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Forward Looking Statements 
This presentation includes forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995. Forward-looking statements include statements, other than historical facts, regarding, among 

other things: the plans for, or progress, scope, cost, initiation, duration, enrollment,resultsor timing for availability of results of, developmentof odevixibat or any of our other product candidates or programs, including regarding 

expectations regarding the impact of COVID-19 on our business and our ability to adapt our approach as appropriate; the Phase 3 clinical program for odevixibat in patients with progressive familial intrahepatic cholestasis (PFIC), 

the pivotal trial for odevixibat in biliary atresia, the planned pivotal trial for odevixibat in Alagille syndrome and a Phase 2trial for elobixibat being conducted by EA Pharma in Japan;the target indication(s) for development or 

approval, the size, design, population, location, conduct, cost, objective, enrollment, durationor endpoints of any clinical trial, or the timing for initiation or completion of or availability or reporting of results from any clinical trial, 

including the Phase 3 PFIC trial for odevixibat, and the long-term open-label extension study, the pivotal trial for odevixibat in biliary atresia, the planned pivotal trial for odevixibat in Alagille syndrome,for submission of any 

regulatory filing, or for discussionswith regulatory authorities; the timing of and our ability to obtain and maintain regulatory approval of any of our product candidates and any related restrictions, limitations, or warnings in the 

label of any approved product candidates; the timing for commercialization of any of our product candidates, if approved; the size of the PFIC population, the biliary atresia population or any other disease population for 

indications that may be targeted by Albireo; the potential benefits or competitive position of odevixibat or any other Albireo product candidate or program or the commercial opportunity in any target indication; the potential 

effects of odevixibat on the treatment of PFIC patients and its potential to improve the current standard of care; the potential benefits of a rare pediatric disease designation; the potential benefits of a fast track designation; the 

potential benefits of orphan drug designation; the pricing of odevixibat if approved; any action by, or decision of, EA Pharma concerning elobixibat; the potential issuance of a rare pediatric disease priority review voucher; or our 

business relationship; the duration of our cash runway; our future operations, financial position, revenues, costs, expenses,uses of cash, capital requirements or our need for additional financing; or our strategies, prospects, 

ōŜƭƛŜŦǎΣ ƛƴǘŜƴǘƛƻƴǎΣ ǇƭŀƴǎΣ ŜȄǇŜŎǘŀǘƛƻƴǎΣ ŦƻǊŜŎŀǎǘǎ ƻǊ ƻōƧŜŎǘƛǾŜǎΦ ²ƻǊŘǎ ǎǳŎƘ ŀǎ άŀƴǘƛŎƛǇŀǘŜǎΣέ άōŜƭƛŜǾŜǎΣέ άǇƭŀƴǎΣέ άŜȄǇŜŎǘǎΣέ άǇǊƻƧŜŎǘǎΣέ άŦǳǘǳǊŜΣέ άƛƴǘŜƴŘǎΣέ άƳŀȅΣέ άǿƛƭƭΣέ άǎƘƻǳƭŘΣέ άŎƻǳƭŘΣέ άŜǎǘƛƳŀǘŜǎΣέ άǇǊŜŘƛŎǘǎΣέ άǇƻǘŜƴǘƛŀƭΣέ 

άŎƻƴǘƛƴǳŜΣέ άƎǳƛŘŀƴŎŜΣέ ŀƴŘ ǎƛƳƛƭŀǊ ŜȄǇǊŜǎǎƛƻƴǎ ǎƻƳŜǘƛƳŜǎ ƛŘŜƴǘƛŦȅ ŦƻǊǿŀǊŘ-looking statements. 

Any forward-looking statement involves known and unknown risks, uncertainties and other factors that may cause our actual results, levels of activity, performance or achievements to differ materially from those expressed or 

implied by such forward-looking statement, and, therefore, investors are cautioned not to place undue reliance on any forward-looking statement. These factors include, but are not limited to: negative impacts of the COVID-19 

pandemic, including on manufacturing, supply, conduct or initiation of clinical trials, or other aspects of our business; thepotential availability of odevixibat through the EAP, whether the United States Food and Drug 

Administration (FDA) continues to allow odevixibat to be administered through the Expanded Access Program (EAP), whether favorable findings from clinical trials of odevixibat to date, including findings in indications other than 

PFIC, will be predictive of results from the trials from any other clinical trials of odevixibat; whether either or both of theFDAand European Medicines Agency (EMA) will determine that the primary endpoint for their respective 

evaluations and treatment duration of the double-blind Phase 3 trial in patients with PFIC are sufficient to support approval ofodevixibat inthe United Statesor theEuropean Union, to treat PFIC, a symptom of PFIC, a specific 

PFIC subtype(s) or otherwise; the outcome and interpretation by regulatory authorities of the ongoing third-party study pooling and analyzing of long-term PFIC patient data; the timing for initiation or completion of, or for 

availability of data from, clinical trials of odevixibat, including the pivotal program in biliary atresia or the planned pivotaƭ ǇǊƻƎǊŀƳ ƛƴ !ƭŀƎƛƭƭŜ ǎȅƴŘǊƻƳŜΣ ŀƴŘ ǘƘŜ ƻǳǘŎƻƳŜǎ ƻŦ ǎǳŎƘ ǘǊƛŀƭǎΤ !ƭōƛǊŜƻΩǎ ŀōƛƭƛǘȅ ǘƻ ƻōǘŀƛƴ ŎƻǾŜǊŀƎŜΣ ǇǊƛŎƛƴƎ 

or reimbursement for approved products inthe United Statesor European Union; delays or other challenges in the recruitment of patients for, or the conduct of, the pivotal program in biliary atresia or planned pivotal program in 

Alagille syndrome; whether odevixibat will meet the criteria to receive a pediatric priority review voucher when applicable; the competitive environment and commercial opportunity for a potential treatment for PFIC or other 

orphan pediatric cholestatic liver diseases; the medical benefit that may be derived from odevixibat, elobixibat, A3384, A3907 or any of our other product candidates; the extent to which our agreement for elobixibat with EA 

Pharma generatesfuture nondilutive income; the significant control or influence that EA Pharma has over the commercialization of elobixibat in WŀǇŀƴ ŀƴŘ ǘƘŜ ŘŜǾŜƭƻǇƳŜƴǘ ŀƴŘ ŎƻƳƳŜǊŎƛŀƭƛȊŀǘƛƻƴ ƻŦ ŜƭƻōƛȄƛōŀǘ ƛƴ 9! tƘŀǊƳŀΩǎ 

other licensed territories; our ability to protect and expand our intellectual property; the timing and success of submission, acceptance and approval of regulatory filings; and our critical accounting policies. These and other risks 

and uncertainties that we face are described in our most recent Annual Report on Form 10-K and in other filings that we make or have made with the Securities and Exchange Commission. In addition, market and industry 

statistics contained in this presentation are based on information available to us that we believe to be reliable but have not independently verified. 

All forward-looking statements speak only as of the date this presentation is made and should not be relied upon as representingour views as of any date after this presentation is made. We specifically disclaim any 

obligation to update any forward-looking statement, except as required by applicable law. ά!ƭōƛǊŜƻέ ƛǎ ŀ ǘǊŀŘŜƳŀǊƪ ƻŦ !ƭōƛǊŜƻ !.Φ !ƭƭ ƻǘƘŜǊ ǘǊŀŘŜƳŀǊƪǎΣ ǎŜǊǾƛŎŜ ƳŀǊƪǎΣ ǎŜǊǾƛŎŜ ƳŀǊƪǎΣ ǘǊŀŘŜ ƴŀƳŜǎΣ ƭƻƎƻǎ ŀƴŘ ōǊŀƴŘ ƴŀƳŜs 

identified in this presentation are the properties of their respective owners.
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Odevixibat
Strong Phase 3 

Results

Next Generation 
Bile Acid 

Transporter 
Inhibitors

Strong Financial 
Foundation & 

Commercial 
Readiness

Albireo Reaches New Stage In Company Evolution 
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Results Support Approval Submissions

óó óó
Richard J. Thompson, M.D., Ph.D., Professor of Molecular Hepatology 

at King's College London and Lead Investigator for PEDFIC 1 & 2

Odevixibat has potential to provide 

significant treatment benefits in a 

disease with high unmet medical needs.
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PEDFIC Findings Support Odevixibat Best - in -Class Profile

Response 
across a wide 

range 
of patients

Potent and 
durable effect

Well tolerated 
and efficacious

PEDFIC 1 &  2 
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2 4  W E E K S 7 2  W E E K S

PEDFIC 1 & 2: Gold Standard Phase 3 Programs

PEDFIC 2
Interim Analyses at Weeks 24 and 48

PEDFIC 1
Single Pivotal Trial to Support NDA/MAA Filings

All OdevixibatŸ 

Odevixibat
120 µg/kg/day

N = 35

PlaceboŸ 

Odevixibat
120 µg/kg/day

N = 19

Odevixibat
Newly enrolled 

120 µg/kg/day

N = 17

All enrolled 

patients
N = 71

Oral capsule/sprinkle 

120 ɛg/kg/day

PEDFIC 2

Interim analysis 

population
(Ó1 dose of odevixibat)

N = 69

Patients ongoing 

in PEDFIC 2
N = 66

62 Subjects
Once daily

Oral capsule/

sprinkle

R

Enrolled but not dosed, 

N = 2

Total discontinuations, N = 3 

Withdrawal of consent, 

N = 2; AE, N = 1

Non-PEDFIC 1 eligible

Cohort 2

Cohort 1 (P1P)

Cohort 1 (P1O)
Odevixibat
40 µg/kg/day

N = 23

Odevixibat
120 µg/kg/day

N = 19

Placebo
N = 20

9 6  W E E K S  C O L L E C T I V E  



Potent and 
Durable Effect

PEDFIC 1 &  2 
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Pruritus Improvement: High Statistical Significance

PPAs defined as a scratching score of Ò1 or a Ó1-point drop from baseline on an observer-reported instrument
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Placebo

N = 20

Odevixibat 

40 µg/kg/d

N = 23

Odevixibat

120 µg/kg/d

N = 19

All Odevixibat 

N = 42

P=0.003

Primary Endpoint: Pruritus Improvement 

P=0.033 P=0.004

Proportion of Positive Pruritus Assessments (PPA)

Pruritus is the 

indication for 

liver transplant 

in about half of 

PFIC patients

PEDFIC 1 
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Pruritus Reduction Continues and Improves Over Time

All patients in PEDFIC 2 receive odevixibat; aData shown for all patients in PEDFIC 1. bData not shown for n Ò 10. Odevix, odevixibat; AllOdevixŸOdevix, PEDFIC 2 participants who received odevixibat in the preceding PEDFIC 1 
study; Odevix /Odevix120 ŸOdevix120, PEDFIC 2 participants who received odevixibat 40µg/kg/day(i.e., Odevix40) or 120 µg/kg/day(i.e., Odevix120) in the preceding PEDFIC 1 study; Pbo, placebo; PboŸOdevix, PEDFIC 2 
participants who received placebo in the preceding PEDFIC 1 study. Total number of patients (Ns) vary by parameter and time point.

Change in Pruritus During PEDFIC 1 & Through PEDFIC 2 Week 24
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PEDFIC 1 &  2 
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Pruritus Levels Significantly Reduced in Many Patients
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PEDFIC 1 &  2 
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43.5%

21.1%

33.3%

Serum Bile Acid Responders: High Statistical Significance

Serum Bile Acid Response: Serum bile acids Ò70 ɛmol/L at week 24 or a reduction from baseline to week 24 of Ó70%

Placebo

N = 20

Odevixibat 

40 µg/kg/d

N = 23

Odevixibat

120 µg/kg/d

N = 19

All Odevixibat 

N = 42

P=0.001

Primary Endpoint: Percent of Patients Achieving Serum Bile Acid Response

P=0.035

P=0.003

PEDFIC 1 
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Increasing Bile Acid Response Observed With 
Longer Treatment
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Reduction in Bile Acids Continues and Improves Over Time

All patients in PEDFIC 2 receive odevixibat; aData shown for all patients in PEDFIC 1. Odevix, odevixibat; AllOdevixŸOdevix, PEDFIC 2 participants who received odevixibat in the preceding PEDFIC 1 study; 

Odevix40/Odevix120ŸOdevix, PEDFIC 2 participants who received odevixibat 40µg/kg/day (i.e., Odevix40) or 120 µg/kg/day (i.e, Odevix120) in the preceding PEDFIC 1 study; Pbo, placebo; PboŸOdevix, PEDFIC 2 participants who 

received placebo in the preceding PEDFIC 1 study. Total number of patients (Ns) vary by parameter and time point.

Change in Serum Bile Acids During PEDFIC 1 & Through PEDFIC 2 Week 24
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Bile Acid Levels Normalized in Many Patients
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Serum Bile Acid Reduction Ó70% from PEDFIC 1 to PEDFIC 2 Baseline  

N = 14
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Observed Improvements in Disease Modifying Parameters 
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Observed Improvements in Sleep Parameters

PEDFIC 1 &  2 

Secondary Endpoints

PboŸOdevix AllOdevixŸOdevixOdevix
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All patients in PEDFIC 2 receive odevixibat; error bars show standard error. aData shown for all patients in PEDFIC 1.Odevix, odevixibat; AllOdevixŸOdevix, PEDFIC 2 participants who received odevixibat in the preceding PEDFIC 1 study; 

Pbo, placebo; PboŸOdevix, PEDFIC 2 participants who received placebo in preceding PEDFIC 1 study. Total number of patients (Ns) vary by parameter and time point.
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PEDFIC 1 &  2 


