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OPDIVO

(nivolumab)

CONCENTRATE FOR SOLUTION FOR INFUSION

Skin Cancer Lung Cancer Mesothelioma Kidney Cancer Classical
Hodgkin Lymphoma
P ! g l $
Head and Neck Cancer Bladder Cancer Colorectal Cancer Esophagus Cancer Liver Cancer Gastric, Gastroesophageal
Junction and Esophageal
Adenocarcinomas

GIVE MORE PATIENTS THE OPDIVO OPPORTUNITY

For indications of each tumor type of OPDIVQO®, please refer to the prescribing information.

Reference: 1. OPDIVO® Hong Kong full prescribing information (Version: May 2023)

OPDIVO® concentrate for solution for infusion
ABBREVIATED PRESCRIBING INFORMATION

ACTIVE INGREDIENT(S): Nivolumab 40 me/4 mL (10 mg/mL) and 100 me/10 mL (10 mg/mL) solution in a single-use vial. INDICATION(S): 1 Unresectable or Metastatic Melanoma OPDIVO, as a single agent or in combination with ipilimumab, is indicated for the treatment of adult patients with unresectable or metastatic
melanoma, 2 Adjuvant Treatment of Melanoma OPDIVO I ndicated for the adjuvant treatment of adut ptients ith melanoma with nvolvement of lymph nodes or metastaticdisease who have undereone complte fesection. 3 Neoadjuvant Treatment of Resectable Non-Small Cell Lung Cancer OPDIVO, in combination with
is indicated treatmentof adut paients with rsectable (tumors 24 cm or node positive) non-smal el ung cancer (NSCLC). 4 Metastati Non-Smal el Lung Cancer - 0PIV, in combination with plimumab and 2 cycles of pltinum-doubet chermotherapy. s ndicated for the
e e patients with metastatic o returrent NSCLG, with no EGFR or ALK genomic tumor aberrations, - OPDIVO is mdicated for the trestment of adult patients with metastatic NSCLC w on or after platinum-b Patients with EGFR or ALK genomic tumor aberrations should
have disease progression on health authority-approved therapy for these aberrations prior to receiving OPDIVO. 5 Malignant Pleural Mesothelioma OPDIVO, in combination with ipilimumab, is indicated for the Hrstmerontmentof adult patlents with unresectable malignant pleural mesothelioma. 6 Advanced Renal Call Carcinoma
+ OPDIVO, in combination with ipilimurnab, is indicated for the first-line treatment of adult patients with intermediate or poor risk advanced RCC. » OPDIVO, in combination with cabozantinib, is indicated for the first-line treatment of aduit patients with advanced RCC. » OPDIVO as a single agent is indicated for the treatment of
adult patients with advanced renal cell carcinoma (RCC) who have received prior anti-angiogenic therapy. 7 Classical Hodgkin Lymphoma OPDIVO is indicated for the treatment of adult patients with classical Hodgkin lymphoma (cHL) that has relapsed or progressed after: » autologous hematopoietic stem cell transplantation
(HSCT) and brentuximab vedotin, or » 3 or more lines of systemic therapy that includes atitologous HSCT. 8 Squamous Cell Carcinoma of the Head and Neck OPDIVO is indicated for the treatment of adult patients with recurrent or metastatic squamous cell carcinoma of the head and neck (SCCHN) with disease progression on or
after platinum-based therapy. 9 Urothelial Carcinoma OPDIVO is indicated for the adjuvant treatment of adult patients with urothelial carcinoma (UC) who are at high risk of recurrence after undergoing radical resection of UC. OPDIVG is indicated for the treatment of adult patients with locally advanced or metastatic urothelial
carcinoma who have disease progression during o following platinum-containing chemotherapy. 10 Microsatellite Instability-High or Mismatch Repair Deficient Metastatic Colorectal Cancer OPDIVO, s a single agent or in combination with ipilimumab, is indicated for the treatment of adult patients with microsatellite
instablity-high (MSI-H) or mismatch repair deficient (dMMR) metastatic colorectal cancer (CRC) that has progressed following treatment with a fluoropyrimidine, oxaliplatin, and irinotecan. 11 Hepatocellular Carcinoma OPDIVO, in combination with ipilimumab, is indicated for the treatment of adult patients with hepatocellular
carcinoma (HCC) who have been previously treated with sorafenib and are not eligible for treatment with regorafenib or ramucirumab. 12 Esophageal Cancer » OPDIVO is indicated for the adjuvant treatment of completely resected esophageal or gastroesophageal junction cancer with residual pathologic disease in adult patients
who have received neoadjuvant chemoradiotherapy (CRT). » OPDIVO, in combination with fluoropyrimidine-and platinum-containing chemotherapy, s indicated for the first-line treatment of adult patients with unresectable advanced or metastatic esophageal squamous cell carcinoma (ESCC). + OPDIVO, in combination with
ipllmumab, i indcated for the firstline treatment of adult ptients with unresectable advanced or metastatic esophageal squamous cel carcinom (ESCC). + OPDIVO is ndicated for the treatment of adult patients wth unresectable advanced, recurtent of metastatic esophageal squamous cellcarcinoma (ESCC) afte pror
and platinum-based c 13 Gastric Cancer, Gatraesophageal Junction Cancer,and Esophageal Adenocarcinoma OPDIVO, n combination vith and platinum-based ¢ is indicated for the first-line treatment of adult patients with HER2 negative advanced or
metastatic gastric or gastroesophageal junction or esophageal adenocarcinoma. DOSAGE & or metastatic = Single agent: 3me/kg every 2 weeks (30-minuts intravenous infusion) or 240 i every 2 weeks (30-minute intravenous infusior) or 480 me every 4 weeks (30-minute
intravenous infusion). Administer until disease progression or unacceptable toxicity. - With Ipilimumab: Wmu/ku ‘every 3 weeks (30-minute intravenous infusion) with ipilimumab 3 me/kg intravenously (30-minute intravenous infusion on the same day) for a maximum of 4 doses or until unacceptable toxicity, whichever occurs
earlier. After completing 4 doses of combination therapy, administer OPDIVO as single agent until disease progression or unacceptable toxicity: 3me/kg (30-minute intravenous infusion) every 2 weeks or 240mg (30-minute intravenous infusion) every 2 weeks or 480mg (30-minute intravenous infusion) every 4 weeks. Following
the last dose of the combination of OPDIVO and ipilimumab, the first dose of OPDIVO monotherapy should be administered after 3 weeks when using 3 mg/kg or 240 mg or 6 weeks when using 480 me. Neoadjuvant treatment of resectable non-small cell lung cancer: » In combination with platinum-doublet chemotherapy for 3
cycles: 360 mg every 3 weeks (30-minute Intravenous infusion) with platinum-doublet chemoterapy on the same day every 3 weeks Metastatic NSCL: - Sngle agent; 3mg/kg every 2 weeks (30-minte intravenous nfusion) or 240 mg every 2 weeks (30-minute intravenous infusion) or 480 mg every 4 weeks (30-minute
intavenious nfusion. Adinsteruntilisease progresson o unacceptabe foxicy. - With gimumab and 2 cycles f histology-based platinur-doubi 360 mg every 3 wieeks (30-minute intravenous infusion w\lh\pmmumammg/kg every 6 weeks (30-minute intravenous infusion on the same day) and 2 cycles
of hi d pl fvery 3weke. AGminister unti disease progression, unacceptable toxcity, or up 0 8 years in patients without disezse Malignant Pleural « With me/kg every 2 weeks (30-minute intravenous infusion) or 360 mg every 3 weeks (30-minute
intravenous mfus\on) with \plhmumab]mglkg every 6 weeks (30-minute intravenous infusion on the same day). Administer until disease progression, unacceptable toxicity, or up to 2 years in patients without disease progression Ravanced RCC.- Single agent: 3me/ke every 2 weeks (30-minute intravenous infusion) or 240 mg
every 2 weeks (30-minute intravenous infusion) or 480 mg every 4 weeks (30-minute intravenous infusion). Administer until disease progression or unacceptable toxicity. » With cabozantinib: 240 mg every 2 weeks (30-minute intravenous infusion) or 480 mg every 4 weeks (30-minute intravenous infusion). Administer OPDIVG
in combination with cabozantinib 40 me orally once daily without food. Administer OPDIVO until disease progression, unacceptable toxicity, or up to 2 years. Administer Cabozantinib until disease progression or unacceptable toxicity. Intermediate or poor risk advanced renal cell carcinoma + With Ipilimumab: 3 me/kg every 3
weeks (30-minute intravenous infusion) with ipilimumab 1 mg/kg intravenously over 30 minutes on the same day for 4 doses. After completing 4 doses of combination therapy with ipilimumab, administer OPDIVO as single agent until disease progression or unacceptable toxicity: 3me/kg every 2 weeks (30-minute intravenous
infusion) or 240 mg every 2 weeks (30-minute intravenous infusion) or 480 mg every 4 weeks (30-minute intravenous infusion). Following the fast dose of the combination of OPDIVO and ipilimumab, the first dose of OPDIVO monotherapy should be administered after 3 weeks when using 3 mg/kg or 240 mg or 6 weeks when
using 480 mg. cHL, SCCHN, Urothelial Carcinoma: » Single agent: 3me kg every 2 weeks (30-minute intravenous infusion) or 240 mg every 2 weeks (30-minute intravenous infusion) or 480 mg every 4 weeks (30-minute intravenous infusion). Administer until disease progression or unacceptable toxicity. Adjuvant treatment of
urothelial carcinoma: - Single agent: 240 mg every 2 weeks (30-minute intravenous infusion) or 480 mg every 4 weeks (30-minute intravenous infusion). Administer until disease recurrence or unacceptable toxicity for up to 1 year. Adjuvant treatment of melanoma: - Single agent: 3me/kg every 2 weeks (30-minute intravenous
infusion) or 240 mg every 2 weeks (30-minute intravenaus infusion) or 480 mg every 4 weeks (30-minte intravenous infusion). Administer until disease recurrence or unacceptable toxicity for up to1 year. Esophageal squamous cell carcinoma: » Single agent: 240 mg every 2 weeks (30-minute intravenous infusion) or 480 mg
every 4 weeks (30-minute intravenous infusion). Administer until disease progression or unacceptable toxicity. » With fluoropyrimidine- and platinum-containing chemotherapy: 240 mg every 2 weeks (30-minute intravenous infusion) or 480 mg every 4 weeks (30-minute intravenous infusion). OPDIVO: Administer until disease
progression, unacceptable toxicity, or up to 2 years. Chemotherapy: Administer until disease progression or unacceptable toxicity. » With Ipilimumab: 3 mg/kg every 2 weeks (30-minute intravenous infusion) or 360 mg every 3 weeks (30-minute intravenous infusion) with ipilimumab 1 me/kg every 6 weeks (30-minute intravenous
infusion on the same day). Administer until disease progression, unacceptable toxicity, or up to 2 years. MSI-H/dMMR CRC: » Single agent: 3me/kg every 2 weeks (30-minute intravenous infusion) or 240 mg every 2 weeks (30-minute intravenous infusion). Administer until disease progression or unacceptable toxicity. » With
Ipilimumab: 3 me/kg every 3 weeks (30-minute intravenous infusion) with ipilimumab 1 mg/kg intravenously over 30 minutes on the same day for 4 doses. After completing 4 doses of combination therapy, administer OPDIVO as single agent until disease progression or unacceptable toxicity: 240 mg every 2 weeks (30-minute
intravenous infusion). Following the last dose of the combination of OPDIVO and ipilimumab, the first dose of OPDIVO monotherapy should be administered after 3 weeks when using 240 mg. Adjuvant treatment of resected esophageal or gastroesophageal junction cancer: « Single agent: 240 mg every 2 weeks (30-minute
intravenous infusion) or 480 mg every 4 weeks (30-minute intravenous infusion). After completing 16 weeks of therapy, administer as 480 mg every 4 weeks. Administer until disease progression or unacceptable toxicity for a total treatment duration of 1 year. Hepatocellular carcinoma » With Ipilimumab: 1 mg/kg every 3 weeks
(30-minute intravenous infusion) with ipilimumab 3 mg/kg intravenously over 30 minutes on the same day for & doses Afer completing 4 coses of combination therapy,acminiter OPDIVO a5 single agent i disease progressionor unacceptabe toricity: 240 me every 2 weeks (30-minute ntravenoLs infusion) or 480 mg every
4weeks (30-minute intravenous infusion). Gastric Cancer, Junction Cancer, and : + 240 mg every 2 weeks (30-minute intravenous infusion on the same day) with fluoropyrimidine- and platinum containing chemotherapy every 2 weeks, or 360 me every 3 weeks (30-minute intravenous
infusion on the same day) with fluoropyrimidine- and platinum containing chemotherapy every 3 weeks. Administer unti disease progression, unacceptable torcity, or up to 2 years. See the Full Prescribing Information for dose motification information CONTRAINDICATIONS: None SPECIAL WARNINGS AND PRECAUTIONS:
Immune-Mediated Adverse Reactions: o Immune-mediated adverse reactions, which may be severe or fatal, can occur in any organ system or tissue, including the following: diated pneumonitis, diated colitis diated hepatitis and hepatotoxicity, immune-mediated endocrinopathies,
immune-mediated dermatologc atverse reactions, and immune- mediated nephiitis and renal cysfunction. Treatment with nivolumat may Inrease the sk o rejectionIn slld ozan transplant reciplents. 6 Monltor for eary identification and management. Evaluate lver enzymes, creatinine, and thyrod function at basline ant
periodically during treatment. o Withhold or permanently discontinue based on severity and type of reaction. » Infusion reactions: Discontinue OPDIVO for severe and life-threatening infusion reactions. Interrupt or slow the rate of infusion in patients with mild or moderate infusion reactions. » Complications of allogeneic HSCT
after OPDIVO: Monitor forhyperacute, acute, and chonic raft-versus-ost-disease (GVHD), hepatic veno-occlusive clsease, and steroid-requiring febile syndrarme. « Embryo-fetal toxiciy: Can cause ftal har. Advise of potential is to 3 fetus and use of effective contraception. - Treatment of patients with multigle myeloma
wiith 2 PD-1 or PD-L1 blocking antibody in with a analogue plus is not rec outside of controlled clinical trials. ADVERSE REACTIONS: Most common adverse reactions (220%) in patients were: » As a single agent: fatigue, rash, musculoskeletal pain, pruritus, diarthea, nausea.
Cough, dyspnea, constipation, decrezsed Sppetite, back pain, erthralgio, upper respiratory tract nfection, pyrexia, headache, abdominal pein, vomiting, musculoskeletal pain, and wrinry tract nfection, « I combination withpilimumab: fatigue,rash, diarhes,constipation nauses, yrexi, muscuoskeletal pain, pruitus, abdominal
pain, vomiting, cough, arthralgia, decreased appetite, dyspnea, headache, upper respiratory tract infection, increased transaminases, dizziness, hypothyroidism, and weight decreased. » with b nausea, constipation, fatigue, decreased appetite, and rash. » In combination with ipilimumat
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BTM

A unique synthetic
biodegradable dermal matrix.

Designed to facilitate complex
wound closure via a scaffold support
for cellular activity, and rapid cell
ingrowth due to high porosity.

Indicated for full or deep partial thickness
burns and wounds, surgical and reconstructive
wounds and traumatic wounds.
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OPEN CELL MATRIX

The 2 mm bioabsorbable
matrix architecture, breaks a
macro wound into a series of
interconnected micro wounds
that the body can readily heal.

FENESTRATED
SEALING MEMBRANE

The outer sealing membrane
limits evaporative moisture loss,
provides a barrier to outside
bacteria'? and temporarily
closes the wound.??

Photomicrograph
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Healing. Redefined.









