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Dear Colleagues,

GKCT brings to you the 5% Edition of Annual Review in Gastrointestinal
Cancer to be held on 22"-24t" July 2022 on a Virtual Platform.

The primary goal of this meeting is to guide practicing physicians on
integrating the best and most current evidence into day-to-day routine
care for patients with Gl cancers. This meeting brings a practical
perspective on how to optimize multidisciplinary care for some of the
more complex clinical management decisions. Topics discussed include
locoregional modalities, the role of minimally invasive procedures, and
state-of-the-art treatment.

As we are aware chemotherapy dependency has maintains its validity in
several gastrointestinal cancers and continues to be successfully explored,
especially in academic trials. However,a number of biomarkers currently
guide treatment decisions for patients with gastrointestinal
neoplasms.Major technological advances in genomics have made it
possible to identify critical genetic alterations in cancer, rendering
oncology well along the path to “personalized cancer medicine”.

Image-guided surgery & minimally invasive treatment has evolved over the
past several decades, which has led to reduced local recurrence rates and
improved survival outcomes. The approach to diagnosis, staging, and
selection of appropriate treatment modalities has become a
multidisciplinary effort combining interventional endoscopy, surgery, and
radiology tools needs to be discussed and implemented in our practice.

This meeting focuses on case-based and didactic presentations from
national international experts in the treatment of the whole spectrum of
gastrointestinal (Gl) cancers, including esophageal, gastric, hepatocellular,
pancreatic, small bowel, bile duct, anal and colorectal, and gallbladder. Our
year in review session, hall mark surgical video sessions and case based
panel discussion will provide an overview of exciting new research in the
area of gastrointestinal tumours that may establish the stage for an
innovative personalized management and precision medicine modalities
for individualized care.

We are sure our attempt in understanding the various therapeutic
interventions will pave the way for improved patient outcomes. We look
forward to your active participation.

Regards

Dr. Anil Heroor Dr. Tejinder Singh
Director Surgical Oncology, Sr. Consultant Medical Oncologist
Fortis Hospital, Apollo Cancer Center,

Mumbai Apollo Hospital, Mumbai

Dr. Adwaita Gore

Associate Director Medical Oncology
Nanavati Max Super Speciality,
Mumbai
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Surgical Master Video Session

Year in Review in Gl Cancer
Session

Molecular Tumor Board and
Case Based Panel Discussion

Eminent Speaker Sessions
(Surgical and Medical)

Molecular Oncology Session
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Day 1| 22 July 2022 Scientific Program
Industry Symposium

6.00pm - 6.30pm

Sponsored by Bristol Myers Squibb
Immune checkpoint inhibitors in 1L
Gastric Cancer, GEJC and EAC
Speaker: Dr. Tejinder Singh

6.30pm - 7.00pm Sponsored by Intas

Role of S1in Gl management in
Indian Scenario

Speaker: Dr. Prabhat Bhargava

7.00pm - 7.30pm Sponsored by AstraZeneca

Newer Avenues in Management of
Advanced BTC

Speaker: Dr. B.K. Smruti

7.30pm - 8.00pm Reecent Advances in the
Management of Second Line
Gastric Cancer

Speaker: Dr. Ashish Singh

8.00pm - 8.30pm Sponsored by Roche

Panel Discussion on Treatment
Strategies with Atezolizumab &
Bevacizumab in Unresectable HCC

Moderator - Dr. Bhushan Nemade

Panelists -

Dr. Tejinder Singh
Dr. Preetam Jain
Dr. Aditya Kale
Dr Amit Mandot
Dr. Rahul Sheth
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Day 2 | 23 July 2022 Scientific Program

Session 1: Esophagus/Stomach Cancers

6:00pm - 6:10pm

Chairpersons -
Dr. Shirish Alurkar
Dr. Girish Phadke

Updates in Surgical Management of
Localized EG Cancers
Speaker: Dr. M. Satish Kumar

6:10pm - 6:20pm

Management of Metastatic EG
Cancer
Speaker: Dr. Pritam Kalaskar

6:20pm - 6:40pm

Should all Patients with EG Cancer
Receive Immunotherapy?

Yes - Dr. M. Vamshi Krishna
]

No - Dr. Peush Bajpai

Debate Moderator :
Dr. Bharat Bhosale

6:40pm - 7:10pm

Chairpersons -
Dr. Satish Midha
Dr. Atul Sharma

Panel Discussion: Practice Changing
Papers in Esophageal / Gastric
Cancers

Moderator: Dr. Vedant Kabra

Panelists:

Dr. Rajesh Shinde

Dr. Rudraprasad Acharya
Dr. Gajanan Kanitkar
Dr. Atul Narayankar
Dr. Sandeep De

Dr. Indranil Mallick
Dr. Nikhil Kalyani

Dr. Nilesh Lokeshwar
Dr. Nikhil Gulavani
Dr. Mukurdipi Ray
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Day 2 | 23 July 2022 Scientific Program

Session 2 : Pancreatic Cancer

Chairpersons -
Dr. D. C. Doval
Dr. Abhijit Talukdar

7:10pm - 7:35pm Debate : Borderline Resectable
Pancreatic Cancer

To Radiate : Dr. Manish Chandra
]

Not To Radiate: Dr. Shaikat Gupta
.

Debate Moderator:
Dr. Adarsh Chaudhary

7:35 - 7:50pm Advances in the Systemic Treatment
of Pancreatic Cancer

Speaker: Dr. Niti Raizada

Chairpersons -
Dr. Sanjay Sonar
Dr. Shefali Agrawal

7:50pm - 8:20pm Panel Discussion: Practice Changing
Papers in Pancreatic Cancers

Moderator: Dr. Chetan Kantharia

Panelists:

Dr. Rajat Bhargava

Dr. Caleb Harris

Dr. Ramakrishnan A.S.

Dr. Deepanjali Adulkar

Dr. Upasha Saxena

Dr. Amol Dongre

Dr. Krishnakumar Rathnam
Dr. Sujai Hegde
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Day 2 | 23 July 2022 Scientific Program

Session 3 : Hepatocellular Carcinoma / Ca Gall
Bladder

Chairpersons -
Dr. S. H. Advani
Dr. Naresh Somani

8:20pm - 8:45pm Debate : Integrating Immunotherapy
Into Earlier-Stage HCC

Yes - Dr. Pritam Kataria
.

Not Yet - Dr. Ravi Jaiswal
]

Debate Moderator:
Adwaita Gore

8:45pm - 9:00pm Leaping the Boundaries of Liver
Cancer Surgery

Speaker: Dr. Ganesh Nagrajan

Chairpersons -
Dr. Vivek Agarwala
Dr. Shishir Shetty

9:00pm - 9:30pm Panel Discussion: Practice Changing
Papers in HCC/Gall Bladder

Moderator: Dr. Vineet Talwar

Panelists:

Dr. Shraddha Patkar

Dr. Aniruddha Kulkarni
Dr. Nikhil Pande

Dr. Chandrakanth M.V.

Dr. Suhas Aagre

Dr. Sandeep Bhoriwal

Dr. Shailesh Bondarde

Dr. Chandrashekhar Pethe
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Day 3 | 24" July 2022

Session 4 : Colorectal Cancers

Chairpersons -
Dr. K Pavithran
Dr. Mehul Bhansali

6:00pm - 6:10pm Tailoring Treatment for Early-Stage
CRC
Speaker: Dr. Avanish Saklani

6:10pm - 6:35pm Debate: What's the Best Sequence
of Therapy for Locally Advanced
Rectal?
Radiation First :

Dr. Reena Engineer
Chemotherapy First :
Dr. Chetan Deshmukh

Finding the Optimal Window for
Anti-EGFR Treatment
Speaker: Dr. Prasad Narayanan

6:35pm - 6:45pm

6:45pm - 6:55pm New and Emerging Later-Line
Therapies in Advanced CRC
Speaker: Dr. Rahul Kulkarni

Chairpersons -
Dr. Rajeev Joshi
Dr. Avinash Supe

6:55pm - 7:20pm Debate: Quadruple or Triple Therapy
in First-Line Advanced CRC
Quadruple Therapy :

Dr. Bhuvan Chugh

Triplet Therapy

Dr. Prabhat Bhargava

Moderator: Dr. Manish Kumar
ESSS—SSS—S————————————
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DEVA AL LT\ lo X Scientific Program

Session 4 : Colorectal Cancers

7:20pm - 7:50pm Panel discussion: Practice Changing
Abstracts in CRC

Moderator: Dr. Nitesh Rohatgi

Panelists:

Dr. Wesley Jose

Dr. Nirmal Raut

Dr. Smita Kayal

Dr. Ashwin Desouza

Dr. Deep Goel

Dr. Sandeep Nayak

Dr. Poornima Subrahmanya

Chairpersons -
Dr. Anuradha Chougule
Dr. P. K. Julka

7:50pm - 8:50pm Molecular Tumour Board
Moderator: Dr. T. Raja

Panelists:
Dr. Amit Rauthan
Dr. B. K. Smruti
Dr. Suparna Rao
Dr. Tejinder Singh
Dr. Uma Dangi

Dr. Bharat Bhosale

8:50pm - 9:00pm Vote of Thanks

rivegoute

" Leaders in Streaming Modules

Amey Kadam
Conference Secretariat
rrcg.amey@gmail.com | Mobile +91 98212 41572
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ONCOLOGY

S-One Trio , .

Tegafur + Gimeracil + Oteracil Potassium

for
Advanced Gastric Cancer together with Cisplatin

Tegafur

Prodrug of
S-fluorouracil (5-FU)
Replacement for infusional 5-

FU therapy Gimeracil

Increased Modulator to enhance the
Convenience efficacy of tegafur by

inhibiting catabolism and
subsequent inactivation of 5-
FU by inhibiting the enzyme
DPD, so that concentrations
of 5-FU are maintained for a

longer period of time

Oteracil

Modulator to reduce
unwanted
5-FU-induced
gastrointestinal toxicity,
as it is related to
phosphorylation of 5-FU

Enhanced
Efficacy

Reduced
Toxicity

Reference; S-0One Trio Package Insert DPD: Dihydropyrimidine Dehydrogenase
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N
CYRAMZA

(ramucirumab]

FORTITUDE YEARS*

INDICATIONS

€

2" Line advanced Gastric
Cancer / GE Junction
adenocarcinoma

o

@% 2" Line metastatic
Colorectal Cancer

1* Line EGFRm+

metastatic Non Small
Cell Lung Cancer 0
2" Line advanced
or unresectable
Hepatocellular Carcinoma

2" Line locally
advanced or metastatic
Non Small Cell Lung Cancer

CYRAMZA™ India prescribing information Dt-6"-May-21, Version 6
*Data on file
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He enjoys the time he spends with
his grandson the most.

Don’t let HCC put a stopper on his joys.
Let these little joys continue whole-heartedly for him.

Help him celebrate his moments
with the strength of superior survival

IN 1L UNRESECTABLE HCC
OR mHCC!

A

/ 'TECENTRIQ' £I¥AVASTIN

- atezolizumab

bevacizumab

1L:1st Line  HCC: Hepatocellular Carcinoma mHCC : metastatic Hepatocellular Carcinoma
1.Finn RS, Qin S, lkeda M, et al; IMbravel50 Investigators. Atezolizumab plus bevacizumab in unresectable hepatocellular carcinoma.N Engl J Med. 2020;382:1894-1905.

ABRIDGED PRESCRIBING INFORMATION (Tecentriq”) SUMMARY OF PRESCRIBING INFORMATION:
Generc Name: Atezolizumap iectionSrand Names ocentri Compoitn:Activ naredlant: Atrolzumab,Tecenira s suppie a  sinleusoval contalning reservatvefre, colores o sghty yallow solutio,at an ativeInrediontconcentraon of 60w/ a fllows: 14 L vial cntalning ot of 840 m atezolzunab 20 m, il containing ot of 200 mo atezolzumab
Indications: Tecentrig® s indicated for- Urothelial carcinoma (UC) Tecentriq is Indicated for the treatment of patients with lacally advanced or after prior or who are eligible. Non-smallcellfung cancer. LTecentria is also indicated for the treatment of patients with locally advanced or metastatic non-smal cell I
(NSCLO)afte pror chemotherapy.. Tecentria n combination with bevacizumab paclitarel and caboplatin. s indicated for th frtine traatment of adul patiants with metastafc non-sauamous hon-smal cell g cancer (NGCLO) In paients with EGFR mutant o ALK poitive NSCL, Tecentria, combiatin with bevacizumab, sl el and carboplatn, s mdicated only afer faiore
" aporopriste fargeted therapies. 3, Aezolzumab i combination it nal-pcltarel an carboplti,is ndicted or frs-n reatment o patiets with metatatc nomsauamous NSCLC who do nothave EGFR or ALK genomic tumr aberations. . Atezoizumab as mantherapy for ine fist ne teatment ofpatie tastatic NSCLC whose tumors hi

Warning: To be sold by retail on the prescription of an Oncologist only

tumorcollsor 10% umor niraingimmun clls and who o not have EGFF o ALK genomic tumorabertaons. Sma <ol lungcaners ecentri,incombinationwith carbopatnand ctopoid s inicted for the of patients with ng cancer (ES.SCLC). Trte negative oreast ancer: Tecsaiiaincombination with napscitax. s nlcated

{or the rastment of paionts breast cancer (TNBC) whose tumor h Li expression 1%, and who have not received prior Bevacizumab,

oo (1CE) ho hawe o Toceved i yetemic thrapy. Type of osage orm:Tecenti s vanle I snle sse il 25 Concenirte for sanlen 1t nusion Dosage and AdmINGtroion: Tecentr st be dministersa as an intravenous mhmmv ndr i Superviion of 3 doaited neathcars professional Do ot administer as an IV push or bolus, The iital dose of Teceniria
dministered over 60 minutes. If the frst infusion s tolerated allsubsequent infusions may be administered over 30 minutes. The recommended dose of Tecentria in monotherapy or combination therapy: 840 mq administered by IV infusion every 2 weeks, or 1200 mg administered by IV infusion every 3 weeks. Tecentriq monotherapy 2L NSCLC, 1L NSCLC, 2L UC & 1L UC in Cisplatin

el palants. Teconiria ompinaton thrany . nom Sqaos NSCLC:Teceniid I combination wih bovacadman, paCHANe) 31 corSapiatin: Dufing the ndutlon phase.Tocemt 12 dminstoed accoreing 1 1 Gosng schedules by Intsavemovs V) mfusion and bevacirumab, pociiave and crbopin ev»ammmslewd very 3wk forfou o i cycies. The nduction phase

follswed by a maintenance phase without chemotherapy n which Teceniria i adminitered acording to t dosing schedules by IV nfusion and bevaczumal s admiistered evry 3 weels.Tecentria n combinaion with nabpacilaxel and carboplati; During the nducton phase, the recommended dos of Tecentriq s 1200 mg administered by IV fusio,followed by nabrpacitaxel and

Coroapitin avers 3wtk ot foa of s cyles. For ach 21 daw el Tocentio ndb-pacitanesand carboptatn & admiméters o dav -1 Sdclon. nas pacoxel 1 admistored o dove 8 o 16, The Induclon phase s alowed By el enance phase wIout Chemolherany mwhich 100 g Tocenta & aminiiared iy 1V fusion vers 3wk I £5.5CLEL Teconlrit 1 commation

Wi carboplatn and toposie. Duting the inducton phase, Tetenri s adminitered according (0 s dosnd Schedules by IV nfusion and <arboplain a1 etoposide are administered o 1V infusion evry {hrce wecks fo Tour cylee, Carboplatn and etoposide are adminsier¢d on day 1 of sach cycle, and etoposie s el saminstered on days 2 and 3 The nduction phase s ollowed by &
Talntenance phase without chemotherapy I which Tecentra 5 adminitered according o s dosing schatules by IV nfusion. I TNSC: Tecemtla I combination with nab-pacIaxel-The recommentied dose of Tecentra 5 840 G adminitered by IV nusion. ollowed by 100 QM2 nab-paciiaxel For each 26-day cyc Teceniria is administared on days 1 and 15, and nab-pacitaxe s
adminsered on days . 8 and 5 HC Tecentri n combination it bevacizumab: Tecenirias adrinstered according Lo s dosing shecues by IV fuson,and bevacizumab 5 g/ i administered every 3 keek, Durationof Treament; atients ar teated with Tecenriq unil dsease progrssion o unacceptabl toicty in UC, NSCLC & ES-SCLC and patientsare treated until diease
progression or unacceptable tocity In 1L TNBC. Tecentriq is n patients with a known to atezolizumab or any of the excipients. Warnings and Precautions: Immune-mediated pneumonitis: Cases of pneumoniti, including fatal cases, have been observed in clinical trials with Tecentria. Treatment with Tecentriq should be permanently
discontinued for Grads 3or  peumants, Immure-meated hapatis; Cses of heplis,some loading o fatal outcomes, nave been observed in clicalrais with Tecentra. Treaiment with Tecenira should be permanently Gicontinuet for Grade  or Grade 4 events Immune-mediated cols: Cases of diarthea or Cals have been observet i cinical frials with Tecentria T
with Tecentria should be permanently discontinued for Grade 4 diarrhea of rena Insuiciency and type 1 diabetes melltus, nclaing Sabatc ketoackoss, ave been absereed I Cnical rials with Tecentria,For Grade 4 HypophySH, treatment with Tecentriy showld be permanety discontinued
ecn absarved in char . wih Tocent . Fermanehty disconinun 11 rados of meningoencephalis. Immune madited neropathes Myastnene synirome myacihons 01 or Gullin Bt synehome. which may b o th6otehng. o CBs6rv64 i ANt racenihg Tocontrs, Permanently discontine
Tecentriq for all grades of immune mediated neuropathies. Immune-mediated pancreatitis: Pancreatitis, including increases in serum amylase and ipase levels, has been observed in clinical trials with Tecentriq. Treatment with Tecentria should be permanently discontinued for Grade 4, or any grade of recurrent pancreatits. Immune-mediated myocarditis: Myocardits has been observed
i clinical trials with Tecentria. Tecentria should permanently discontinued for Grade 2 or above myacarditis. Myocarditis may also be a clinical manifestation of myositis and should be ases of myosits, including fatal cases, have been observed in clnical tials with Tecentrig. Treatment with Tecentriq should be permanently discontinued
for Grade 3 recurrent myositis or Grade 4 events. Patients with possible myositis should be monitored for signs of myocarditis. Immune-mediated nephritis: Nephritis has been observed in clinical trials with Tecentria. Treatment with Tecentriq should be permanently discontinued for Grade 3 or 4 nephritis. Infusion related reactions: Infusion related reactions (IRRS) have been observed in
clinical trials with Tecentria. Tecentriq should be permanently discontinued in patients with Grade 3 or 4 Infusion related reactions. Immune-mediated severe cutaneous adverse reactions: Immune-mediated severe cutaneous adverse reactions (SCARS), including cases of Stevens-Johnson syndrome (5JS) and toxic epidermal necrolysis (TEN), have been reported in patients receiving
Patients should be monitored for suspected severe skin reactions and other causes should be excluded. Tecentrig should be permanently discontinued for Grade 4 skin reactions, and corticosteroids should be administered. For confirmed SJS or TEN, Tecentriq should be permanently discontinued. Special populations: Patients with autoimmune disease were excluded from
clncalrs with Toentri, n hesksenc o at.Tecontri shouk b usd it caun  atets it utolrrane dsea, e asesment o thepotetl i enei. Emyoletl oy ased o the mectan of st Uh e of Tecontiy may casofta Harn,Ankma stocis have domorstated tra il of the PO-L1PD- paiay can e to nressd sk

i lated rejection of the developing fetus resulting i fetal death. Pregnant women should be advised of the potential isk to the fetus. Women of childbearing potential should be advised to use highly effective contraception during treatment with Tecentriq and for 5 months after the last dose. Disease Specific precautions: Use of Atezolizumab in combination with bevacizumab,
paciitaxel in metastatic Pl ks ofthe fourdrug reg e of atezolzumab bevacizuma, pacikaxe an carboplatin before tiating treatment Use o atezolizumab n combination with nab-paclasel inmetastatic eral neutropathies
treatment may be reversible with nab-pacitaxel. con summary of  (SmPC) for speciic precautons s mec  from clinical tials: Patients with the following conltion were excluded from cinica trials: a history

ofautoimmine disease,Nstory f preumorils, activ brai metastatl, IV, napatits B or hepattsC Inection,sgnflcan cardlvaseulr dse a end-organ function. Patients nistered v s agents within 4 weeks or systemic immunosuppressive
medicnalprogucts wihin 2 weoks prior 1 SLady ntry were xciuded om: CIHcal ik U n Specalpopulation. Frtity. Based o anmal stules, Tecentra oy Mpar fertity s fomals f fepreductive Pental i foceing treatment. Contracapon:Femal batlnts of hIdbearng porenil showld s rGh alecive contiaception and 24e acive medsures 1 avod bragnancy
while undergoing Tecentriq treatment and for at least 5 months after the last dose. Pregnancy: There are no clinical studies of Tecentriq in pregnant women. Tecentriqis not recommended during pregnancy unless the potential benefit for the mother outweighs the potential rs fetus. Labor and Delivery: The use of Tecentriq during labor and delivery has not been established.

0 information regarding the presence of atezolizumab in human milk, the effects on the breastfed infant, or the effects on milk production. As human IgG s excreted in human milk, the potential for absorption and harm to the infant is unknown. Because of the potential for serious adverse reactions in breastfed infants from Tecentrig, advise women not to breastieed

during treatment and for at least 5 months after the last dose. Pediatric use: Tecentriq is not approved for use in patients under the age of 18 years. The safety and efficacy of Tecentria in this population has not been established. Tecentriq did not demonstrate clinical benefitin pediatric patients in a clinical trial. Gerlatric use: No overall differences in safety or efficacy were observed
etwaen atonts 65 yoars af ags an younge patint. Postarketing Expalnce: Lung fecion, munocidancy, Boo! sugar ncrassd,chast ntscin,Paumoniti, lataletcoun ow Kerononi, ynothyrad Beriddan W facturs. UndeskatleEfects: i ot the compet i The vry commeriy resorled Adverss et (AES) vith Tecentri n monotheragy Incues
fatigue, decreased appetite, cough, nausea, dyspnea, . diarrhea, pyrexia, vomiting, arthralgia, Musculoskeletal pain, back pain, urinary tract infection, asthenia, pruritus, rash, headache and in useu!(ommnel\o"l\ eray Teukopenia. peripheral oedema, ng infection, eripheral neropatiy. nasopharyaiis,

alopecia, nypertension: No now dverse drug feactions have baen dentifed fram post marketing oxperionce. Ineractions with athet medicinal prodcts and other forms of inoraction: No o1 mal pharmacoK neti rug-drug nteraction studies have beon ¢ atezolizuma. from through catabolism, no metabolic drug-drug interactions.
are expeces. Dverdose: Thre o foatln o overdose I Tecentri, Storages Vil - Sore i frigraor ot 2°C - 8°. Keep il i he auter caron i rder o prtec rom g, DO NOT FREEZE. DO NOT SHAKE, i mesci should o b us fler th Expy e shown o the pack. e e solulo for nfusin shuld be used immedtl. I e solton s nc usea
immediately, it can be stored for up to at 29C-8°C, or 24 hours at ambient temperature ( 25°C) if prepared under aseptic conditions. This medicinal product must not be mixed with other medicinal products. Shelf-life: 3 Years for Atezolizumab Injection 1200mg/20ml and 2 Years for Atezolizumab Injection 840ma/iami. Please read full prescribing information before usage. Details

o e or License moer wih doke MPLGES120T doted 31 Voreh 30T H1200mGr30m and cuted 5 sept 05 B40MmGTom] Doe o Reveion Corent ot Woréh 2055, verson 210

ABRIDGED PRESCRIBING INFORMATION (Avastin®) SUMMARY OF PRESCRIBING INFORMATION:

ic name: Bevacizumab Injection Brand name: Avastin® Indications: Avastin® is indicated for: 0 For the treatment of Colorectal Cancer (2) Unresectable, adva tastatic or recurrent nonsquamous non-small celllung cancer (3) Frst-line treatment of patients with advanced and/or metastatic Rena Cell Carcinoma (4) Fo the treatment of Gioblastoma with progressive disease
fellwingprio herapy. ¢ gl agent (5)n combnaton it carbepiain and pactave I ndicate for e rontine (st of advanced FGO stages 115, ana 1) epithtalovrian, alopan b, o primary peritneal cancer (© I combinlion wihpaciave o lopotecan or pegylte pesma doorubcn i ecuren, ltinumesstan el ovarian cancer (1) n
combination with paciitaxel and cisplatin or pacitaxel and topotecan i indicated fo the treatment of persstent,recurrent or metastatic carcinoma of the ceruix Type of Dosage form: Concentrate fr solution or infusion. Avastin s supplied n preservative-free, single-use vials ontaining Concentrafe for solution for nfusion, o an active ingredient (Bevacizumab) concentration of
dose of Avastin, Inravenous Infusion, s s falows: () Metastalic Colorectl Cancers Fst i reatment 5 mofkg of body weight Oven once every > weeks o 75 MG of body wElghtGiven ofce ver 3 week: Second-ine treatment: Smafkg o 10 ma+Hg of ody welght Gwen every 2 weeks o TSmO/ ot 15 mafka of body
WelghS Given ance every 3 weeks, Avasin treatment 1 recommened 1 b continued Untl progression of he underiyng ciease. Patlens previousi treated with Auastin can contine with AvaSHn treatment allowing frs progression. (3 Unresectable, advanced or metastafic nonsquamous non-smallCel Iing Cancer: 7.5 m3/kg of body welght aiven once every 3 weeks when used
Siition to Cspiatinbased chemotherapy 35 an nlavenous uson. 15 Mark) of 5ody WEiGht GNeN once every 3 weeks when used In 5Gdtin (o Carboplatin based cheratherapy 2 an ntravenous Ifusion. Avastn Is adinistered i adaton (o palinum-based ChemGtherapy fof u 0 & cycie of treaiment Ialowed by Avastin 2 a snole agent untildisease proaression. ()
Advanced/metataic ena e carcinoma: 101m:4g ofbody welahl v once evry 2 weeks s an irvenous o, Traimen o e continued u proressionof e underlyig isease. 4 Ml anant loma (IHO Gre V) Glblsiom 10 ma/ f body weightaven once every 2 weeks o 15 ma/kaof b0 weigh iven one every 3 yesks. Tratment o be continued unil
progression o . Fallopian Tube or Cancer:ront e reakments 15 maPka of body WeIgntGhven once very 3 weeks 8 an ravenous nfusion e administeed n ddltion 1o Carbopltin and pacliexel o up o sk cyles o treiment folowed by coninued use of Avestn a5 Sngie agent for 15 months o unl isease progresson,
whichever accurs earlir; Treatment of recurrent disease: Platinum resistant- 10 ma/kg ooy WG Ve ance every 2 Weeks When acTInStere n comBination i o of 6 fIoWIng Sgent - pacave. 1OpoLeCan (Gen Weskly) o pegyIated IpOSOMal GoKoryBIEn. AIernatiel, 1 a0 every 3 weeke whan aaminsered i combination wih fopotecan given on days 15, every 3 wecks.
Treatment to ba conlinued unl progresion of the underting disease, (@ Persistent, recurrentor Metastalic Cervical Cance: Avstn s admiltered in combination wih one of he ow1a chemotherapy regumens paliaxel andcspatin o pacaxe and opotecan. Th recommended Gose of AeS 15 MG/ of body WEIGh aven ance every 3 weeks 2 a Iiravenous fusIn.
Treatment to be cotinued i prcresion o the underlying Gsease: Spcil dosage insructions Pedatic Use Thesfay and efcayof Avasinn chiren and adlescen (4 years) hve ot been stablsed. Geraric Us:Nodoseausmen s requirednpffens+ G5 yeas of age. el Ipaiment:Th saety nd efcacy of Avasti v ot been sued i patints wih el
impairment. Hepatic impairment: The safety and efficacy of Avastin have not been studied in i hepatic impairment. Contraindications: Patients with known hypersensitvity to any components of the product, Chinese hamster ovary cellproducts or other recombinant human or humanised antibodies. Warnings and Precautions: Gastrointestinal Perforations and Fistulac: Patients
e et 1nreaset ok or e development o gasromtestng prioratioh and Gl padde perfratian whon rcatod wih Avesin. st snoutsbe petmanently ccomtinued pates o develop gastromtestnal peforaton. Patiens reated or perstent eculfent, o Metastatic erical cancer with Avasin may be a Increased sk of 1ulas botween the vagina and any part of
ine G tract Gastrintest nalvaginl st Nom I stla:Ptents may b ot ncrces sk o nedevelopment o i when resiedwih Avesn ermanently iscontinue Avestin I atets wih TE racheoesophageal sl or s Gre 4 sl ey nage: Palensreed i Avsin o o nreesed sk Avastin
Should o permanantly discontined i patents who experince Grade 3 o 4 bleading durng Avesin heraby. Paiens wih uneated CNS metastases should bs Moitoed fo sgns and Symptoms of CNS bieeding, and Avssinreatment showld be dscantinue ncase of Imiracraia bleeding, There ' n0 ilormatien o e arty orofe of Avsinin pallents i congenil eeding
iathesi, acquied congulapathy or i patents receiing ull dose of anficoagulants for e reatment of thromboembolia pior 1o strting Avasin fetment, as Such paients were exCude from cncal e, Therefore, caution Should b evercised before Ntating Avestin therdpy n hese pafients. Pllonry Hemhagey Heroptyss Patients with non-small el kg cancer reat
i v maybe 1k for erous, andnsome cass fta,pumonary hemorrhage Moy, Palnt i rcen pumonary hmerthagehemapyl 2 2001 1 bloo) should ol b st with vasinHypertesin:Annresed ncdenc ofypertondanvas Gbserved n patiets freated wiih Avasin. cinica saety data suggest tht the incldence of ypertension i
iikely to be dose- dependent, Pre-existing hypertension should be adequately controlled before starting Avastin treatment. Monitoring of blood pressure is recommended during Avastin therapy. Avastin shauid be permanently discontinuad if hypertension cannot be adequately controlled with antibypertensive therapy or if the patient develops hypertensive crisi or hypertensive
encephalopath. Posteior Reversoie Encephatopathy Syndrome (PRES There have been are feports of Avastmraied patift Geveloping sns ond syMptors (haare consistent with Posteiar Reversoie Encephalopatfy Sydrome (PRESa are neum\m;me\(hsomev In pations develoning PRES ealment of specic symploms ncludng conirl fPypetensons ecommended long
i isconinialion of At e ity of riiiaig Avsin{herapy In ptens revousyexpeiencing PRES I ot now. Aieral hromcemaolsm n ol it th nccenceof il (fombembolm evens nclucing cererovasclar acidents ransient schemic aiack (T18)and myocrdat ircion (1) wes igher I ptens <cening Avasinncombinaton i
tothose who alone in'pa terlal events. Avastin plus chemotherapy WWmmwvsuwnnumwmmm diabetes or age greater than fw‘waa«asuu«led With an ncreased risk of arterial thromboembolic events during Avastin therapy.
Cautonshau b aken when treatingsuch paents i AV Venous tramboemoaiam. Paients may be s fiskof Geveloping venous events, incl Avastin treatment. Avastin should be discontinucd in patients with fe-threatening (Grade 4) venous events
evenis ¥Grade 3 need o be closely moniored, Congestive Heart Falle: Eventsconsstent withcongeslive heart faue (CHP) vere reprted n clniclials Catlon shuld be exocised when treating patients with cinicallySGAicant crdiovasculr csesse such as pre-exsting coronary artery dsease or congestive heat ailure wih Avastin. Newlropenia Incroased fatesof Severe
Reuiropens, febile NEutropents, of INfection Wi Severe neutropenta (ncang some fataliies) Nave been Gbseryed i patents freated with some myelotoxc <hemOtherapy r&qImens plus AVSEIN i Comparian {0 chemotherapy Aone. Proreinra Incinicl i1, the nCGence of roteinrta was e i patents receing AVASin o combinaton with chemotherapy compared fo hose
o receed chemmotherapy alane. Grade 4 proteinuia (hephrotc syndrome) wes seen o up 10140 of patisnts trcated with Avasin. I the event of nepnrotc syndome Avast Iratrent should be pertancntly dscontnusd, wound healng: Aastn may odvrsey afect ine wound nealng process Serous wound healing compications wih  fta otcome have been reporied: Avasin
herapy shuld o b it for af east 28 Gas fllowing majo surgery o Ut e surgical wound sl haled. n paents o experience wound heaing complictions g AVt reatmt, AY3SLn shouId b WEldUnl the wound s Tl eaie. AVastn therapy shouId b winel or slecivesurgery, Necrotisng fascis ncludng ftal cases s arly ben reported n
P Avastin: complications, fistula f P patients be rompty iniated. reactions, Patients may be at rik of developing nfusion / hypersensitvity reactions.
if a reaction occurs, be discontinued and a. A systemat ot varfoted Severe yenfectons olwingcompounin or Unapproed rvirea s Indhus cose and clusiers f srous cedar oiher ocular inflammtory
Towiig Py st 550 of Ao, EampoRGed o Vs Sppreved 0f mivenous SOISHon 1 aneer Patents. Some of hece vents e rosuted I arous 9o oot af s oo, A permanen Dindness. varia fne/ertiny: Avas. ey M el frtity: Therefoe, fory preserton stegies o be dcussed i women of
Chlc-bearing potential prior o tarting treatment with Avastn. Use in Special Populations: Females and Males of Repraductve Potantil Fertity: Avastin may impai famal fetity Women of chi-bearing be advised of fertilty rior to starting reatmen with Avastin. Ater discontinuation of bevacizumab treatment, ovarian function recovered in
the majority of patients, Long term effects of the treatment with bevacizumab on fetilty are unknown. Contraception: In women with childbearing potential, appropriate contraceptive measures should be used during Avastin therapy and for at Ieast 6 months following the last dose of Avastin. Pregnancy: Avastin should not be used during pregnancy. Lactation: Women shouid be advised
o disconinue nuring duing Avstin terapy and nol T reas e for a last 6 monis folowngth st dose of Avasin, Pedairic Use: Avsins o aproved for se i alents under he agof 3 years,Undelrable et From Cricl T e very commonl <pored adersear eactions nlude ebileneuropeni ecopntnetcpena rombocylopen, perpneri
sensory neuropathy, hypertension, diarrhoea, nausea, vorniting, abdominal pain, asthenia, fatigue, anorexia , hypomagnesagmia, hyponatramia, dysgeusia, headache, dysarthria, e disorder, lacrimation increased, epistaris, hiniis, cough, dyspoe, constipation, stomatiti, rectal haemorrhage, ovarian failure, exfolative dermatitis,dry skin,skin discolouration, arthralgia, proteinuria,
Pyrent, pain, Tcosal IIBMMANGN. Welgh decteased. Fost Marketing Experence : Aerse arug reacions genties rom st markeling experence nclude Pyperenshe enecplopatiy vt or0, Netrokig oot (410, PRES 1o, el Thomacl McSandiopt . ek scpem pecration PUmonsty hybertenson &phores Gasaiestnl ucer,catbindeet beroraton
Osteonecrosis of the Jow (ONJ) and Osteonecrosisat other sites, Foetal abnormalites nteractions with other meicinal products and other forms of interacion: Effect of antineaplastic agents on bevacizumab pharmacokinetics: No clnically relevant interaction of on bevacizuma was observed based
harmacoKinetcs of ather atineoplasic agents: No cical rlevant neractin of evaczumab was abserved o he pharmacoKinetcs f o- admiistered nlerteron-afa 2, erolni (and s actve metabolts 031420, o he chemotheraplos inotecan (and 5 ctive melabolte SN, capecitabine,
of free ond total platinum), and ciplatin. I two clinica studies of metastatic renal cel carcinoma, microangiopathic haemalytic anaemia (MAHA) s reported in 7 of 19 patients treated it bevacizumab (10 ma/ka every two weeks) and sunitinio malate (50 mq daily) combination. Overdose: The highest dose tested in humans (20 makg of body
associated with severe migraine in several patients. Storage condition: Store vials in a refrigerator af 2°C-8°C. Keep vial in the outer carton in order to protect from light. DO NOT FREEZE. DO NOT SHAKE. SpecialInstructions for Use: Avastin Infusions should not be administered or mixed with dextrose o glucose solutions. Do nat administer as an
intravenous push or bolus. Use steiie neccle and syringe o prepare Avastin, Shei e of the Soluion for nfusion contaning th reconstitutec product: Avatin does not contain any antimicrobial preservative therefore,care must b taken to ensure the sterilty of th prepared soltion. Chemicaland physica - use stablty has been demonsirated or 30 Gays at 2°C:8°C pus an additonal
48 hours at 2°C:30°C in 099% sodium chlorid solution: o  icrabilclpont of view,he product sl be used immedatly. o used immedatelyin-usesoragetmes andcondionsar he responsbity fth usr and wouldnormally ol belonger than 24 hours ot 25t 82 unlssdlutan has taken lace nconlroled and valdated aseptc condions.Shef e 22 monihs
Packs: Each pack contains a single-use vial of 100ma/dr! or 400ma16mi. Vials 100 ma/Ami: Pack of 1 Vial (4 mL) containing Bevacizumab concentrate for solution or infusion 100mg (25ma/mi). Vials 400 ma;16mi: Pack of 1 Vial (16 mL) containing Bevacizumab concentrate for solution for infusion 400mq (25majimi) Please read fullprescribing information before usage. Deails of
Permission or License Number with date: Import1992/04 dated I7 January 2005 Date of Revision: Current at Octaber 2021, version 19.0
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