‘:]_\L:L__”‘)x)_.:f_i:d}_fuw)gu
lelpyso,S0mpm N m *
ol L) damma: gy usgpw e ” *
g_s):v)?ul-ﬁ;:tl)»‘-{-“u“h)ﬁ’ u w ) sa’.antatl
&)KA):-_.:)L_g B 9dl bl azio g =Lb ‘H ; : z’
)xwﬁllw):uqfiv—,ai?auﬁwh—.'b)

*» o
ot e . /
QeArSosAMAFS FIVIMND: il ﬁ w / (/
* /

Qe Yooor3l,5 0 VoV obmlnf)%, s o)leds e (ylbyw 055> parass daliale
@ https://azsintasin.ir g @azsintasin @azsintasin

a0 1 kB (y3) ppa L

9 Lk L0 5 L030: 500
Ssilfwl G Sy Lino

This Week's Biotech Highlights:

Pioneering Tre#tments and
Strategic Partﬁerships
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This Week's Biotech Highlights: Pioneering Treatments and Strategic Partnerships

0 Inanexcitingweekforthe biotechindustry,
severalcompanies have madessignificantstridesin
developinggroundbreakingtreatments andforging
key partnerships.Here'saroundup ofthe notable
developments:
e AnixaBiosciencesAdvancesCART-CellTherapyTrial
AnixaBioscienceshasreached anew milestoneinitsinnovative
cancertreatmentresearch. The company successfully initiated
treatment for the first patientin the second cohort ofits Phase I
trial, exploring the efficacy ofa follicle stimulatinghormone
receptor-mediated CAR T-cell therapy. Notably, this patient
receivedadosagetriple that of the initial cohort, with Anixa
reporting nosafety concerns from these earlierstages. Thetrial,
whichkickedoffin August2022, aimstoinvolveupto48 ovarian
cancer patients, markingasignificantstep forwardinthe quest for
moreeffective cancertherapies.
e Rocket Pharmaceuticals Nears Gene Therapy
Approval
Rocket Pharmaceuticals hasreceived news from the US Food
and Drug Administration (FDA) thatthe priority review period
foritsbiologicslicense application has been extended. The
application, fora gene therapy targeting severe leukocyte
adhesion deficiency-I named Kresladi (marnetegragene
autotemcel), willhave its verdict by June 30. This extension

Aanixa

BIOSCIENCES

provides the FDA additional time to review comprehensive
datasubmitted by Rocket, highlighting the intricate process of
bringingnovel treatments tomarket.

e RadioMedixand OranoMed'sBreakthroughTherapy
Designation

Inasignificantboost for patients with gastroenteropancreatic
neuroendocrine tumors (GEP-NET), RadioMedix and Orano
Med's collaborative radiopharmaceutical project, AlphaMedix
(212Pb-DOTAMTATE), has been granted breakthrough
therapy designation by the FDA. This status isreserved for
treatments that show exceptional promiseinaddressing hard-
to-treatdiseases, with AlphaMedix showing encouragingresults
inearly-stageclinical trials. This designationaccelerates the
developmentandreview process, offeringhopeto GEP-NET
patients.

e KineaBioReceivesFundingforMuscularDystrophy
Treatment

KineaBio, inits effortto develop a gene replacement therapy
for Duchenne muscular dystrophy, hasreceived asignificant
financial boost from Parent Project Muscular Dystrophy. A
$500,000 grantwillsupportthe completion of preclinical studies
for thisinnovative treatment, whichaimsto delivera 'midi-
dystrophin" transgenetomusclecells, potentially offeringanew
avenue fortreating this genetic condition.

e PanTeraPartnerswithBayerforRadiopharmaceutical
Development

PanTerahas announced astrategic partnership with Bayer,
focusing onthe supply of the radioisotope actinium-225, a
critical componentindeveloping targeted alphatherapies. This
collaborationnotonlyunderscores PanTera'sambitiontobecome
aleading supplier ofactinium-225inthe EU butalso supports
Bayer's ongoing efforts to develop new radiopharmaceutical
treatments. The partnershipis settocommenceinthe second half
0f2024, marking a pivotalmoment for both companies in the
advancementofcancertreatmentoptions.

These developments underscore the dynamic nature of the
biotechindustry, where innovative research and strategic
collaborationsare paving the way fornew treatments thathave

®

the potential tosignificantly impactpatientcare.
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Surgery and personalized medicine: a bright future, but maybe a little far

eThe evolution towards personalized care in
medicinerepresents asignificantdeparturefrom
traditional practices, moving towards a model
wheretreatments and diagnostic measures are
tailored to the individual's unique needs and
characteristics. Thisshiftis profoundlyimpactingthe
realmofsurgery,introducingpersonalizedsurgical
approachesthatpromisetoenhance outcomes,

reducecomplications,andrevolutionize patientcare.

Historically, surgeryhasreliedonstandardizedmethodsthat, while
effective formany, donotaccount forthe individual variations
inanatomy and physiology thatcanaffectsurgical outcomes.
Theone-size-fits-allapproach, thoughsuccessfulinnumerous
cases, hasitslimitations, particularly whenitcomestoaddressing
theunique challenges presented by each patient. Theadventof
personalized surgicaltechniques, whichleverage detailed pre-
operativeplanningandadvancedtechnologytocatertothespecific
anatomical featuresofpatients, marksasignificantadvancementin
surgical practice.

Orthopedic surgery provides acompelling example ofhow
personalizedapproachesaretransformingpatientoutcomes. The
traditional standardized methods forjointreplacement surgeries
have given way toprocedures thatutilizeadvanced imaging to
createprecise three-dimensional models ofapatient'sanatomy.
Thisallows forthecustomizationofimplantsandpreciseplanning

®

ofthesurgicalapproach, leadingtoimprovedimplantfit, reduced
riskofcomplications, andfasterrecoverytimes.

Inneurosurgery, thebenefits of personalized surgical planning
areevenmorepronounced. Giventhecomplexity andindividual
variability of brainanatomy, personalized planning enables
surgeons to navigate safely around critical neural pathways,
minimizing the risk of damage during tumor removals or
interventionsforneurological conditionslike Parkinson'sdisease.
Thisprecisionsignificantlyenhancespatientoutcomesandsafety.
The role of technology in enabling personalized surgical
approaches cannotbeoverstated. Innovations suchasrobotic—

assistedsurgeryandaugmentedreality providesurgeons withtools
thatenhanceprecisionandallow forreal-timeadjustmentsduring
procedures. Thesetechnologiesnotonly improvetheaccuracy
of surgical interventions butalso enableremote collaboration,
bringingtogethertheexpertiseof specialists fromaround the globe
tocontributetocomplexsurgeries.

Despite the clear advantages of personalized surgical
approaches, theiradoption faces challenges. The integration
oftheseadvanced techniquesinto everyday surgical practice
requires significantinvestmentin training, technology, and
infrastructure. Surgeonsmustadapttonewmethods, andhealthcare
facilitiesneed to equip themselves withthe latesttechnologies
to support these personalized approaches. Moreover, the
successfulimplementationofpersonalizedsurgerynecessitatesa
commitmenttocontinuouslearningandadaptationastechnology
evolves.
Theshifttowardspersonalizedsurgicalapproachesisalandmark
developmentinthe field of surgery, promising toredefine the
standards of care. By aligning surgical techniques more closely
withtheuniqueanatomicaland physiological characteristics of
eachpatient, thepotential foroptimized outcomesand minimized
complicationsisimmense. Asthemedical community continues
toembraceandrefinethese approaches, the future of surgery
lookspoisedtooffermoreprecise, safe, and effectivetreatments,
usheringinanew eraofpersonalized care that prioritizes the
individualneedsandsafety ofpatients.
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Olaparib Shows Promising Results in Pancreatic Cancer Patients with BRCA12/ Mutations:

©

Thestudy focused on patients withadvanced pancreatic cancer, a
conditionknown foritsdismal prognosisandlimitedtreatmentoptions.
Participants wererequired to have measurable disease, an Eastern
Cooperative Oncology Group performancestatusof02-, adequate
organfunction, andnoviable standard treatmentalternatives. The
genomictesting prerequisite forenrollmentensuredaprecisematch
betweenthepatient's genetic profileandthe therapeutic intervention,
thereby embodyingtheprinciplesofprecisionmedicine.

Utilizing Simon'stwo-stagedesign, theprimary endpointofthestudy
wasdiseasecontrol (DC),definedaseitheranobjectiveresponse (OR)
orstablediscase foraminimumof16weeks (SD16+), inaccordance
withRECISTv1.1 guidelines. Secondary endpointsincluded OR,
progression-freesurvival (PFS), overallsurvival (OS),andtheduration
ofbothresponseandstabledisease, alongsideathoroughevaluationof
thesafetyprofileofolaparibinthispatientpopulation.

Insights from the TAPUR Study

Outof30enrolledpatients withBRCA 12/ mutations, spanning from
November2016to August2019,28 wereevaluable forefficacy. The
study observed two completeresponses, three partial responses, and
threeinstancesof SD16+, culminatinginaDCrateof31 ZandanOR
rateof 18 /. Theseresultsare particularly noteworthy, considering
themediannumberofpriortherapiesreported wasthree, witharange
extending fromonetoten. Themedian PFSwas8 weeks, andthemedian
OSreached38weeks, figuresthatrepresentasignificantclinicalbenefit
inadiseasemarked by aggressiveprogressionand limited treatment
options.

Furthermore, thesafety profileofolaparibwasmanageable, withthree
patientsexperiencingatleastonedrug-related grade 3 adverseevent
orseriousadverseevent, includinganemia, fever, ororal mucositis.
These findings are consistent with theknown side effect profile of
olaparibandunderscore theimportance of careful patientmonitoring
andmanagementofadverseevents.

The TAPUR study's findings onolaparibprovideacompelling case
fortheexpansionoftargetedtherapiesinthetreatmentofgenetically
profiled cancers. By demonstratingsignificantantitumoractivity in
advancedpancreaticcancerpatientswith BRCA 12/mutations, olaparib
offersabeaconofhope forapatientpopulationindireneedofeffective
treatmentoptions. Theseresultsalsoreinforcethevalueof personalized
medicineinoncology, highlightingthepotentialtoimproveoutcomes
and quality oflife forpatients withadvanced cancers throughtailored
therapeuticapproaches.
Asthemedicalcommunitycontinuestoexploreandvalidatetheefficacy

oftargetedagentsinvariouscancertypes, theinsights gained fromthe
TAPURstudyrepresentacritical step forwardinthe questtoprovide
morepersonalized, effective treatments for cancer patients. Further
researchandclinicaltrialswillbeessential to fully harness the potential
ofolaparibandsimilaragentsinthebroaderlandscapeofcancertherapy.
KeyObjective

TheTargeted AgentandProfiling Utilization Registry study evaluates
theantitumoractivity of US Foodand Drug Administration (FDA)
approveddrugsusedoutsideoftheirapprovedindication(s) inpatients
withadvanced cancers withspecific genomicalterations. Thiscohort
assessed whether olaparib has antitumor activity in patients with
advancedpancreaticcancerwith BRCA 12/ mutations. Patientswere
enrolledbeforethe FDA approvalofolaparib forpatients withgermline
BRCA-mutated (gBRCAm) metastaticpancreaticcancer.
KnowledgeGenerated

Ourfindingsdemonstrateantitumoractivity ofolaparibinpatientswith
germlineand somatic metastatic pancreatic cancer with BRCA12/
mutationsaftermultiplelinesoftherapy.

Relevance

Olaparibis FDA-approved for the maintenance treatment ofadult
patientswithpathogenicorsuspectedpathogenicgBRCAmmetastatic
pancreaticadenocarcinomawhosediseasehasnotprogressedonafirst-
lineplatinum-basedchemotherapyregimen. Ourfindingsdemonstrate
single-agentactivity in patients withadvanced germline or somatic
BRCA -mutatedpancreatic cancerrefractory tostandard therapy and
extendthepatientpopulationinwhichthisdrugmaybeefficacious.
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Regorafenib in Patients with Solid Tumors and BRAF Alterations: Insights from the TAPUR Study

eTheTargetedAgentand ProfilingUtilizationRegistry
(TAPUR)study,aphasellbaskettrial,has soughtto
evaluatetheefficacy ofcommerciallyavailabletargeted
agentsin patients withadvanced cancerharboring
specific genomic alterations. Among its various
cohorts, the study exploredthe antitumoractivity of
regorafenibin patients with solid tumors exhibiting
BRAF alterations,ageneticaberrationknowntoplaya
significantroleincancerdevelopmentandprogression.
Participantsinthissegmentofthe TAPUR study metseveralcriteria,
includinghavingmeasurabledisease per RECIST v1.1 guidelines,
an Eastern Cooperative Oncology Group performance status of
01-,adequate organ function, and no viable standard treatment
optionsremaining. The primary endpointwasdiseasecontrol (DC),
definedbyaninvestigator'sassessmentofcompleteresponse, partial
response (PR), orstablediseaselastingatleast 16 weeks (SD16+). To
accommodatelowaccruinghistology-specificcohortswith BRAF
alterations, these wereamalgamatedintoasingle pooled cohort for
analysis, withtheefficacy ofregorafenibassessed viaaone-sided
exactbinomialtest.
Overfiveyears, fromJune2016toJune2021, 28 patientsacross 12
tumortypes with BRAF alterations were enrolledand evaluated for
efficacy. Thestudy observed two patientsachieving PR and four

©

maintaining SD16+, resultinginDCand ORratesof21 Zand 77,
respectively. However, theseresultsdidnotsurpasstheprespecified
thresholdtorejectthenullhypothesisofa 15 ZDCrate, leavingthestudy
toconcludewithaP-valueof.24. Notably, eightpatientsexperienced
atleastone grade3 adverseeventorseriousadverseeventpotentially
relatedtoregorafenib, highlightingthedrug'ssafety profilewithinthis
patientpopulation.

Theconclusiondrawn fromthiscohortwithinthe TAPUR studyis
thatregorafenibdidnotdemonstrateasignificantsignal ofactivity
inpatients withsolid tumors with BRAF alterations, based on the
prespecifiedcriteria. This outcome emphasizes the challenges and
complexitiesinherentintargeting BRAF-altered solid tumorsand
underscoresthenecessity forcontinuedresearchand development
inthisarea. The findingsalsoreflectonthe broaderimplications of
personalizedmedicineandtheneed fortailoredtherapeuticstrategies
toaddresstheheterogeneity ofcancer geneticseffectively.
Asthelandscapeofcancertreatmentcontinuestoevolve, theinsights
gainedfromtrialslike TAPURareinvaluable. Theynotonlycontribute
toourunderstandingofspecifictherapeuticagentsbutalsoguidefuture
researchdirections, encouragingthe pursuitofnovel strategiesand
combinationsthatmay offerhopetopatients withgenetically defined
tumors. Thejourney toward more effective, personalized cancer
treatmentsisongoing, and studies suchasthisplayacriticalrolein

navigatingthepathforward.

Context

KeyObjective

TheTargeted AgentandProfiling UtilizationRegistrystudyevaluates
theantitumoractivityofUS Foodand Drug Administration approved
drugsusedoutsideoftheirapprovedindication(s) in patients with
advanced cancers withspecific genomicalterations. The cohort
reportedhereassessed whetherregorafenibisefficaciousinpatients
withsolidtumorswith BRAFalterations.

KnowledgeGenerated

Regorafenib did notdemonstrate antitumor activity inheavily
pretreatedpatientswithtumorsharboring BRAFalterations. However,
somepatientswithclass1l/I1Imutationsexperienceddiseasecontrol,
suggestingthatregorafenibisworthy of furtherstudy intumors with
class1l/IIBRAFmutationsasapproved BRAF inhibitorsarelimited
topatientswithtumorsharboringclass Imutations (specifically BRAF
V600E).

Relevance

Ourresultsdidnotmeetpredetermined criteriatodeclareactivity of
regorafenibin patients with BRAF-mutanttumors. However, our
findings warrant furtherstudy ofregorafenibinpatients withtumors
withclassII/II1BRAF mutationsasapproved BRAF inhibitors lack
efficacyagainstthesemutationclasses.



ASed T°°°:j|):.‘i o 1YoV aLa.,\;.LJ-[a)lQ.? PYESW_R c)l.a.:l': -QLL:)M» 0)9> (puaSS aslale

5‘\
B _

ir.prosca

& https://azsintasin.ir < @azsintasin (©) @azsintasin QLArsosAALS

39 gid CHOP Jslio ;0 CHOP o508 43 (smwdwogy :RO-CHOP _iulojl (sl Joni g 433265
2 loygd Ggw e Jolw-T slogdd

1.0 4 + Censored @ 95% confidence limits 1.0 4 + Censored @ 95% confidence limits
084 0.8
=z z
S 06 5 o061
= o
2 °
S 041 5 04
& 3
a 02 O 0.2
0.0 - 0.0
0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90 96 0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90 96
Time (months) Time (months)
No. at risk: No. at risk:
251 86 57 49 47 41 39 34 30 22 19 13 8 6 3 2 0O 251161117 95 82 68 63 56 48 34 28 21 14 10 5 3 O
1.0 4 BV-containing regimen —— No + Censored 1.0 4 BV-containing regimen —— No + Censored
S Log-rank P= .002 S Log-rank P= 082
081 0.8 4
Z z
S 061 = 06
= =
-g =
o
5 047 2 04
o ~
&9 o2 v 0.2
o o
0.0 1 0.0
0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 0 6 12 18 24 30 36 42 48 54 60 66 72 78 84
Time (months) Time (months)
No. at risk: No. at risk:
No BV 82 28 17 14 13 11 10 8 5 3 3 : | 1 1 0 NoBV 82 56 40 33 29 24 22 19 13 10 8 5 4 3 0
BV 31 18 12 11 11 11 1 8 8 5 5 -} 1 0 BV 31 24 17 17 14 13 12 9 9 6 6 ;] 2 1 1

Ondgog) 39933145 Jlo 13,008 0 SLIPTCL (yloyd 035> 5o
S9ede Ohlo Sz 5 )0l ol (495 o8 55l 4, CHOP
S5 e lish el (sloog)Ss sl ogill sLielmazilaises
FaeSled lacuSy olulis gl lbaslsl ol coanly

S 0 SB35l il (g las ol sy

S Jobw slegid 09,55 Bd> 5l G oag o (Sloyd st b
STt e L s el Bl (gl a5l e b Sasdolil
;o,\c\"\,HRforPFS)MoML&Ao)_:.i.:.o.A;_?JMgSt,)g o ILJAJ

Ae00.=P

Iy 5oyl amlgis RO—CHOP&LA)'T}‘@LQJ Sl g gy oyl

oy 09818 3 s kel ool Jelomigassorsda o
5 G b3 CHOP (5, L s Loy 4 s CHOP 5, 4
Jelsagadiallo i 0 Sile gy - opnlb sl axsls
T e e INEE
590le\V.eLRO-CHOP (s g5L aés s 33> 55k 45 (PFS) byt
o0F.=Pso.YA[HR] oz i) 54s CHOP g 93L yo 0le Vo. ¥ slio
25k & 03 (613 giae Lol 4 o (609000 239, Shoam s
8l)0 Ro-CHOP&S sillos (51,5 (0S) IS sl o Kiliocclinn
CHOP (15, L5 a5 SLuS 61 aS Jl> 000550l £Y.Y a0 g00,5
SGo)bgaaS(YYF.=Pro. A (HR5gs0lo FY. AS0g500,5 dlyyo
Sl glash gl lo gima g castanis,

b slagilos 5,5 AL Loy 5 LsasbSy
eSilen 5 1S o ] oo T S5l
3300) 092 5 Vol (w55 JB 5k 4 Ro-CHOP (5L 53
3l s 49 o oLts oyul (¥4 =P o, VoY (HR ol Vo. 5 Ll
CHOP 5 4 (09 09952l sl (5o PTCL (s l0g 5725
N Gyt Sge

hess b slagle)s lon YOV (g lorm oge b cdyinn Jlio
o S L g (PFSY) pgo cd iy (9o sl beso S widlyyo
oLl asole B 5olo V.Y y:Sils yobo s (OSY) pgs s
S Slon S5 &Sl (095 b (ol ples gap aslllae ol
o lie iglite sl Sloyd Slo0,S09) Olie o cams a3,
55595 sy i Sl o5l o S o ol 055

Final Analysis of the Ro-CHOP Trial: Romidepsin Plus CHOP Versus CHOP Alone in
Untreated Peripheral T-Cell Lymphoma

Initially, the primary analysis of the trial did not demonstrate
asignificantincreaseinefficacy whenromidepsin was added
tothe CHOP regimen compared to CHOP treatmentalone.
However, withamedian follow-up duration of six years, the
finalanalysis presents anuanced view of the outcomes. The

median progression-free survival (PFS) slightly favored the
Ro-CHOP armwith 12.0 months versus 10.2 months in the
CHOP arm (hazardratio [HR], 0.79; P =.054), indicating
atrend toward improvement that did notreach statistical
significance. Similarly, median overall survival (OS) was
62.2 months for patientsreceiving Ro-CHOP, compared to
43.8 months forthose onthe CHOP regimen alone (HR, 0.88;
P =.324),againshowingapositive trend without statistical
significance.

Anotable finding emerged froman exploratory analysis of
the follicularhelper T-cell lymphoma subgroup, where the
median PFS was significantly longerinthe Ro-CHOP arm
(19.5vs. 10.6 months; HR, 0.703; P = .039). This suggests
that certain subtypes of PTCL might benefit more from the
additionofromidepsintothe CHOP regimen.

Following disease progression or relapse, 251 patients
received second-line treatments, with a median second

PFS (PFS2) and overall survival after second progression
(0S2) of 3.3 months and 11.5 months, respectively.
The study observed no superior disease control withany
particularsecond-line regimen within the context ofhighly
heterogeneous treatmentapproaches. However, apotential
benefitemerged for the combination of brentuximab vedotin
withchemotherapy, especially after excluding the anaplastic
large-cell lymphoma subtype and adjusting forhistology and
the international prognostic index inamultivariate model (HR
forPFS,0.431;P=.005).

This finalanalysis ofthe Ro-CHOP trial contributes valuable
evidencetothe field of PTCL treatment. While the addition
of romidepsin to CHOP did not significantly improve
outcomes in the overall patient population, the findings
suggest potential benefits for specific subtypes and highlight
the importance of continued research to identify effective

0,

treatmentcombinations for this challenging disease.
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AMTAGVI.

First Cellular Therapy
for Melanoma
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AMTAGVI (lifileucel) by lovance Receives Accelerated FDA Approval for Advanced Melanoma: A

©

AMTAGVI representsthefirstFDA-approved T cell therapy for
asolidtumorcancer, heraldinganew approachtocell therapy. This
innovativetreatmentutilizestumor-derivedautologous T cells, known
astumorinfiltratinglymphocytes (TIL), whichareexpanded outside
thebodyandreintroduced to the patientto targetand destroy cancer
cells. Thetherapyisbasedontheunderstandingthat TIL cellsnaturally
recognizeandattack cancer, buttheirfunctioncanbeoverwhelmedby
thedisease. By expandingapatient'sunique T cellstobillionsinnumber,
AMTAGVI aimstobolsterthebody'sabilitytofightcancereffectively.
Manufacturedthroughaproprietaryprocessatthelovance Cell Therapy
Center(iCTC)inPhiladelphia, AMTAGVI issettobeadministeredat
Authorized Treatment Centers(ATCs) acrosstheU.S. Thiscentralized
andscalable facility underscores lovance's commitment tomaking
advanced T celltherapiesaccessibletoabroadpatientpopulation.
TheFDA'sacceleratedapproval wasbasedontheimpressivesafetyand
efficacyresults fromthe C-14401- clinicaltrial, whichdemonstrated
that AMTAGVI couldachievedeepanddurableresponsesinpatients
withadvancedmelanoma. Specifically, thetrial showedanobjective
responserateof3 1.5 Zwithamediandurationofresponsenotreached
at18.6monthsfollow-up, indicatingthetherapy'spotential toprovide
lastingbenefits.

©

NewErainT Cell Therapy

lovance'sambitiontopioneerthenextgenerationofcelltherapyis further
exemplified by its ongoing TILVANCE-301 Phase 3 trial, aimed
atconfirmingtheclinicalbenefitsof AMTAGVI inalargerpatient
population. Additionally, thecompanyisexploringthepotential ofthis
novelcell therapyintreatingothertypesofsolidtumorcancers, which
couldsignificantlyexpanditsimpact.

Theapproval of AMTAGVI offersabeaconofhope forpatientswith
advancedmelanoma, particularly thosewhohavelimitedoptionsafter
progressingoninitial treatments. Thisbreakthroughunderscoresthe
vitalroleofpersonalizedmedicineinaddressingtheunmetneedsofthe
cancercommunity andexemplifiesthepowerofinnovativetherapies
totransformpatientcare.

As we witness this pivotal moment in oncology, the promise of
AMTAGVI andthefutureof T celltherapiesarebright. Thesuccessof
suchtreatmentscould pavethe way fornew standards of careincancer
treatment, emphasizing theimportance of personalized, one-time
therapiesinachievinglong-termremissionsand improvingquality of
lifeforpatients facingthischallengingdisease.

#HH#HAMTAGVI (lifileucel) by lovanceReceives Accelerated FDA
Approvalfor AdvancedMelanoma: ANew Erain T Cell Therapy

In a landmark development for cancer treatment, lovance
Biotherapeutics, Inc. hasannounced thatitsnovel T cell therapy,
AMTAGVI (lifileucel), hasreceivedaccelerated approval from
the U.S. Foodand Drug Administration (FDA) forthe treatment of
advancedmelanoma. Thisapproval marksasignificantmilestonein
thefieldofoncology, introducingaunique, one-time, individualized
therapy forpatients withunresectable ormetastaticmelanomawho
havepreviously beentreated withaPD-1blockingantibodyand, if
BRAF V600 mutation positive,a BRAF inhibitor withorwithouta
MEK inhibitor.

AMTAGVI representsthefirstFDA-approved T cell therapy for
asolidtumorcancer, heraldinganew approachtocell therapy. This

innovativetreatmentutilizestumor-derivedautologous T cells, known
astumorinfiltrating lymphocytes (TIL), whichareexpandedoutside
thebodyandreintroducedto the patientto targetand destroy cancer
cells. Thetherapyisbasedontheunderstandingthat TIL cellsnaturally
recognizeandattack cancer, buttheirfunctioncanbeoverwhelmedby
thedisease. Byexpandingapatient'sunique T cellstobillionsinnumber,
AMTAGVI aimstobolsterthebody'sabilitytofightcancereffectively.
Manufacturedthroughaproprietary processatthelovance Cell Therapy
Center(iCTC)inPhiladelphia, AMTAGVI issettobeadministeredat
Authorized Treatment Centers(ATCs)acrossthe U.S. Thiscentralized
andscalable facility underscores lovance's commitmenttomaking
advanced T cell therapiesaccessibletoabroad patientpopulation.
TheFDA'sacceleratedapproval wasbasedontheimpressivesafetyand
efficacyresultsfromthe C-14401- clinical trial, whichdemonstrated
that AMTAGVI couldachievedeepanddurableresponsesinpatients
withadvancedmelanoma. Specifically, thetrialshowedanobjective
responserateof3 1.5 Zwithamediandurationofresponsenotreached
at18.6months follow-up, indicatingthetherapy's potential toprovide
lastingbenefits.

lovance'sambitionto pioneer the next generation of cell therapy
is furtherexemplified by its ongoing TILVANCE-301 Phase 3
trial, aimed atconfirming the clinical benefits of AMTAGVI
inalargerpatient population. Additionally, the company is
exploring the potential of thisnovel cell therapy in treating other
types of solid tumor cancers, which could significantly expand
itsimpact.

Theapprovalof AMTAGVI  offersabeaconofhopeforpatients
withadvanced melanoma, particularly those who have limited
optionsafterprogressingoninitial treatments. Thisbreakthrough
underscores the vitalrole of personalized medicine inaddressing
the unmetneeds of the cancer community and exemplifies the
powerofinnovative therapies totransformpatientcare.
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SWISS MADE API

SWISS BACHEM PRODUCTS

Variotide LAR Depot is a somatostatin analog. Variotide LAR is indicated in patients who
respond to and tolerate the octreotide acetate for:

Symptom and tumor control for patients with neuroendocrine tumors.

Treatment of the severe diarrhea and flushing episodes associated with metastatic
carcinoid tumors

Treatment of the profuse watery diarrhea associated with VIP-secreting tumors

Treatment of acromegalic patients who have had inadequate response to or cannot be
treated with surgery, radiotherapy, and bromocriptine mesylate at maximally tolerated
doses (the goal of treatment in acromegaly is to reduce GH and IGF-1 levels to normal)

» ONE MONTH ADMINISTRATION
» SUBCUTANEOUS INJECTION

Variotide® LAR is manufactured by
In Situ-Forming Gel technology. This
technology provides reduction in
number of injections and increased
patients compliance.
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VARIAN
< PHARMED

address: phone: patients support:

920 947 6440 ianpharmed.com

Nos, Laleh, Sattari, Tehr +98 21 4448 2758

Variopeptyl® 11.25

Triptorelin Pamoate

You Can Beat

and you don't need surgery to do it.

VARIAN
PHARMED



