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SURVIVALTE

ELAHERE is the first and only treatment to show "
superior efficacy vs standard single®agent.chemotherap A
in FRa-positive, platinum-resistant ovarian cancer:>*" DR paFtrayal

Median PFS: 5.6 months (n=227; 95% Cl: 4.3, 5.9) with ELAHERE vs 4.0 months (n=226; 95% ClI: 2.9, 4.5) with
standard chemotherapy, P<0.0001 (primary endpoint)*; median 0S: 16.5 months (n=227; 95% ClI: 14.5, 24.6)
with ELAHERE vs 12.7 months (n=226; 95% ClI: 10.9, 14.4) with standard chemotherapy, P=0.0046

(key secondary endpoint)s; ORR: 42% (n=225; 95% CI: 36, 49) with ELAHERE vs 16% (n=224; 95% Cl: 12, 22)
with standard chemotherapy, P<0.0001 (key secondary endpoint).3*

*MIRASOL was a confirmatory, global, multicenter, randomized, open-label study evaluating the efficacy and safety of ELAHERE vs investigator’s choice chemotherapy
in FRa-positive, platinum-resistant ovarian cancer; ELAHERE (n=227) vs standard single-agent chemotherapy (n=226; paclitaxel, pegylated liposomal doxorubicin, PATIENT-
or topotecan).>4 REPORTED
tFRa positive is defined as 275% of viable tumor cells with moderate (2+) and/or strong (3+) membrane staining based on an IHC assay.? OUTCOMES
*HR: 0.65 (95% Cl: 0.52, 0.81).
SHR: 0.67 (95% Cl: 0.50, 0.88).3
Cl=confidence interval; FRa=folate receptor alpha; HR=hazard ratio; IHC=immunohistochemistry; ORR=overall response rate; OS=overall survival; PFS=progression-free survival.

INDICATION A
ELAHERE is indicated for the treatment of adult patients with folate receptor-alpha (FRa) positive, platinum-resistant INFORMATION

epithelial ovarian, fallopian tube, or primary peritoneal cancer, who have received one to three prior systemic treatment
regimens. Select patients for therapy based on an FDA-approved test.

IMPORTANT SAFETY INFORMATION
WARNING: OCULAR TOXICITY REFERENCES
« ELAHERE can cause severe ocular toxicities, including visual impairment, keratopathy, dry eye, photophobia, eye pain,

and uveitis.

« Conduct an ophthalmic exam including visual acuity and slit lamp exam prior to initiation of ELAHERE, every other cycle
for the first 8 cycles, and as clinically indicated.

- Administer prophylactic artificial tears and ophthalmic topical steroids. SUMMARY
- Withhold ELAHERE for ocular toxicities until improvement and resume at the same or reduced dose.
- Discontinue ELAHERE for Grade 4 ocular toxicities.

Please see additional Important Safety Information, including BOXED WARNING, N/

throughout. = ELAHERE

. .. . 4 Mirvetuximab soravtansing-gynk
Please see full Prescribing Information, including BOXED WARNING. injction 100 mg
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PFS: ADD THE POTENTIAL FOR MORE
PROGRESSION-FREE DAYS WITH ELAHERE* i

In the MIRASOL Phase 3 trial, ELAHERE was studied in a patient population with FRa-positive,
platinum-resistant ovarian cancer. Patients were randomized 1:1 between ELAHERE (n=227) vs
investigator's choice chemotherapy (n=226; paclitaxel, pegylated liposomal doxorubicin, or topotecan).
Primary endpoint was PFS, and key secondary endpoints were ORR by investigator and 0S.>4*

*FRa positive is defined as 275% of viable tumor cells with moderate (2+) and/or strong (3+) membrane staining.?

Primary endpoint: PFS with ELAHERE vs standard chemotherapy (ITT population)3 0s
10+
Ve
08-
35"/0
Lo reduction ORR
Y o2 in risk of disease
progression or death vs
0.0-
‘ ‘ ‘ ‘ T ‘ ‘ ‘ ‘ i standard chemotherapy®'
0 3 6 9 12 15 18 21 24 27
No. at risk Time (months) g
ELAHERE 227 151 89 38 18 10 3 3 1 0
Standard - 926 98 48 9 5 3 2 1 0 SAFETY
OVERVIEW
+Censored — ELAHERE: 5.6 months mPFS (95% Cl: 4.3, 5.9) — Standard chemotherapy: 4.0 months mPFS (95% Cl: 2.9, 4.5)
HR: 0.65 (95% Cl: 0.52, 0.81), P<0.0001*
Median follow-up of 13.1 months®
fRisk reduction derived from the hazard ratio (HR: 0.65).2
#Two-sided P value is based on stratified log-rank test.® PATIENT-
REPORTED
OUTCOMES
Cl=confidence interval; FRa=folate receptor alpha; HR=hazard ratio; ITT=intent-to-treat; mPFS=median progression-free survival; ORR=overall response rate; OS=overall
survival; PFS=progression-free survival.
IMPORTANT SAFETY INFORMATION (CONT'D)
WARNINGS and PRECAUTIONS 'MSP:lfg_lf\yT
Ocular Disorders INFORMATION

ELAHERE can cause severe ocular adverse reactions, including visual impairment, keratopathy (corneal disorders),
dry eye, photophobia, eye pain, and uveitis.

Ocular adverse reactions occurred in 59% of patients with ovarian cancer treated with ELAHERE. Eleven

percent (11%) of patients experienced Grade 3 ocular adverse reactions, including blurred vision, keratopathy

(corneal disorders), dry eye, cataract, photophobia, and eye pain; two patients (0.3%) experienced Grade 4 REFERENCES
events (keratopathy and cataract). The most common (>5%) ocular adverse reactions were blurred vision (48%),

keratopathy (36%), dry eye (27%), cataract (16%), photophobia (14%), and eye pain (10%).

The median time to onset for first ocular adverse reaction was 5.1 weeks (range: 0.1to 68.6). Of the patients who
experienced ocular events, 53% had complete resolution; 38% had partial improvement (defined as a decrease in
severity by one or more grades from the worst grade at last follow up). Ocular adverse reactions led to permanent
discontinuation of ELAHERE in 1% of patients.

Premedication and use of lubricating and ophthalmic topical steroid eye drops during treatment with ELAHERE are

recommended. Advise patients to avoid use of contact lenses during treatment with ELAHERE unless directed by a
healthcare provider.

Please see additional Important Safety Information, including BOXED WARNING, :\\‘ s .
throughout. - ELAHERE

.- .. . <« mirvetuximab sorautansing-gyn
Please see full Prescribing Information, including BOXED WARNING. injection 100 mg

SUMMARY
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0S:ADD THE POSSIBILITY OF MORE TIME WITH ELAHERE"* G

Secondary endpoint: 0S with ELAHERE vs standard chemotherapy?® PFS
-
ELAHERE reduced
> risk of death by
%
o
Q
8 33%
vs standard chemotherapy®*
0 3 6 5 2 L 2 24 21w \
No. at risk Time (months)
ELAHERE 227 204 75 128 82 53 28 15 9 4 0 2L
Standard 556 185 157 107 68 39 18 9 5 2 0
+Censored — ELAHERE: 16.5 months mOS (95% Cl: 14.5, 24.6) — Standard chemotherapy: 12.7 months mOS (95% Cl: 10.9, 14.4)
HR: 0.67 (95% CI: 0.50, 0.88), P=0.0046°'
Median follow-up of 13.1 months® SAFETY
Investigators selected the chemotherapy prior to randomization in order to avoid selection bias. OVERVIEW

*Risk reduction derived from the hazard ratio (HR: 0.67).2
tTwo-sided P value is based on stratified log-rank test.?

Cl=confidence interval; HR=hazard ratio; mOS=median overall survival; 0S=overall survival.

IMPORTANT SAFETY INFORMATION (CONT’D) RZf(I)E:':D
WARNINGS and PRECAUTIONS (cont'd) OUTCOMES

Ocular Disorders (cont'd)

Refer patients to an eye care professional for an ophthalmic exam including visual acuity and slit lamp exam prior to
treatment initiation, every other cycle for the first 8 cycles, and as clinically indicated. Promptly refer patients to an eye care

professional for any new or worsening ocular signs and symptoms. IM;:,?;-:\\;”
Monitor for ocular toxicity and withhold, reduce, or permanently discontinue ELAHERE based on severity and persistence of INFORMATION

ocular adverse reactions.

Pneumonitis
Severe, life-threatening, or fatal interstitial lung disease (ILD), including pneumonitis, can occur in patients treated with

ELAHERE. REFERENCES
Pneumonitis occurred in 10% of patients treated with ELAHERE, including 1% with Grade 3 events and 1 patient (0.1%)

with a Grade 4 event. One patient (0.1%) died due to respiratory failure in the setting of pneumonitis and lung metastases.

One patient (0.1%) died due to respiratory failure of unknown etiology. Pneumonitis led to permanent discontinuation of

ELAHERE in 3% of patients.

Monitor patients for pulmonary signs and symptoms of pneumonitis, which may include hypoxia, cough, dyspnea,
or interstitial infiltrates on radiologic exams. Infectious, neoplastic, and other causes for such symptoms should be
excluded through appropriate investigations. Withhold ELAHERE for patients who develop persistent or recurrent
Grade 2 pneumonitis until symptoms resolve to < Grade 1 and consider dose reduction. Permanently discontinue
ELAHERE in all patients with Grade 3 or 4 pneumonitis. Patients who are asymptomatic may continue dosing of
ELAHERE with close monitoring.

Please see additional Important Safety Information, including BOXED WARNING, :\\‘ s .
throughout. - ELAHERE

.- .. . <« mirvetuximab sorautansing-gyn
Please see full Prescribing Information, including BOXED WARNING. injection 100 mg

SUMMARY
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ORR: ADD THE OPPORTUNITY FOR A 2.5X
GREATER RESPONSE RATE WITH ELAHERE O

Secondary endpoint: ORR? s
ELAHERE 37% PR 4 2 o)
(n=225)* (n=84) Yo os
(n=95; 95% ClI: 36, 49)

Standard
Chem-‘);gfiapy }g:/“;z; 16 % I P<0.0001"
(n=224) (n=36; 95% CI: 12, 22)
[ | | | | |
0 10 20 30 40 50
SAFETY
COMPLETE RESPONSE?® OVERVIEW
Sop Oy
_ _ (vs) ) _ PATIENT-
of patients experienced of patients with REPORTED
complete response with ELAHERE standard chemotherapy 2HrElEs

*N values are based on the number of patients with measurable disease at baseline.
Two-sided P value is based on the stratified Cochran-Mantel-Haenszel (CMH) test.®4

IMPORTANT
SAFETY
Cl=confidence interval; CR=complete response; ORR=overall response rate; PR=partial response. INFORMATION

IMPORTANT SAFETY INFORMATION (CONT’D)

WARNINGS and PRECAUTIONS (cont'd) REFERENCES
Peripheral Neuropathy (PN)

Peripheral neuropathy occurred in 36% of patients with ovarian cancer treated with ELAHERE across

clinical trials; 3% of patients experienced Grade 3 peripheral neuropathy. Peripheral neuropathy adverse

reactions included peripheral neuropathy (20%), peripheral sensory neuropathy (9%), paraesthesia (6%),

neurotoxicity (3%), hypoaesthesia (1%), peripheral motor neuropathy (0.9%), polyneuropathy (0.3%), and SUMMARY
peripheral sensorimotor neuropathy (0.1%). Monitor patients for signs and symptoms of neuropathy, such

as paresthesia, tingling or a burning sensation, neuropathic pain, muscle weakness, or dysesthesia. For

patients experiencing new or worsening PN, withhold dosage, dose reduce, or permanently discontinue

ELAHERE based on the severity of PN.

Please see additional Important Safety Information, including BOXED WARNING, :\\‘ s .
throughout. - ELAHERE

.- .. . < mirvetuximab Soravtansing-gynk
Please see full Prescribing Information, including BOXED WARNING. injection 100 mg
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AN OVERVIEW OF SAFETY TO HELP SUPPORT
YOUR PATIENTS THROUGH TREATMENT" i

. . . . PFS
Adverse events in 210% of patients who received ELAHERE in MIRASOL?
ELAHERE Standard chemotherapy* ELAHERE Standard chemotherapy*
[GEVAL)) (n=207) (n=218) (n=207)
Adverse event Adverse event
All Grades Grades 3-4 All Grades Grades 3-4 PN ELEERN T ELEEER B All Grades | Grades 3-4

(%) (%) (%) (%) (%) (%) (%) (%)
GASTROINTESTINAL DISORDERS® NERVOUS SYSTEM DISORDERS?®
Abdominal pain' 34 3 23 2 Peripheral neuropathy** 37 4 23 4 (01
Diarrhea 29 1 17 0.5 Headache 14 0 10 0
Constipation 27 0 19 1 MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS®
Nausea 27 2 29 2 Musculoskeletal pain' ‘ 2 ‘ 1 ‘ 21 ‘ 2
Vomiting 8 3 18 1 METABOLISM AND NUTRITION DISORDERS?®
EYE DISORDERS® Decreased appetite ‘ 18 ‘ 1 ‘ 14 ‘ 1
Blurred vision' 45 9 3 0 RESPIRATORY, THORACIC, AND MEDIASTINAL DISORDERS?
Keratopathy® 37 m 0 0 Pneumonitis* [ 10 | o5 | o5 | o ORR
Dry eye! 29 3 5 0
Photophobia 18 0.5 0.5 0
Cataract* 16 3 0.5 0
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS®
Fatigue! 47 3 Y 7 SAFETY

OVERVIEW

*Chemotherapy: paclitaxel, PLD, topotecan.®

TAbdominal pain includes abdominal pain, abdominal pain upper, abdominal pain lower, and abdominal discomfort.® e 0
Blurred vision includes vision blurred, vitreous floaters, visual acuity reduced, diplopia, accommodation disorder, and visual impairment.®
“Keratopathy includes corneal disorder, corneal epithelial microcysts, keratitis, keratopathy, corneal deposits, punctate keratitis, and corneal opacity.®
Dry eye includes dry eye and lacrimation increased.®

#Cataract includes cataract and cataract nuclear.?

IFatigue includes fatigue and asthenia.®

**Peripheral neuropathy includes neuropathy peripheral, peripheral sensory neuropathy, peripheral motor neuropathy, paresthesia, hypoesthesia, polyneuropathy, neurotoxicity, PATIENT-
and peripheral sensorimotor neuropathy.?® REPORTED
fMusculoskeletal pain includes back pain, myalgia, neck pain, arthralgia, musculoskeletal pain, noncardiac chest pain, bone pain, pain in extremity, musculoskeletal stiffness, OUTCOMES

musculoskeletal chest pain, and musculoskeletal discomfort.®
#Pneumonitis includes pneumonitis, interstitial lung disease, respiratory failure, and organizing pneumonia.®

PLD=pegylated liposomal doxorubicin.

IMPORTANT
SAFETY
INFORMATION
REFERENCES
IMPORTANT SAFETY INFORMATION (CONT'D)
WARNINGS and PRECAUTIONS (cont'd)
Embryo-Fetal Toxicity
SUMMARY

Based on its mechanism of action, ELAHERE can cause embryo-fetal harm when administered to a pregnant woman
because it contains a genotoxic compound (DM4) and affects actively dividing cells.

Advise pregnant women of the potential risk to a fetus. Advise females of reproductive potential to use effective
contraception during treatment with ELAHERE and for 7 months after the last dose.

Please see additional Important Safety Information, including BOXED WARNING, :\\‘ s .
throughout. - ELAHERE

.- .. . <« mirvetuximab sorautansing-gyn
Please see full Prescribing Information, including BOXED WARNING. injection 100 mg
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AN OVERVIEW OF SAFETY TO HELP SUPPORT
YOUR PATIENTS THROUGH TREATMENT® (conT'D) 0

PFS
Select laboratory abnormalities 210% for all grades in patients who received ELAHERE i
ELAHERE Standard chemotherapy
. (n=218) (n=207)
Laboratory abnormality
All Grades (%) Grades 3-4 (%) All Grades (%) Grades 3-4 (%)
0s
Increased AST 57 0 14 0
Liver function Increased ALT 28 1 15 1
tests
Increased alkaline phosphatase 30 1 13 1
Decreased albumin 21 1 27 2 ORR
Decreased magnesium 21 1 29 2
Decreased sodium 16 0 18 0
. SAFETY
Chemistry Decreased potassium 15 1 n 1 OVERVIEW
Increased calcium 12 0 5 0 G 0
Decreased bicarbonate i 0 " 0
Increased creatinine 10 0 " 0 PATIENT-
REPORTED
Decreased lymphocytes 27 3 42 1 OUTCOMES
Decreased leukocytes 23 1 63 10
Hematology* Decreased neutrophils 22 1 45 17
IMPORTANT
Decreased hemoglobin 18 1 63 8 SAFETY
INFORMATION
Decreased platelets 17 1 20 5
*The denominator used to calculate the rate varied from 63 to 214 (ELAHERE) and from 63 to 194 (IC chemotherapy) based on the number of patients with a
baseline value and at least 1 posttreatment value.®
REFERENCES
ALT=alanine aminotransferase; AST=aspartate aminotransferase; IC=investigator's choice.
IMPORTANT SAFETY INFORMATION (CONT’'D)
SUMMARY

USE IN SPECIAL POPULATIONS

Hepatic Impairment
Avoid use of ELAHERE in patients with moderate or severe hepatic impairment (total bilirubin >1.5 ULN).

Please see additional Important Safety Information, including BOXED WARNING, :\\‘ s .
throughout. - ELAHERE

.- .. . <« mirvetuximab sorautansing-gyn
Please see full Prescribing Information, including BOXED WARNING. injection 100 mg 6
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AN OVERVIEW OF SAFETY TO HELP SUPPORT
YOUR PATIENTS THROUGH TREATMENT® (conT'D)

Adverse events seen in MIRASOL

ELAHERE
(n=218)**

24

Serious AEs (%) (n=52)
Discontinuations due to AEs (%) (n:920]

Pneumonitis (2%), blurred vision (1%),

Common reasons for discontinuation (>1%) and peripheral neuropathy (1%)

pleural effusion (3%). Fatal AEs occurred in 3% of patients and included intestinal obstruction, dyspnea in the setting

@ The most common serious AEs with ELAHERE (22%) were intestinal obstruction (5%), abdominal pain (3%), and
of subileus, neutropenic sepsis, cardiopulmonary failure, respiratory failure, ischemic stroke, and pulmonary embolus®

AE=adverse event.

IMPORTANT SAFETY INFORMATION (CONT’D)
ADVERSE REACTIONS

The most common (220 %) adverse reactions, including lab abnormalities, were increased aspartate aminotransferase,
fatigue, increased alanine aminotransferase, blurred vision, nausea, increased alkaline phosphatase, diarrhea,
abdominal pain, keratopathy, peripheral neuropathy, musculoskeletal pain, decreased lymphocytes, decreased platelets,
decreased magnesium, decreased hemoglobin, dry eye, constipation, decreased leukocytes, vomiting, decreased
albumin, decreased appetite, and decreased neutrophils.

Please see additional Important Safety Information, including BOXED WARNING, \\\‘ s
throughout.

Please see full Prescribing Information, including BOXED WARNING. inction 100 mg
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EXPLORATORY ANALYSIS OF ELAHERE AND STANDARD CHEMOTHERAPY:
ABDOMINALAND GASTROINTESTINAL SYMPTOMS PROs IN MIRASOL

The EORTC QLQ-0V28 is a 28-item, ovarian cancer-specific questionnaire. With 7 multi-item symptom scales, it assesses
abdominal and gastrointestinal symptoms, peripheral neuropathy, hormonal or menopausal symptoms, other chemotherapy
side effects, body image, attitude toward disease or treatment, and sexual functioning. A 4-point Likert response scale is
used for all items on the QLQ-0V28. The QLQ-0V28 has been validated in patients with ovarian cancer.’

The 15.0-point abdominal/Gl QLQ-0V28 analysis was a key secondary endpoint of MIRASOL that did not meet
statistical significance; therefore, no formal inferences may be drawn from the following numerical differences.®

Fifteen-point abdominal/Gl pain threshold data®:
« ELAHERE 21.0% (n=34; 95% ClI: 15.0, 281) vs IC chemotherapy 15.3% (n=23; 95% Cl: 10.0, 22.1)

A 10% difference in QLQ-0V28 scores has been considered a minimal clinically important difference in other studies.®

Patients with 210% improvement from baseline in the QLQ-0V28 sensitivity analysis
(11.1-point threshold) at week 8 or 98¢

n=47/162
(95% Cl: 22.2, 36.7) 29.0%

n=27/150
(95% Cl: 12.2, 25.1)

Abdominal/gastrointestinal scores

| | | | | | | | | |
0 5 10 15 20 25 30 35 40 100

% of patients @ ceranere @ stencard chemotherapy
- There was no prespecified statistical procedure controlling for type 1 error; therefore, no formal inferences
may be drawn from the numerical difference
- While reported in literature, the 10% threshold has not been validated with clinical outcomes in this study®

Cl=confidence interval; EORTC QLQ=European Organization for Research and Treatment of Cancer quality of life questionnaire; Gl=gastrointestinal; IC=investigator's choice;
PRO=patient-reported outcome.

IMPORTANT SAFETY INFORMATION (CONT’D)
DRUG INTERACTIONS

DM4 is a CYP3A4 substrate. Closely monitor patients for adverse reactions with ELAHERE when used concomitantly
with strong CYP3A4 inhibitors.

Please see additional Important Safety Information, including BOXED WARNING, \\\‘ s

throughout. -~ ELAHERE

< mirvetuximab Soravtansing-gynk

Please see full Prescribing Information, including BOXED WARNING. inction 100 mg
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EXPLORATORY ANALYSIS OF ELAHERE AND STANDARD
CHEMOTHERAPY ACROSS MULTIPLE PROs IN MIRASOL

The QLQ-C30 is a 30-item, multidimensional, cancer-specific questionnaire. It includes 5 multi-item function scales
(physical, role, cognitive, emotional, and social), 3 multi-item symptom scales (fatigue, nausea and vomiting, and pain).

5 single-item symptom scales (dyspnea, insomnia, loss of appetite, constipation, and diarrhea), a financial impact
question, and a 2-item global QoL scale. A 4-point Likert scale is used for all items except for the global health status/QolL
scale, which uses a 7-point scale. The QLQ-C30 has been validated in patients with ovarian cancer.’

A 10% difference in QLQ-C30 scores has been considered a minimal clinically important difference in other studies.®

Patients with 210% improvement from baseline for the QLQ-C30 results®™

100
/

25—

22.9%

% of patients

n=20/170 n=9/154 n=17/168 n=6/154 n=24/168 n=7/153 n=39/170 n=16/154

[CHATRARVON NCHAE ALK (95% CI: 6.0,15.7) [ (95% Cl: 1.4, 8.3) (95% CI:9.4,20.5) @ (95% CI: 1.9, 9.2) (95% C1:16.9, 30.0) f§ (95% CI: 6.1,16.3)
Physical functioning Role functioning Fatigue symptoms GHS-QoL
. ELAHERE . Standard chemotherapy

- There was no prespecified statistical procedure controlling for type 1 error; therefore, no formal inferences
may be drawn from the numerical difference

- While reported in literature, the 10% threshold has not been validated with clinical outcomes in this study®

Cl=confidence interval; GHS-QolL=global health status/quality of life; PRO=patient-reported outcome; QLQ=quality of life questionnaire; QoL=quality of life.

IMPORTANT SAFETY INFORMATION (CONT’D)
USE IN SPECIAL POPULATIONS

Lactation
Advise women not to breastfeed during treatment with ELAHERE and for 1 month after the last dose.

Hepatic Impairment
Avoid use of ELAHERE in patients with moderate or severe hepatic impairment (total bilirubin >1.5 ULN).

Please see additional Important Safety Information, including BOXED WARNING, :\\‘ s .
- ELAHERE

throughout.
.- .. . < mirvetuximab Soravtansing-gynk
Please see full Prescribing Information, including BOXED WARNING. injection 100 mg
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INDICATION AND IMPORTANT SAFETY INFORMATION a

INDICATION PES

ELAHERE is indicated for the treatment of adult patients with folate receptor-alpha (FRa) positive, platinum-resistant
epithelial ovarian, fallopian tube, or primary peritoneal cancer, who have received one to three prior systemic treatment
regimens. Select patients for therapy based on an FDA-approved test.

IMPORTANT SAFETY INFORMATION

0s
WARNING: OCULAR TOXICITY
- ELAHERE can cause severe ocular toxicities, including visual impairment, keratopathy, dry eye, photophobia, eye
pain, and uveitis.
« Conduct an ophthalmic exam including visual acuity and slit lamp exam prior to initiation of ELAHERE, every other
cycle for the first 8 cycles, and as clinically indicated.
ORR

- Administer prophylactic artificial tears and ophthalmic topical steroids.
- Withhold ELAHERE for ocular toxicities until improvement and resume at the same or reduced dose.
« Discontinue ELAHERE for Grade 4 ocular toxicities.

WARNINGS and PRECAUTIONS SAFETY
Ocular Disorders OVERVIEW

ELAHERE can cause severe ocular adverse reactions, including visual impairment, keratopathy (corneal disorders), dry
eye, photophobia, eye pain, and uveitis.

Ocular adverse reactions occurred in 59% of patients with ovarian cancer treated with ELAHERE. Eleven percent (11%)
of patients experienced Grade 3 ocular adverse reactions, including blurred vision, keratopathy (corneal disorders), dry
eye, cataract, photophobia, and eye pain; two patients (0.3%) experienced Grade 4 events (keratopathy and cataract). PATIENT-
The most common (25%) ocular adverse reactions were blurred vision (48%), keratopathy (36%), dry eye (27%), cataract REPORTED
(16%), photophobia (14%), and eye pain (10%).

The median time to onset for first ocular adverse reaction was 5.1 weeks (range: 0.1to 68.6). Of the patients who experienced
ocular events, 53% had complete resolution; 38% had partial improvement (defined as a decrease in severity by one or more

OUTCOMES

grades from the worst grade at last follow up). Ocular adverse reactions led to permanent discontinuation of ELAHERE in 1% 'Mgglfg_x"r
Gl IS INFORMATION
Premedication and use of lubricating and ophthalmic topical steroid eye drops during treatment with ELAHERE are e o
recommended. Advise patients to avoid use of contact lenses during treatment with ELAHERE unless directed by a

healthcare provider.

Refer patients to an eye care professional for an ophthalmic exam including visual acuity and slit lamp exam prior to
treatment initiation, every other cycle for the first 8 cycles, and as clinically indicated. Promptly refer patients to an eye
care professional for any new or worsening ocular signs and symptoms. REFERENCES

Monitor for ocular toxicity and withhold, reduce, or permanently discontinue ELAHERE based on severity and
persistence of ocular adverse reactions.

Pneumonitis

Severe, life-threatening, or fatal interstitial lung disease (ILD), including pneumonitis, can occur in patients treated with
ELAHERE. SUMMARY

Pneumonitis occurred in 10% of patients treated with ELAHERE, including 1% with Grade 3 events and 1 patient
(0.1%) with a Grade 4 event. One patient (0.1%) died due to respiratory failure in the setting of pneumonitis and lung
metastases. One patient (0.1%) died due to respiratory failure of unknown etiology. Pneumonitis led to permanent
discontinuation of ELAHERE in 3% of patients.

Please see additional Important Safety Information, including BOXED WARNING, :\\‘ s .
throughout. - ELAHERE

.- .. . <« mirvetuximab sorautansing-gyn
Please see full Prescribing Information, including BOXED WARNING. injection 100 mg 10
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IMPORTANT SAFETY INFORMATION (conT'D) 0

WARNINGS and PRECAUTIONS (cont'd)

Pneumonitis (cont'd) PFS

Monitor patients for pulmonary signs and symptoms of pneumonitis, which may include hypoxia, cough, dyspnea,

or interstitial infiltrates on radiologic exams. Infectious, neoplastic, and other causes for such symptoms should be

excluded through appropriate investigations. Withhold ELAHERE for patients who develop persistent or recurrent

Grade 2 pneumonitis until symptoms resolve to < Grade 1 and consider dose reduction. Permanently discontinue

ELAHERE in all patients with Grade 3 or 4 pneumonitis. Patients who are asymptomatic may continue dosing of

ELAHERE with close monitoring. 0s

Peripheral Neuropathy (PN)

Peripheral neuropathy occurred in 36% of patients with ovarian cancer treated with ELAHERE across clinical trials; 3%

of patients experienced Grade 3 peripheral neuropathy. Peripheral neuropathy adverse reactions included peripheral

neuropathy (20%), peripheral sensory neuropathy (9%), paraesthesia (6%), neurotoxicity (3%). hypoaesthesia (1%),

peripheral motor neuropathy (0.9%), polyneuropathy (0.3%), and peripheral sensorimotor neuropathy (0.1%). Monitor ORR
patients for signs and symptoms of neuropathy, such as paresthesia, tingling or a burning sensation, neuropathic

pain, muscle weakness, or dysesthesia. For patients experiencing new or worsening PN, withhold dosage, dose reduce,

or permanently discontinue ELAHERE based on the severity of PN.

Embryo-Fetal Toxicity

Based on its mechanism of action, ELAHERE can cause embryo-fetal harm when administered to a pregnant woman LA

. . . . A OVERVIEW
because it contains a genotoxic compound (DM4) and affects actively dividing cells.
Advise pregnant women of the potential risk to a fetus. Advise females of reproductive potential to use effective
contraception during treatment with ELAHERE and for 7 months after the last dose.
ADVERSE REACTIONS PATIENT-
The most common (220 %) adverse reactions, including lab abnormalities, were increased aspartate aminotransferase, gﬁ?gg;ig

fatigue, increased alanine aminotransferase, blurred vision, nausea, increased alkaline phosphatase, diarrhea,
abdominal pain, keratopathy, peripheral neuropathy, musculoskeletal pain, decreased lymphocytes, decreased platelets,
decreased magnesium, decreased hemoglobin, dry eye, constipation, decreased leukocytes, vomiting, decreased

albumin, decreased appetite, and decreased neutrophils. IMPORTANT
SAFETY
INFORMATION
DRUG INTERACTIONS
DM4 is a CYP3A4 substrate. Closely monitor patients for adverse reactions with ELAHERE when used concomitantly G o

with strong CYP3A4 inhibitors.

USE IN SPECIAL POPULATIONS
Lactation REFERENCES
Advise women not to breastfeed during treatment with ELAHERE and for 1 month after the last dose.

Hepatic Impairment
Avoid use of ELAHERE in patients with moderate or severe hepatic impairment (total bilirubin >1.5 ULN).

ULN=upper limit of normal. SUMMARY
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SEEWHATYOU CAN ADD WITH ELAHERE AS YOUR FIRST CHOICE FOR FRa-POSITIVE PROC*

s
Primary endpoint: PFS with ELAHERE vs
standard chemotherapy (ITT population)*

35 %

reduction

in risk of disease progression or
death vs standard chemotherapy*

Median PFS: 5.6 months
(95% Cl: 4.3, 5.9) vs 4.0 months
(95% Cl: 2.9, 4.5), P<0.00015
Median follow-up of 13.1 months®

s
Secondary endpoint: OS with ELAHERE vs
standard chemotherapy*

33%

reduction

inrisk of death vs
standard chemotherapy?

Median 0S: 16.5 months
(95% Cl: 14.5, 24.6) vs 12.7 months
(95% CI: 10.9, 14.4), P=0.0046"
Median follow-up of 13.1 months®

Secondary endpoint: ORR*

More than

2.5x

as many patients responded with
ELAHERE vs standard chemotherapy?

.

ORR: 42% (95% CI: 36, 49)
vs 16% (95% Cl: 12, 22),
P<0.0001*

*MIRASOL was a confirmatory, global, multicenter, randomized, open-label study evaluating the efficacy and safety of ELAHERE vs investigator's choice chemotherapy in
FRa-positive, platinum-resistant ovarian cancer; ELAHERE (n=227) vs standard single-agent chemotherapy (n=226; paclitaxel, pegylated liposomal doxorubicin, or topotecan).3

tFRa positive is defined as >75% of viable tumor cells with moderate (2+) and/or strong (3+) membrane staining.?

*Risk reduction derived from the hazard ratio (HR: 0.65).3

SReduced risk of disease progression or death by 35%; HR: 0.65 (95% Cl: 0.52, 0.81).%
TReduced risk of death by 33%; HR: 0.67 (95% Cl: 0.50, 0.88).°
#nvestigator-assessed ORR; ELAHERE (n=225) vs standard chemotherapy (n=224) based on the number of patients with measurable disease at baseline.?

In the MIRASOL Phase 3 trial, ELAHERE was studied in a patient population with FRa-positive, platinum-resistant ovarian cancer.
Patients were randomized 1:1 between ELAHERE (n=227) vs investigator’'s choice chemotherapy (n=226; paclitaxel, pegylated
liposomal doxorubicin, or topotecan). Primary endpoint was PFS, key secondary endpoints were ORR by investigator and 0S.3#

I Test appropriate patients with ovarian cancer for FRa as early as diagnosis to determine eligibility for
ELAHERE monotherapy as soon as their disease becomes platinum resistant>"

ELAHERE SAFETY PROFILE

- Rate of serious AEs in MIRASOL: 24% with ELAHERE®

- The most common (220%) AEs in the pooled safety population, including laboratory abnormalities, were increased
aspartate aminotransferase, fatigue, increased alanine aminotransferase, blurred vision, nausea, increased alkaline
phosphatase, diarrhea, abdominal pain, keratopathy, peripheral neuropathy, musculoskeletal pain, decreased
lymphocytes, decreased platelets, decreased magnesium, decreased hemoglobin, dry eye, constipation, decreased
leukocytes, vomiting, decreased albumin, decreased appetite, and decreased neutrophils®

AE=adverse event; Cl=confidence interval; FRa=folate receptor alpha; HR=hazard ratio; ITT=intent-to-treat; ORR=overall response rate; 0S=overall survival;
PFS=progression-free survival; PROC=platinum-resistant ovarian cancer.

IMPORTANT SAFETY INFORMATION

WARNING: OCULAR TOXICITY

« ELAHERE can cause severe ocular toxicities, including visual impairment, keratopathy, dry eye, photophobia, eye pain,

and uveitis.

- Conduct an ophthalmic exam including visual acuity and slit lamp exam prior to initiation of ELAHERE, every other
cycle for the first 8 cycles, and as clinically indicated.

- Administer prophylactic artificial tears and ophthalmic topical steroids.
- Withhold ELAHERE for ocular toxicities untilimprovement and resume at the same or reduced dose.
- Discontinue ELAHERE for Grade 4 ocular toxicities.

Please see additional Important Safety Information, including BOXED WARNING, throughout.
Please see full Prescribing Information, including BOXED WARNING.
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