e N 97
KEY PARTNERSHIPS & ACQUISITIONS .....ouuiii it s e e et s e e e e e e e et e s e e e e eeeanba s e eeaeeeenes 97
SPECIALTY PHARMA CO-PROMOTION DEALS, 2009-2010 .. ...ttt s s e b e ea e 98
NOTABLE SPECIALTY PHARMA ACQUISITIONS .. .cvuuieietieeeetteeeeeteee et eee e et s e e seaaeesetaeeesstneesesnnesssanaeererannns 99
(O o AN = I = o T C TN = I T 102
SPECIALTY PHARMA COMPANY PROFILES . ... .ottt e e e et aenaa e e aaaas 102
ACTIENT PHARMACEUTICALS, LLC o ittt e e et e e e e e e e e e e e s e e e e s eba e e e eaan e eeaean 103
ADOLOR CORPORATION ...uiiiettieeetttteeeetteees et eeset s eeeeaaa e s eaaaeeseta e seaaaetstansareraseeeesanesesansereranseersnnseereran 104
AAKORN, INC. oottt e e e e e e et b e e et e s e e e aa e s e s s b e e sa e s sb s e ba e e aa e e s ba e e s b e e ea e s bb e san e nbneanbnsas 105
ALAVEN PHARMACEUTICAL LLC .. ottt et e s e et e e e e e b e e s e s e s st e san s e sbneaabaans 106
ALCON LABORATORIES, INC. .uuiitiitiiiiiiii et et ee s et et e ettt esae s s b e e st e s ab s e bt esaa e s s b s e st esaassbasesansesbnsaabnsns 107
YA = T N TR 108
ARBOR PHARMACEUTICALS, INC. ittt e e e et et e e et e s s e b s e e b e s s b e e sb e saa s st e sansesbnsasaasns 110
ASCEND THERAPEUTICS, INC. .ittiiiiiiiiiii et ee e et et e et s e e e s e e st e s abe s s bt s e san e s s b e e st e s aassbasesansesbnsasbasns 111
AUXILIUM PHARMACEUTICALS ... eetteee ettt ee et e e e et e e e e et e e s et e e e s et e e e e e aa e e s e ta e e eeba s eeeeaan e sesannsesesnnseeesnnseeeeran 112
AXCAN PHARMA, INC. . ceeiieiee ettt ettt e e et e e et e e e e et e e e eaa e e s e et e e eeba e e e eaan e eesaansesessnseersnnneeeeran 113
AZUR PHARMA, INC. oottt et e et e e et e e e e et e e e e e et e e e e aa e e eeba e e e eaan e s esaanseseranseeennnseeeeran 114
LSO STo  IN N o 10 1= 115
2] (@)Y 7N [ @0] 1= 0] 27y T 116
BRAINTREE LABORATORIES, INC. ..uuiiiiiiiiiiiei e e e s e e e e e e e et e e s eaae e e s et e e e eaaa s e s eeaaeesebaaeeesnbaeesennneeeenan 117
CADENCE PHARMACEUTICALS, INC. otuiiitiiiiiiiiii ettt et s et e st e ettt e s b s s b e e s b s s sb s e ba e raa s eba e ranseees 118
CENTRIX PHARMACEUTICAL, INC. oottt ittt e et e s et e s e e aa e s b s s b s e sb s s sba s e st e saaessba e sananen 119
(@ = =T 7Y N TR 1 2N 120
COLUMBIA LABORATORIES, INC. . otuiiiiiiiiiie et ettt et e et e et e s e st s e et e s s e e sa e s et s s b e e saa s s sba s e st s sanssbneasanenes 122
CORNERSTONE THERAPEUTICS, INC. 11ittiiiiiiiiii it ie i ee et e et st s et e st e et e s b s s b s e st e s sb s e sb e saassbasesanenes 123
CUMBERLAND PHARMACEUTICALS, INC. .eettiiiiiie ettt e e e e e e e e e tae e e s et e e e eaan e e e seaaeererannns 124
D] V1 =1 TR | N TN 125
D] o o L N I 126
EKR THERAPEUTICS, INC. .eettiiiiei i eeete ettt e e e e e e e e e e e s e e e s et e e e eaaa e e e aaa e e s e abaeeeeaassesennneerenan 127
ENDO PHARMACEUTICALS «..ettuieeeti ettt e e ettt e e e eeae e et et e ee e st e e e e aaa e s e aaaeeseta e e e esbaeesasansesessneernsassesennnseerenan 128
L0 - N N 129
FERNDALE LABORATORIES, INC. «.ittiiiitiiiiiiii et s e et e st e et s e et et e et e s b e s s e e sa et e b e e bb e saa s sba s sbnessbnsasbas 130

FERRING PHARMACEUTICALS, INC..uuiiiiiii ittt et e e s e et e st s e s e st e s e b s e bb e saa s s ba e sanessbasaanans 131



FLEMING PHARMACEUTICALS ... tttttttetsesesssessseessssssesssssssssessesesssesssseeseeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeees 132

S O Y =10 ] 27N 0] 11 =5 133
LN I ] = Y N 134
GRACEWAY PHARMACEUTICALS LLC o ittt e e e e e st e e b e e b s eba e saneeeas 135
HAWTHORN PHARMACEUTICALS, INC. ottt ittt ettt e et e et s e st e e e s et e s s s e ba e s s s st e e sanesebsaanas 136
HILL DERMACEUTICALS, INC. «.iituiiiiiiiiii i ee et e e et e et e e et e s e e st e s st e s b s e sa s s e b s e ba e saassba e sbnessbnsasbas 137
IMPAX PHARMACEUTICALS, INC. oottt ittt e s e et et e s e e e s s e e e aa e e e e e e b e e sb e s sb e s sb e sanesrass 138
INSPIRE PHARMACEUTICALS, INC. .ottt e e et e e st e e e e s e e e bt e s e e s s b e e sb e s ab e e ab e saaesbass 139
ISTA PHARMACEUTICALS, INC. ittt ittt e e e et et e et s e e e e s e b e e e b e s e b e e aa e s b s s b e e sbn e s ebaessb e sanesbass 140
JAZZ PHARMACEUTICALS, INC. .euuiiiiteeeiete e e et e e e et e e e e e ee e e st e e e e eaa e e s e aaa e e s e baeeeesba s eesesanseeessneernrnneeees 141
ST o o R 142
KING PHARMACEUTICALS, INC...iiieiiiieite et e ettt e e e e e e e e s et e e e e e s e e eaaa e e seaaa e e eeaaeesennneerenan 143
KOWA PHARMACEUTICALS AMERICA, INC. .evriiiiiiie et e e e e e e e e s et e e e e eaa e e e e eanneeeeanas 144
LUPIN PHARMAGCEUTICALS, INC. ..eerniiiiite et e ettt e e et e e e e e e e aae e e s et e e e eeaa e e e saaaeeseaaa e e eesaseesennneeeenan 145
MEDA PHARMACEUTICALS, INC. .eeteiiiiteeeeet et e e e e e e e e e et e e s eaae e e s et e e e eaaa s e e e aaaneeseaaaaeeeebaeesennneeeenan 146
MEDICIS PHARMACEUTICAL CORPORATION ..uuuittuiittiettieittesttiestesstsestessnsstatessesssassssersnesststesnerseessiens 147
MERZ PHARMACEUTICALS, LLC .. ittt e e e et e s e e e bb e s e e st e e sa e s sbaeaabans 148
MISSION PHARMACAL COMPANY ...uttiittiiitietie et et e ettt e sat e s st s e st et sb s e st e saa st b esaasse b assesanssbasestnsssbnsassaaes 149
NAUTILUS NEUROSCIENCES, INC..ittuiiiuiiiitiiiiiei s e et e taee s s e st et s e ta e saa s s b s e st e s st s e sbesanssba e st sssbasastaes 150
NS0Tt e] =Sy, G 151
NEXTWAVE PHARMACEUTICALS, INC..uuiiitiiiiiiiiiii et et ee e e e st s ettt e s b e s s s e st s s s b s s bb e san s st s e st sssbasaansns 152
NORGENIX PHARMACEUTICALS, LLC . .ceeiiiii et e e e e e e e e e st e e e e eaa e e s enan e eeenas 153
NOVEN THERAPEUTICS, LLC ..ei it e e e e et e e e e e e e e ea e e s etb e e seaaeeseanneeeenan 154
ONSET THERAPEUTICS, INC. .. iieeiiiiieite e ettt e et e e e e e e e et e e st e e e e et e e e e s e e s e aaeeeseba e e e esan e e seaanseeeransns 155
(@Y N (UL = = 156
PEDIAPHARM, INC. ...iiiiitiieiiie et e et e et e e et e e ettt e e et e e e e eaa e e e e aa e e s e ta e e e eaaa s eesaaan e sesbaeesesansesennnseeseran 157
P EDINOL PHARMACAL. ...ttt tet ettt e et et e et e s e et e s e e e e b e e e b e s s b e e aa e s aa s s ba s e san s s s b e e sb s saassbaesansesbnsastanns 158
PERNIX THERAPEUTICS, INC. .iiuuiiiiiiiiiiitie it e e et e et et e s st s e et e s b s ettt e s s e s b s e sa e s e b s e bb e saaessba e sbnessbnsasbans 159
PHARMADERM / INYCOMED US ... ettt ettt e e et e e et e e e et e e e e e e s s st e e s e bb s s ssbasessaaneesenas 161
PRIMUS PHARMACEUTICALS .. ittuiittttttetttietttsettesstessassasesstasesaassssasessessassta e sanssssasasssersnesstnrestnesssasasssees 162
PRISM PHARMACEUTICALS, INC. «.ittiiiiiiiiiiiiie e e et et e e e et e s e et e s e e s s b e e sa e s s b s e bb e saa s sba e st sebnsasbans 163
PROMETHEUS LABORATORIES, INC. «.ituiiiiiiiiiiiii et et ee e et s e et e s b e s e e e st e s ab s e bb e saa s st e e sanssebasaanas 164
PROMIUS PHARMA ... ittt e ettt e et e e et e e et e e e e et e e e eaa e e e et e e s e ta e e e eaaaeeeesaneeessbansesesansesennneeseran 165
PURDUE PHARMA, L. P oottt e e e e e e e e e e e e e s eab e e eebaeeseanneeeenan 166
(@ 1@ I 1V =1 o] o Y S I 167
QUESTCOR PHARMACEUTICALS, INC. 11uuiiieiiieiiiiiis e e et s e e e e et et et s e e e e e e e et e e s e e e e eeetnba s e e eeeesantanneaeeas 168
QUINNOVA PHARMACEUTICALS, INC. ¢1tuuiiiieiiiietiiies s e e e e ee ettt s e e e e e e eee et s e e e e e s eaataa s e s e eesaestsaann e eeeeeeestannaaees 169
RECKITT BENCKISER PHARMACEUTICAL, INC. . .ceeiiiiiiiii e et e e et e e e e st e e e e eaa s e e eeaneeseanas 170
ROXRO PHARMA, INC. ¢ttt e et e et e e e e et e s e e aa e s st e s bt e sa e s e b e e bbssaassba e st esbnsastanns 172
SALIX PHARMACEUTICALS ..uuittiitttitt ettt ette et s st se st essbee st et st s sba e st s s s b sesa et aassba e san s sbnsssbsssansstnasansanes 173
SANTARUS, INC. ittt ettt e e e et e e et et e e ea e s e e e ba s e eaa e e s b e e s b e s aa s s ba e s ba s s sba e s b s esassbnsstnsanen 174
SHIONOGI PHARMA, INC. ittt e et e e e e st e e bt e ea e e e b e e s b e s aa s e ba e s b e s sba e e sbesaassbaasansanes 175
SHIRE PHARMACEUTICALS, INC. ..otuiitiii ittt ee et e et e e et e s e e sa e s b s s b s e eba e s sba e e st e saassbaasanenen 177
SIGMA-TAU PHARMACEUTICALS, INC. .euniiiiii i eeeee et e et e e e e e et e e e e et e e s et e e s et e e e esan e e e seaaneeeeaannns 179
SIRION THERAPEUTICS .. teettteeetteeeeete e e e et e ee e aae e e st eee e st e e e e saa e s e taeeesebaseeeesan e sesaaeerebasseersaneesesnnserernnsns 181
SOMAXON PHARMACEUTICALS ...euuiiteteeeeett e eeeeae e e et eeeeat s e e eea e e s et e eesetaeaeeaan e sesaaeeretaseerssneesssanserernnnns 182
R 1=t I =0 ] 27 0] = 11 =5 183
STRATIVA PHARMACEUTICALS ..evtuiieiteee ettt e e e eete e e et eeeeat s e e eeaa e e s et e e e eebaeeessan e sesaneesebaeeerssneerssansererannns 184
SUNOVION PHARMACEUTICALS, INC. .eeiiiiiii ettt e et e e et e e e et e e e e e e e s et e e se b e e s esaa e e eeaaneerernnnns 185
TEVA RESPIRATORY .ituiittiitutetttestt ettt esat sttt e st st st s esa s esaa st ba s st et abssaaesanssba e st ssesasssassansssbnsastsesnsssnes 186
THER-RX CORPORATION 1.1t utttuittuittettuetstesstatessesssssssessnesstatesaetsssttaersnsstatestetsnesttste s 187
TIBER LABORATORIES, INC. . ituiiiuiiiiiiiiie et e s e et e et e e e e et e s e s e bt s e ea e s eba e e s b e s aa s s ba e e san s sbn s e st e eanesrnes 188
U C B PHARMA ..ottt ettt ettt et e et et e e et e st e e st e s e s s ba s e ea e s s b e e sb e s e a s s ba e e san s s b e e s b e e sassba e sbnsesbneasbanns 189
UPSHER-SMITH LABORATORIES .. itttiittiitt ittt iettettteeetatssaaessta s esaa et sbseta s esaa sttt esanssebasasteranssbasestnsssbsasnees 191
URL PHARMA, INC. ittt ettt et e et e st e e e e et e s s b e e aa e s s e e b s e san s s s b e e sbesaassba e sansssbnsasbanns 192

US PHARMACEUTICAL CORPORATION ....utttittteetaiuitrnteeteesssasstssseeeesssaassssseeseeessaassrsreeesesessannreseeesesssasnnsnnns 193



US WORLDMEDS, LLC ...ttt e e ne e e s nmn e e e s nnn e e e s nnne e e e s nnneeeeaas 194

VALEANT PHARMACEUTICALS INTERNATIONAL ...cettuieeeteeeeetieee e et e eeeeaaeessetaesesssa s esssaansesesanasesernseesesnnsesesnns 195
VALIDUS PHARMACEUTICALS, LLC .. ettt e e et e e e e e e e e e e e s e e e e seba e e e eaan e eeaean 197
A AT 0] ud = 7 = Y T 198
VISTAKON PHARMACEUTICALS, LLC .o ittt e r e e e e s e e e e e e e aaaas 199
VTN RN = = O 0@ TR 200
WATSON PHARMACEUTICALS, INC.tuiiiiiiiiiiiiie ettt e e e et s e st e st e e st e s s s st s e saa e s s b s e sbesaa s s ba e sansesbnsassssns 201
WRASER PHARMACEUTICALS ..ctttiittiittettteett e taesstse st ettt e sttt e saa s st e st st abssba e saasssbasastsessassbasesansesbnsasssees 202

XANODYNE PHARMACEUTICALS, INC. «.ittiiiiiiii ittt ee et e s st e e e s e e st e s b s s b e e sa e s sb e e bb e raaaasraes 203



	title
	SpecialtyReportTOC
	December 2010




