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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
Washington, DC 20549

FORM 8-K
Current Report Pursuant
to Section 13 or 15(d) of the
Securities Exchange Act of 1934
Date of Report (Date of earliest event Reported): July 10, 2012

THERAVANCE, INC.
(Exact Name of Registrant as Specified in its Charter)

Delaware
(State or Other Jurisdiction of
Incorporation)

000-30319
(Commission File Number)

94-3265960
(I.R.S. Employer Identification Number)

901 Gateway Boulevard
South San Francisco , California 94080
(650) 808-6000
(Addresses, including zip code, and telephone numbers, including area code, of principal executive offices)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions (see General Instruction A.2. below):


Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)



Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)



Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))



Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

ITEM 7.01 Regulation FD Disclosure.
The information contained in this Item 7.01 and in the accompanying exhibit shall not be deemed filed for purposes of Section 18 of the Securities
Exchange Act of 1934, as amended (the “Exchange Act”), or incorporated by reference in any filing under the Exchange Act or the Securities Act of
1933, as amended, except as shall be expressly set forth by specific reference in such filing.
On July 10, 2012, Theravance, Inc. (the “Company”) issued a press release announcing topline results from Phase 2b study 0084 of TD-1211, an
investigational, orally administered, peripherally selective, multivalent inhibitor of the mu opioid receptor for the treatment of opioid-induced
constipation. Dr. Mathai Mammen, the Company’s Senior Vice President, Research and Early Clinical Development, will discuss these results on a
conference call today at 5:00 p.m. Eastern Daylight Time. A copy of the press release and the slide presentation are furnished as Exhibit 99.1 and
Exhibit 99.2 to this report and are incorporated herein by reference.
ITEM 9.01 Financial Statements and Exhibits.
(d) Exhibits.
Exhibit

Description

Exhibit 99.1

Press Release of Theravance, Inc. dated July 10, 2012

Exhibit 99.2

Theravance TD-1211 Phase 2b Study Results Slide Presentation dated July 10, 2012
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SIGNATURE
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.
THERAVANCE, INC.
Date: July 10, 2012

By: /s/ Michael W. Aguiar
Michael W. Aguiar
Chief Financial Officer
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Exhibit 99.1

Theravance Announces Positive Topline Results from TD-1211
Phase 2b Study 0084 for the Treatment of Opioid-Induced Constipation
All Doses Met Primary Efficacy Endpoint and Resulted in Significant Improvements in Patient’s Global Impression of Change
SOUTH SAN FRANCISCO, CA/July 10, 2012 — Theravance, Inc. (NASDAQ: THRX) today announced positive topline results from 0084, the key
study in the Phase 2b program evaluating TD-1211 as a potential treatment for chronic, non-cancer pain patients with opioid-induced constipation (OIC).
TD-1211 is an investigational, orally administered, peripherally selective, multivalent inhibitor of the mu opioid receptor designed with the goal of
alleviating gastrointestinal side effects of opioid therapy without affecting analgesia. These positive clinical results support progression into Phase 3
development for the treatment of patients with opioid-induced constipation.
The Phase 2b program consists of three studies (0074, 0076 and 0084) designed to evaluate doses and dosing regimens for Phase 3. The key study in this
program is 0084, a 5-week, randomized, double-blind, parallel-group, dose-ranging study evaluating 5 mg, 10 mg, and 15 mg doses of TD-1211 versus
placebo. This study randomized 217 patients with OIC. During the 2-week baseline period, patients had on average 0.1 to 0.3 complete spontaneous
bowel movements (CSBMs) per week. All patients randomized into a TD-1211 arm received 5 mg for the first four days of dosing. On Day 5, these
patients either remained at 5 mg or were dose-escalated to 10 mg or 15 mg for the remainder of the 5-week treatment period. Patients randomized into the
placebo arm received placebo for all five weeks.
The primary efficacy endpoint was the change from baseline in average CSBMs per week over the last four weeks of treatment for the three doses of TD1211 and placebo in the Efficacy Analysis (EA) population. Study 0084 achieved the primary efficacy endpoint for all doses of TD-1211.
EA Population

Baseline
Treatment Period (Weeks 2 — 5)
Least Squares (LS) Mean Differences from Placebo
p-value
1

Placebo
(n=52)

5 mg
(n=53)

TD-1211
10 mg
(n=49)

15 mg
(n=47)

0.2
1.0

0.1
1.6
0.97
p=0.0413

0.3
3.0
1.61
p=0.0010

0.2
2.7
1.79
p=0.0003

A key secondary endpoint was the change from baseline in average spontaneous bowel movements (SBMs) per week over the last four weeks of treatment
for the three doses of TD-1211 and placebo in the EA population.
EA Population

Baseline
Treatment Period (Weeks 2 — 5)
LS Mean Differences from Placebo
p-value

Placebo
(n=52)

5 mg
(n=53)

TD-1211
10 mg
(n=49)

15 mg
(n=47)

1.2
3.1

1.2
3.9
0.88
p=0.0739

1.1
4.5
1.46
p=0.0038

1.2
4.9
1.83
p=0.0003

In a pre-specified responder analysis, defined as at least three SBMs per week and an increase of at least one SBM per week from baseline for at least
three of the last four weeks of the treatment period, patients on TD-1211 demonstrated a response of 59% (5 mg), 61% (10 mg) and 70% (15 mg)
compared to 39% in the placebo group. The 5 mg (p=0.0401), 10 mg (p = 0.0222) and the 15 mg (p=0.0016) responder rates were statistically
significantly higher than placebo. An identical analysis using CSBMs was statistically significant at the 10 mg and 15 mg doses.
In another secondary endpoint, 66% of patients in the 15 mg TD-1211 group reported that their constipation was better or much better on a 7-point global
impression of change scale after five weeks of treatment, which was significantly higher than the 21% of patients in the placebo arm (p<0.0001). Results
from patients on 5 mg and 10 mg treatment arms also achieved statistical significance versus placebo.
TD-1211 was generally well tolerated in patients. The percentage of patients with a treatment-emergent adverse event was 44% for placebo compared to
39%-55% for TD-1211. The most common adverse events reported were abdominal pain (13.0% for TD-1211 vs. 11.1% for placebo), nausea (9.3% vs.
3.7%), diarrhea (8.7% vs. 0%), and headache (5.0% vs. 5.6%). A majority of treatment-related gastrointestinal (GI) adverse events were associated with
initiation of treatment, resolved within a few days and were mild or moderate. There was no evidence of CNS opioid withdrawal or analgesic interference
based on the Clinician Opioid Withdrawal Score, daily opioid use or the assessment of daily pain scores. Four patients experienced serious adverse events,
none of which were treatment-related.
“We are impressed with the durability of response through Week 5 particularly for the 10 mg and 15 mg dose strengths,” said Mathai Mammen,
MD, PhD, Senior Vice President of Research and Early Clinical Development. “In a measure of satisfaction with treatment, over 90% of patients on 15
mg reported that they would be likely to use the medication again if offered by a physician after FDA approval.”
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“The results from Study 0084 are very encouraging and support progression into Phase 3 development,” said Rick E Winningham, Chief Executive
Officer. “Over 6 million Americans are on opioid therapy for chronic pain with a significant percentage of them suffering from OIC despite use of current
treatments. Our goal with this program is to restore normal bowel function in OIC patients.”
About the Phase 2b Program
The Phase 2b program consists of three studies: 0074, 0076 and 0084. The key clinical study (0084) was a randomized, double-blind, placebo-controlled,
parallel-group, dose-ranging study in the US that randomized 217 patients. Patients were eligible to enroll in the study if they experienced five or fewer
SBMs and at least one additional symptom of constipation during the 2-week baseline period.
Study 0074 was a randomized, double-blind, placebo-controlled, dose-escalation study to assess the safety, tolerability, and clinical activity of dose-toeffect regimens of TD-1211 in approximately 69 randomized patients with OIC. The primary endpoint of this study was measurement of frequency and
severity of treatment-emergent adverse events in patients with OIC. Study 0076 is an open-label, single-blind, dose escalation pilot study to assess the
safety and tolerability of TD-1211 in approximately 95 patients with OIC, and is near completion. Data reviewed to date support further development of
TD-1211. Detailed results from all three studies will be presented at future medical conferences.
About TD-1211
TD-1211 was discovered by Theravance using the application of multivalent drug design in a research program dedicated to finding new treatments for GI
motility disorders/pain. TD-1211 is an investigational, once-daily , orally administered, peripherally selective, multivalent inhibitor of the mu opioid
receptor designed with the goal of alleviating gastrointestinal side effects of opioid therapy without affecting analgesia.
About Opioid-Induced Constipation
Opioid analgesic medications are widely used in the treatment of acute and chronic pain. Opioid-induced constipation (OIC) is a highly prevalent and well
recognized complication among the millions of patients on chronic opioid therapy. OIC has a significant impact on the quality of life of patients, and is
currently poorly treated with laxatives. Consisting of constipation, delayed gastric emptying, abdominal discomfort and nausea, OIC can be debilitating in
patients. Theravance believes that there remains a major unmet medical need for an oral therapy that is efficacious and well tolerated in OIC patients.
3

Conference Call and Webcast Information
Theravance has scheduled an analyst conference call to discuss this announcement today at 5:00 p.m. Eastern Daylight Time. Analysts who wish to
participate in the live call by telephone, please dial (877) 837-3908 from the U.S., or (973) 890-8166 for international callers. Those interested in listening
to the conference call live via the internet may do so by visiting Theravance’s web site at www.theravance.com. To listen to the live call and to download
the slide presentation, please go to Theravance’s web site 15 minutes prior to its start to register, download, and install any necessary audio software.
A replay of the conference call will be available on Theravance’s web site for 30 days through August 9, 2012. An audio replay will also be available
through 11:59 p.m. Eastern Daylight Time on July 17, 2012 by dialing (855) 859-2056 from the U.S., or (404) 537-3406 for international callers, and
entering confirmation code 99539228.
About Theravance
Theravance is a biopharmaceutical company with a pipeline of internally discovered product candidates and strategic collaborations with pharmaceutical
companies. Theravance is focused on the discovery, development and commercialization of small molecule medicines across a number of therapeutic
areas including respiratory disease, bacterial infections, and central nervous system (CNS)/pain. Theravance’s key programs include: RELOVAIR™,
LAMA/LABA (UMEC/VI) and MABA (Bifunctional Muscarinic Antagonist-Beta 2 Agonist), each partnered with GlaxoSmithKline plc, and its oral
Peripheral Mu Opioid Receptor Antagonist (PµMA) program. By leveraging its proprietary insight of multivalency to drug discovery, Theravance is
pursuing a best-in-class strategy designed to discover superior medicines in areas of significant unmet medical need. For more information, please visit
Theravance’s web site at www.theravance.com.
THERAVANCE®, the Theravance logo, and MEDICINES THAT MAKE A DIFFERENCE® are registered trademarks of Theravance, Inc.
RELOVAIR™ is a trademark of the GlaxoSmithKline group of companies.
This press release contains and the conference call will contain certain “forward-looking” statements as that term is defined in the Private Securities
Litigation Reform Act of 1995 regarding, among other things, statements relating to goals, plans, objectives and future events. Theravance intends such
forward-looking statements to be covered by the safe harbor provisions for forward-looking statements contained in Section 21E of the Exchange Act and
the Private Securities Litigation Reform Act of 1995. Examples of such statements include statements relating to the status and timing of clinical studies,
data
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analysis and communication of results, statements regarding the potential benefits and mechanisms of action of drug candidates, statements concerning
the timing of seeking regulatory approval of our product candidates, statements concerning enabling capabilities of Theravance’s approach to drug
discovery and its proprietary insights, statements concerning expectations for product candidates through development and commercialization and
projections of revenue, expenses and other financial items . These statements are based on the current estimates and assumptions of the management of
Theravance as of the date of this press release and the conference call are subject to risks, uncertainties, changes in circumstances, assumptions and other
factors that may cause the actual results of Theravance to be materially different from those reflected in its forward-looking statements. Important factors
that could cause actual results to differ materially from those indicated by such forward-looking statements include, among others, risks related to delays
or difficulties in commencing or completing clinical studies, the potential that results of clinical or non-clinical studies indicate product candidates are
unsafe or ineffective, our dependence on third parties in the conduct of our clinical studies, delays or failure to achieve regulatory approvals for product
candidates, risks of relying on third-party manufacturers for the supply of our product and product candidates and risks of collaborating with third parties
to develop and commercialize products. These and other risks are described in greater detail under the heading “Risk Factors” contained in Theravance’s
Quarterly Report on Form 10-Q filed with the Securities and Exchange Commission (SEC) on May 2, 2012 and the risks discussed in our other period
filings with SEC. Given these uncertainties, you should not place undue reliance on these forward-looking statements. Theravance assumes no obligation
to update its forward-looking statements.
Contact Information:
Michael W. Aguiar
Senior Vice President and Chief Financial Officer
650-808-4100
investor.relations@theravance.com
5

Exhibit 99.2
Jul y 10, 2012 P eripheral M u
Opioid Re cept or A nt agonist
(P µMA ): TD -1211 Posit ive
Topline Phase 2b S tudy R esults
The ra va nce , The ra vance ’s l ogo
and M edici ne s T hat M ake a
Diffe re nce are registe re d
tra demarks of T herava nce, Inc. ©
2012 T heravanc e, Inc .

Safe H arbor T his pre senta tion
contains c ertain “forwa rd looking ” state ments a s that te rm
is defined in the P riva te
Sec uriti es L itiga tion Reform A ct
of 1995 rega rding, among other
things, st ate ments rela ting to
goa ls, plans, objec tives a nd
future eve nts. The ra vance
intends such forw ard-looking
state ments to be c overed by the
safe harbor provi sions for
forwa rd-looking sta teme nts
containe d in Sec tion 21E of the
Exc ha nge A ct a nd the Private
Sec uriti es L itiga tion Reform A ct
of 1995. T he w ords “ma y” ,
“will ” , “should ”, “could ”,
“would ”, “pl an ”, “antic ipate ” ,
“be lie ve ”, “estima te ”, “ intend” ,
“goa l, ” “ projec t ”, “pote ntial ”,
“de signed, ” “ expec t ”,
“consistent ” , “support” , “target ”
and “promising ” and simila r
expre ssions are inte nde d to
identify suc h forwa rd -looking
state ments. E xample s of such
state ments inc lude stat ements
re lating to the s tatus a nd ti ming
of cli nica l studies, dat a ana lysis
and communica tion of results,
state ments regarding the
pote ntial be nefits and
me cha nisms of a ction of drug
candida tes, sta teme nts
conce rning the ti ming of see king
re gula tory a pproval of our
product c andidate s, stat ements
conce rning ena bling capa bilitie s
of T heravanc e's a pproa ch to drug
di scovery and its propriet ary
insight s, state ments c onc erning
expec tations for produc t
candida tes through de ve lopment
and commerci aliz ation a nd
projec tions of reve nue , expense s
and other fina nc ial items. T hese
state ments a re ba sed on the
current e stima tes a nd
assumptions of the manage ment
of T heravanc e as of the da te of
this pre sentat ion a nd are subjec t
to risks, unce rta intie s, changes i n
circumsta nc es, a ssumpt ions and
ot he r fac tors t ha t may c ause t he
act ua l results of The ra vance to be
ma teria lly different from t hose
re fle cte d in its forwa rd -looking
state ments. Importa nt fa ctors that
could ca use ac tual result s t o
di ffer mate ria lly from those
indi cat ed by suc h forwa rd looking sta teme nts include ,
among ot he rs, risks rela ted to
de lays or difficult ies in
commenc ing or comple ting
clinic al studie s, the potenti al tha t
re sul ts of c linica l or non-clinic al
studi es indica te product
candida tes a re unsa fe or
ineffe ctive , our depende nce on
third partie s in the c onduct of our
clinic al studie s, dela ys or fa ilure
to a chie ve regulat ory approva ls
for product c andidate s, ris ks of
re lying on third-pa rt y
ma nufa cturers for the supply of
our product a nd product
candida tes a nd risks of
colla borati ng w ith third parties to
de velop and c omme rc ial ize
products. T hese and other risks
are desc ribe d in grea ter deta il
unde r the he ading "Ri sk F ac tors"
containe d in The ra vance ’s
Quarte rly Re port on Form 10-Q
file d wit h t he Se curi ties a nd
Exc ha nge Commission (SE C) on
Ma y 2, 2012 and the risks
di scussed in our ot he r pe riod
fili ngs w ith SE C. G iven thes e
unc ertainti es, you should not
pl ace undue re lianc e on these
forwa rd-looking sta teme nts.
The ra va nce assumes no
obli ga tion to upda te i ts forwa rd looking sta teme nts. 2 Me dicine s
that make a diffe re nce ®

TD -1211 for O pi oid-Induce d
Const ipation (OIC) Goa l: Onc eDa ily, Orall y-Administe re d
Pµ MA T argete d t o be best-incla ss, onc e-a-da y, oral ly
administe re d t re atme nt for OIC
TD -1211 is a T he ra va nce di scovered invest igationa l,
pe ri phe ra lly sel ect ive,
mult ivale nt compound de signed
with the goa l of a lle vi ating
ga stroi nt estina l side e ffec ts of
opioid the ra py w ithout a ffec ting
analge sia O IC M arke t
Opport unit y i n U .S. c ould be
>500M t re atme nt da ys annuall y*
3.9B trea tment da ys on noninjec table opioids* ~40% of
pa tie nt s on c hronic opioids
experienc e consti pa tion* 45% of
OIC patie nts using laxa tives stil l
re port <3 bow el moveme nts per
we ek* 3 *S ourc es: T heravanc e
estima te ba sed on IM S H ea lth
NPA ; K also e t al (2004) Pa in
112:p372, Brow n et a l (2006) J
of O pi oi d M gmt 2:3 p137, Bell e t
al (2009) Pai n M e d 10:p35

TD -1211 Pha se 2b Program in
OIC Ove rvie w G oal: Asse ss
safety, tole ra bi lity and effica cy
of T D -1211 in pati ents w ith OIC
Consi sts of three dose -ra nging
studi es: 0074, 0076 and 0084,
(N =~380) E va luate dose s and
dosing regime ns t o provide
information for the de sign of the
Phase 3 progra m Positive re sul ts
from P hase 2b S tudy 0084 (N =
217) All dose s (5 mg, 10 mg a nd
15 mg) achie ved sta tistic al
signi fic anc e for the primary
endpoi nt Ke y se condary
endpoi nt s achi eved sta tistic al
signi fic anc e at 10 mg and 15 mg
Additiona l studies 0074 (N = 69)
– assess ed safety a nd t ol erability
of a dose -to-effe ct strate gy 0076
(N = 95) – an open -label s tudy
exploring sa fe ty and tolerabil ity
of diffe re nt dose -esca lat ion
proce dure s D a ta revie we d t o da te
support progression into Pha se 3
de velopment 4

TD -1211 Pha se 2b Study 0084
Overview D ouble -bl ind,
ra ndomiz ed, plac ebo-controll ed,
pa ra lle l-group, dose -ra nging
study in the U.S . A ll T D -1211
tre atme nt arms started on a 4 -da y
initiat ion dose of 5 mg onc e da ily
217 c hronic, non-canc er pain
pa tie nt s with O IC Primary
endpoi nt : Change from ba seline
in a verage complete spont aneous
bow el move ments (CSBM s) per
we ek over we eks 2-5 5

TD -1211 Pla ce bo (n=54) 5 mg
(n=55) 10 mg (n=53) 15 mg
(n=53) Age Me an (Ye ars) 47.6
48.3 49.2 48.9 G ender Fe male 28
37 32 30 M ale 26 18 21 23 B MI
Me an (kg/ m2) 28.3 27.8 27.8
28.1 D ura tion of O IC M e an
(Y ea rs) 5.5 6.4 6.7 5.3 M e an
morphine e quiva lent units
(M E Us) - 145 per day (ra nge 301,740) 6 T D -1211 Pha se 2b
Study 0084 Ba seline
Charact eristic s Base line
charac teristic s simila r a cross all
tre atme nt groups M odi fie d
Inte nt -to-Trea t Populati on

TD -1211 Pla ce bo (n=52) 5 mg
(n=53) 10 mg (n=49) 15 mg
(n=47) Base line 0.2 0.1 0.3 0.2
Trea tment P eriod (We eks 2-5)
1.0 1.6 3.0 2.7 L ea st Squares
(L S) M ean D iffe re nces from
Plac ebo p-va lue 0.97 p=0.0413
1.61 p=0.0010 1.79 p=0.0003 7
TD -1211 Pha se 2b Study 0084
Pri mary E ffic ac y Endpoint:
Change From Base line i n
Average CSBM s P er Wee k Ove r
Wee ks 2-5 E ffic ac y Anal ys is
(E A) Popula tion All dose s of
TD -1211 ac hieve d st atist ica l
signi fic anc e for the primary
effic ac y e ndpoi nt N O TE : W eek
1 inc ludes 4-da y dose initia tion
at 5 mg Ave ra ge We ek 1 CSBM
frequenc y by trea tment group:
1.0 (plac ebo), 2.0 (5 mg), 3.9 (10
mg), 3.0 (15 mg)

8 T D -1211 Pha se 2b Study 0084
Sec onda ry E ffic ac y E ndpoint:
Change From Base line i n
Average Wee kly CSBM s in L as t
Wee k of T re atme nt (W eek 5)
TD -1211 Pla ce bo (n=52) 5 mg
(n=53) 10 mg (n=49) 15 mg
(n=47) Base line 0.2 0.1 0.3 0.2
Trea tment P eriod (We ek 5) 0.9
1.5 2.5 2.9 L S M e an D ifferenc es
from P lac ebo p-va lue 0.95
p= 0.0637 1.36 p= 0.0095 2.04
p= 0.0001 E ffic acy A nalysis (E A)
Popul ation

9 T D -1211 Pha se 2b Study 0084
Sec onda ry E ffic ac y E ndpoint:
Change From Base line i n
Average SBM s Pe r W ee k O ver
Wee ks 2-5 T D -1211 Pla ce bo
(n=52) 5 mg (n=53) 10 mg
(n=49) 15 mg (n=47) Ba sel ine
1.2 1.2 1.1 1.2 T re atme nt Pe riod
(We eks 2-5) 3.1 3.9 4.5 4.9 LS
Me an D iffere nc es from P lac ebo
p-va lue 0.88 p=0.0739 1.46
p= 0.0038 1.83 p= 0.0003
Effi cac y Ana lysis (E A )
Popul ation N OT E : We ek 1
includes 4 -da y dose initia tion at
5 mg A verage W ee k 1 S BM
frequenc y by trea tment group:
3.4 (plac ebo), 6.0 (5 mg), 6.0 (10
mg), 6.6 (15 mg)

39% 59% p=0.0401 T D -1211
Phase 2b S tudy 0084 PreSpec ifie d SBM Re sponde r
Anal ys is Responder definition:
>3 SBM s per w eek a nd a n
increase of a t lea st one SB M pe r
we ek from base line for > 3 w ee ks
ove r w ee ks 2-5 10 E ffic acy
Anal ys is (E A ) Popula tion TD 1211 Pe rc enta ge of R esponders
70% p=0.0016 61% p= 0.0222
Plac ebo 5 mg 10 mg 15 mg n= 52
n= 53 n= 49 n= 47 0 10 20 30 40
50 60 70 80 90 100

TD -1211 Pla ce bo (n=54) 5 mg
(n=56) 10 mg (n=53) 15 mg
(n=52) All TD -1211 (n= 161)
Any GI A dve rse E ve nt 11
(20.4%) 13 (23.2%) 15 (28.3% )
14 (26.9% ) 42 (26.1% )
Abdominal P ain 6 (11.1%) 7
(12.5%) 6 (11.3%) 8 (15.4%) 21
(13.0%) Abdominal P ain U pper
1 (1.9%) 2 (3.6%) 3 (5.7%) 2
(3.8%) 7 (4.3%) D iarrhe a 0 4
(7.1%) 6 (11.3%) 4 (7.7%) 14
(8.7%) Fla tulenc e 3 (5.6% ) 1
(1.8%) 2 (3.8%) 1 (1.9% ) 4
(2.5%) Na usea 2 (3.7%) 4 (7.1%)
8 (15.1%) 3 (5.8%) 15 (9.3%)
Vomiting 1 (1.9% ) 4 (7.1% ) 1
(1.9%) 0 5 (3.1%) 11 T D -1211
Phase 2b S tudy 0084 M ost
Common G I-Rela ted A dve rse
Eve nt s Safety P opula tion Al l GIre late d adverse e ve nts occ urring
in a t le ast tw o patie nts of a ny
group

TD -1211 Pha se 2b Study 0084
Results S afety Summa ry
Ge ne ra lly w ell tole rate d N o
tre atme nt-re late d serious a dverse
events reported A majority of
tre atme nt-re late d ga stroi ntestina l
(G I) adverse e vents w ere
associa ted w ith initi ation of
tre atme nt, re solved wi thin a few
da ys and we re mild or mode ra te
No trea tment-re late d findings in
qua ntitat ive E CG pa ra mete rs
we re obse rve d N o evide nce of
CNS opioi d w ithdraw al or
analge sia inte rfe re nc e N o
clinic ally signific ant cha nge s in
labora tory te sts, E CG s, or vital
signs 12

Study 0084 ac hieve d prima ry
and key sec onda ry e ndpoints
66% of pat ients in the 15 mg T D
- 1211 group report ed that t he ir
constipati on w as be tter or muc h
be tte r on a 7-point globa l
impre ssion of cha nge sca le a fte r
5 w ee ks of trea tment O ver 90%
of pati ents on 15 mg reported
that the y w ere l ikely to use T D 1211 aga in if offe re d by a
physic ian a fte r F DA approva l N o
apparent CN S pe ne tration,
consistent w ith pe ripheral
re stric tion Ge nerall y w el l
tolerate d Results support
progre ssion into Phase 3
de velopment 13
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