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Key Takeaways

• In the largest safety analysis of APR to date, the incidence rates of AEs of 

special interest and serious treatment-emergent AEs (TEAEs) were low 

despite the long-term APR exposure

• Results further establish APR as a safe oral option with a favorable 

benefit-risk profile for long-term treatment for psoriasis, psoriatic arthritis, 

and oral ulcers associated with Behçet’s syndrome

Overview of TEAEs During the PBO-Controlled Period

PBO 

(n = 2,084, 

PY = 622.2)

APR 

(n = 2,673, 

PY = 848.8)

n (%)
EAIR/100 

PY
n (%)

EAIR/100 

PY

Any TEAE
1,113 

(53)
279.1

1,780 

(67)
433.5

Any severe 

TEAE
66 (3) 10.7 97 (4) 11.6

TEAEs 

leading to 

drug 

withdrawal

91 (4) 14.7 154 (6) 18.3

TEAEs 

leading to 

death

2 (0.1) 0.3 1 (<0.1) 0.1

EAIRs per 100 PY for serious infections, malignancies, nonmelanoma skin 

cancer, and serious opportunistic infections were lower with APR versus 

PBO during the PBO-controlled period (up to 28 weeks)

• Common TEAEs were consistent with those 

previously reported in the individual clinical trials 
BMI, body mass index; PsA, psoriatic arthritis.

Introduction and Objectives

• Apremilast is an oral phosphodiesterase 4 

inhibitor that, as of March 20, 2022, has been 

used by 706,585 patients (557,379 patient-

years [PY] of exposure) worldwide

• The approved indications of apremilast are 

plaque psoriasis, psoriatic arthritis (PsA), and 

oral ulcers associated with Behçet's

syndrome1-3

• This long-term pooled safety analysis 

assessed adverse events (AEs) of special 

interest, including thrombotic events, 

malignancies, major adverse cardiac events 

(MACE), serious infections, and depression

Methods

• Design: Data from up to 5 years of exposure 

to apremilast 30 mg twice daily (BID) (APR) 

were pooled from 15 randomized, placebo 

(PBO)-controlled studies across indications 

and divided into PBO-controlled and all-APR-

exposure groups

– Psoriasis (eight studies)

– PsA (five studies)

– Behçet's syndrome (two studies)

• Patients: Adults who met respective study 

eligibility criteria and received ≥1 dose of PBO 

or APR (PBO-controlled group) or ≥1 dose of 

APR (all-APR-exposure group) were 

assessed for safety

Patient Population

• During the PBO-controlled periods, 2,676 

patients were randomized to APR and 2,087 

were randomized to PBO

• Of the 4,763 patients included in the analysis, 

4,183 patients were exposed to APR 

(6,788.0 PY)

N = 4,763

Men, 56%
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EAIRs of AEs of special interest, including MACE, lymphomas, and venous 

thromboembolism events, remained low during the all-APR-exposure 

period (up to 5 years)

Pooled Population Exposure

• Overall APR exposure: 6,788.0 PY

• Median APR exposure: 51 weeks 

(range: 0.1‒316.1)

TEAEs in the PBO-Controlled Period

• Most TEAEs were mild or moderate, and 

rates of TEAEs leading to drug withdrawal 

were low during the PBO-controlled period 

• Gastrointestinal TEAEs were largely mild or 

moderate, usually began within the first 1 to 

2 weeks of APR treatment, and typically 

resolved within 30 days

TEAEs in the APR-Exposure Period

• Most TEAEs were mild or moderate, and rates 

of TEAEs leading to drug withdrawal were low 

during the APR-exposure period

Overview of TEAEs During the APR-Exposure Period

All APR Exposure 

(n = 4,183, PY = 6,788.0)

n (%)
EAIR/

100 PY

Any TEAE 3,265 (78) 179.5

Any severe TEAE 353 (8) 5.5

TEAEs leading to drug 

withdrawal
387 (9) 5.7

TEAEs leading to death 9 (0.2) 0.1

60%

33%

7%

N = 4,763

Psoriasis

(n = 2,881), 

duration 18 y

PsA

(n = 1,564), 

duration 6 y

Behçet’s syndrome

(n = 318),

duration 6 y

APR, apremilast 30 mg BID; BID, twice daily; EAIR, exposure-adjusted incidence rate; 

PBO, placebo; PY, patient-years; TEAE, treatment-emergent adverse event.

APR, apremilast 30 mg BID; BID, twice daily; EAIR, exposure-adjusted incidence rate; 

PY, patient- years; TEAE, treatment-emergent adverse event.

For further information 

on the most common 

TEAEs, deaths during 

studies, and the studies 

included in the analysis, 

scan the QR code or 

follow the URL:

Includes patients who received at least one dose of the study drug. Patients started treatment with apremilast at week 0, week 12, week 16, or week 24 depending on early 

escape and re-randomization in the respective studies. For patients who discontinued before end of the PBO-controlled period, data up to 28 days after last dose date are 

included. All-APR-exposure includes PBO-controlled period and APR exposure period data up to 28 days after the last dose date, regardless of when patients started APR. 

Venous thromboembolism events are defined as deep vein thrombosis and pulmonary embolism. Throughout all-APR-exposure, EAIR/100 PY was 0.07 for deep vein 

thrombosis and 0.03 for pulmonary embolism. 

AE, adverse event; APR, apremilast 30 mg BID; BID, twice daily; EAIR, exposure-adjusted incidence rate; MACE, major adverse cardiac events; PBO, placebo; 

PY, patient-years; TEAE, treatment-emergent adverse event.
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