
William C. Christie, MD, ABO,1 Joseph Tauber, MD,2 Fangqiu Zhang, MS,3 Eleonora Safyan,3
Tudor Tepelus, PhD,3 Gary Jerkins, MD4

1Scott & Christie and Associates, Cranberry Township, PA; 2Tauber Eye Center, Kansas City, MO; 3Allergan, an AbbVie Company, Irvine, 
CA; 4Advancing Vision Research LLC , Nashville, TN

GEMINI 1 Phase 3: AGN-190584 Improves 
Intermediate Vision in Participants With
Presbyopia

ASCRS 2021, Las Vegas, NV

July 25, 2021



D
is

cl
os

ur
es

Financial arrangements of the authors with companies whose products may be related to the 
present report are listed below, as declared by the authors. 
William C. Christie has received consultant fees from Allergan (an AbbVie company)
Joseph Tauber has received financial support from Allergan (an AbbVie company)
Francis Price Jr. has received financial support from Allergan (an AbbVie company) and Alcon, 
and has personal financial interest in RxSight and Starr Surgical
Gary Jerkins has no financial disclosures 
Fangqiu Zhang, Eleonora Safyan, and Tudor Tepelus are employees of AbbVie Inc and may 
hold AbbVie stock
The study was sponsored by Allergan (prior to its acquisition by AbbVie Inc). Editorial assistance 
was provided to the authors by Stephanie Kuwahara, PhD (AbbVie Inc.). ICMJE authorship 
criteria were met. Neither honoraria nor payments were made for authorship.
The sponsor and authors would like to thank study participants and their families, the study 
investigators, research coordinators, and study staff
AGN-190584 is not an FDA approved drug



Ba
ck

gr
ou

nd Presbyopia affects both near and intermediate vision 

NEAR
VISION

INTERMEDIATE
VISION

<16 inches
(40 cm) 16 to <40 inches

(40 to 100 cm) ≥40 inches
(101+ cm)

DISTANCE
VISION

1AOA. https://www.aoa.org/AOA/Documents/CPG-17.pdf. Accessed June 18, 2021.

Purpose: Evaluate the impact of AGN-190584 vs vehicle on INTERMEDIATE vision in GEMINI 1
AGN-190584 is a once daily, topical, ophthalmic drop of optimized pilocarpine HCl 1.25% (in a proprietary 
vehicle) specifically designed to treat presbyopia

Intermediate vision can be negatively impacted 
by current presbyopia treatment options
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Study Design

Day 14

Vehicle-controlled (Days 1-30)
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Day 3Day 1 Day 30

AGN-190584 
(pilocarpine 1.25%) bilateral drop once-daily (n=163)

Vehicle
Bilateral drop once-daily (n=160)

Day 7

Multicenter, double-masked, randomized, vehicle-controlled, phase 3 study

PRESPECIFIED SECONDARY ENDPOINT
Change from baseline in photopic DCIVA letters on Day 30, Hour 3
(assessed at 26 inches (66 cm) using LogMAR charts) PHOTOPICINTERMEDIATE 

VISION

DCIVA

Day 30

30

Hour 3

3

DCIVA = distance-corrected intermediate visual acuity  
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Key Inclusion/Exclusion Criteria

Key Inclusion Criteria

Aged 40-55

Mild to advanced presbyopes

Subjective complaints of poor near vision 
that impacts activities of daily living and the 
following objective measures at screening 
or baseline:

• Emmetropes or non-emmetropes with best 
distance correction sphere of -4.00 D to +1.00 D 
(inclusive) and cylinder ≤ ±2.00 D

• Mesopic, distance corrected near visual acuity 
(DCNVA) of 20/40 (J3+) to 20/100 (J10) in 
each eye

Key Ocular Exclusion Criteria

Severe dry eye

Corneal abnormalities potentially interfering 
with visual acuity

History of ocular surgery (except 
photorefractive keratectomy or LASIK)

Glaucoma or ocular hypertension
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AGN-190584
(N=163)

Vehicle
(N=160) 

Mean age, y (SD) 49.5y (3.8y) 49.7y (3.2y)

≤50 y, % (n) 58.1% (93) 56.4% (92)

>50 y, % (n) 41.9% (67) 43.6% (71)

Sex, % (n)
Female 69.3% (113) 76.3% (122)

Race, % (n)
White 90.8% (148) 90.0% (144)

Black/African American 8.0% (13) 7.5% (12)

Other 1.2% (2) 2.5% (4)

Mesopic, high-contrast, binocular DCNVA, % (n)
20/40 to 20/63 (logMar) 40.5% (66) 38.8% (62)

Worse than 20/63 (logMar) 59.5% (97) 61.3% (98)

Iris color, % (n)
Brown 47.9% (78) 48.1% (77)

Emmetrope, % (n) 76.7% (125) 76.9% (123)

GEMINI 1
Baseline Demographics and Characteristics (ITT Population)

ITT = intent to treat; DCNVA = distance-corrected near visual acuity  
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Discontinuations

RANDOMIZED (n=323)

AGN-190584
n=163

DISCONTINUATIONS

Adverse event1.2%
(2)

98.8%
(161)

Completed

Vehicle
n=160

DISCONTINUATIONS

Adverse event1.3%
(2)

Withdrawal by subject1.3%
(2)

Physician decision1.3%
(2)

Lost to follow-up0.6%
(1)

95.6%
(153)

Completed
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p<0.05 vs vehicle
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AGN-190584

Vehicle

Hours

Change From Baseline in Photopic DCIVA at Day 30

Significant improvement in 
INTERMEDIATE vision was 
observed at all timepoints in the 
AGN-190584 group

10 HOUR DURATION

GEMINI 1
AGN-190584 Significantly Improves Intermediate Vision Compared to Vehicle

DCIVA = distance-corrected intermediate visual acuity

PRESPECIFIED 
SECONDARY 
ENDPOINT
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p<0.05 vs vehicle
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AGN-190584

Vehicle
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≥2-Line Improvement in Photopic DCIVA at Day 30

Significant ≥2-line improvement in 
INTERMEDIATE vision was 
observed at all timepoints in the 
AGN-190584 group

GEMINI 1
Significant ≥2-Line Improvement in Intermediate Vision With AGN-190584 

DCIVA = distance-corrected intermediate visual acuity
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At all post-dose timepoints on day 30, significantly more participants achieved 
≥2-line improvement in intermediate vision with AGN-190584 than vehicle

Thank you!

PHOTOPICINTERMEDIATE 
VISION

DCIVA

Day 30

30

Hour 3

3

GEMINI 1 met the prespecified secondary efficacy endpoint of DCIVA 
at day 30, hour 3

AGN-190584 was significantly better than vehicle for the improvement of 
intermediate vision for at least 10 hours
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