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_PRINCIPLES OF CHEMOTHERAPY (1 of 3)

Systemic therapy is used in the necadjuvant or adjuvant setting and in the management of locally advanced unresectable and metastatic

dissase,

» Goals of systemic therapy should be discussed with patients prior to initiation of therapy and enroliment in 2 elinical trial is strongiy
encouraged.

Close follow-up of patients undergoing chemotherapy is indicated.

Metastatic
« Acceptable monotherapy options include:
» Gemcitabine at 1000 mg/mZ2over 30 minutes, weekly for 3 weeks every 28 days (category 1).
» Fixed-dose rate gemcitabine {10 mg/m ¥minute) may substitute for standard infusion of gemcitabine over 30 minutes (category 2B},
» Capecitabine
+ Acceptable chiemotherapy combinations (for patients with good performance status):
» Gemcitabine + erlotinib1 {category 1} -
» FOLFIRINOXZ (category 1}
» Gemecitabing + capecitabine’ .
» Gemcitabine + cisplatin (especially for patients with possible hereditary cancers)"gcategory 2B}
» Fixed dose rate gemcitabine, docetaxel, capecitabine (GTX regimen} (category 2B)
» Gemcitabine + nab-paciitaxel® (category 2B)

» Second-ling therapy may consist of gemcitabine for those patients not previously treated with the drug. Other options include capecitabine
{1000 mgim? PO twice daily, days 1-14 every 21days}or §-FUlleucovorin'oxaliplatin® or CapeOx.BResuilts of the CONKO 003 trial
demonstrated a significant improvemeant in overall survival with addition of oxaliplatin to 5-FU Neucovorin,”

Locally Advanced

+ Depending on performance status, mono- or combination systemic chemotherapy, as noted above, may be considered as initial therapy pricr
to chemoradiation for appropriate patients with locally advanced, unresectable disease. Patients shouid be evaluated for recavery from
hematslogic and non-hematologic toxicity prior to initiation of chemoradiation. Patients who progress with metastatic disease are not
candidates for chemoradiation unless required for palliative purposes.

RE : DRAREORDABED
{2z BMMARI9BEM L

_ RFIvUSUMEE

Systemic t setting and in the management of |

disease.
»Goals ¢ atients prior to initiation of therapy
|

encourt !
Close fol ) 5 indicated.
- |

Metastat,

ubstitute for standard infusion of

FDA Gem
Cape
Gem+Erl
FOLFIRINOX (GTX regimen}
GemCape o pationte 101
7 GemCis - . or 5-Fl§l’leuco»i:>’r;
- GEX .
GemNab -
- CapéOX B}
. BFU+Leu+0Ox

Wwith good performénce status):

possible hereditas

See References on PANC-E30of 3

Note: All recommendztions 2 category 24 unless otherwise indicated. 5 ) A
Clinical Trizls : NCCN believes that the best management of 2ny cancer patient is in 2 clinical trial. Participation in clinical trials is especially encouraged

PANC-E
1of 3
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| About Rare Cancars »

About the Cambaigh . Ohjectives

Rare Cancer Europe ‘

NIH Office of Rare Disease Research

NCI Cancer Therapy Evaluation Program (CTEP)
American Society of Clinical Oncology (ASCO)
European Organisation for Research and Treatment of Cancer (EORTC)

Call fo Action »

Political Recommendations

EU injtatives

‘ How to getinvolved
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Rare Cancers Conference 2012 Latest News: ' Coopersting Organisations:

Survays

N Jomt Statement on EU Cllmcal Trials
Events : Regula’uon

‘ Cooperating organisations » @ Ooisce
. Sumey Open Access to Rare Cancer
! Corporate supporniers Care in the EU — Have Your Say! ﬂ‘ln.rnxmxme o
| - o0 Ll I3 . d-‘l.] rednatnf Cncer
Links »

international survey on Pathology in Rare
Cancers launched

- Campaign marerials

Cantact us
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Mame ) - Target Mechanlsm © Cotreatment Status Clinical trials
Bevacizumab VEGF -VECF-neutralizing antibody  Erlotinib Phase T NCT00350753™
, Exrlotinib Phase I NCT00355889""
Radiation Phase T NCT00426829™"

Tyrosine kinase inhibitor

Lapatinib EGFR, erbl2 Tyrosine kinase inhibitor

Sorafenil VEGFR, PDGER, ¢-Raf, B-Raf - Tyrosine kinase inhibitor

Borlezomib . Proteasome Proteasome inhibitor

Floxuridine, de

Gemeitabine \
Oxaliplatin, gemcitabine,
radiation

Oxaliplatin,

Capecitabine
Geuncitabine

Docetasel

Phase 1

Phase Tf
Phase [
Phase { /]I
Phase 1/10

Phase J
Phase |

NCTO0410956™

NCT00266097"

NCTC0107536™
NCTOom:3g2128
NC 00634751
NCT00661830
(GEMSOy
NCT00085410™*

Hopfner World J Gastfoénterol 2008:14(46):7021-7032
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About FindZebra

FindZebra is 2 spec ééamn engine supporting medical professionals In diagnesing gifficult patient cases. Rare diseases are especiatly dificult to diagnose and this oniine medica
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Ourcome Category
Survival Time Serious (or Severe) Onality of Life Non-Serious for Non-
(Mortality) Svmptoms (or Laz Severe) Symptoms for
Complicarions; and Lare complications) and
Advesse Effects Adverse Effects
Major Major increase in Long-tenn freedom or | Major improvament T |Not applicable
sustained and great improvement in | Survival ime extensive avoidance
the therapy-relevant benefit. which
las not previously been aclieved ClIs: 0.85 Clg: CI5: 0.75
versus the approptiate comparatos RR; =0.30) RR: =0.17) R®RR; =017
and risk = 5%° and risk » 5%’ .
§ Considerable Moderate increase in | Alleviarion or relevant | Inportani 1‘7):_:*r<>vgurwzzrx Important avoidance
4 marked improvement survival time avoidance
= |in the therapy-relevant benefit. which
2 |has not previously been achieved CIs: 0.95 CT5: 0.90 CIs: 0.90 Clg: 0.80
= {versus the appropriate comparator | (RR1=0.83) (RR: = 0.67) (RR, =0.67) (RR; =0.33)
Minor Ay estadisiically v (staristicaliy Relevant improvemanr | Relevant avoidance
moderate and not ouly marginal significans) kicrease #i | sigaificant) reduction
improvement in the therapy-relevant survival ime
benefit. which has not previously been ’
achieved versus the appropriate CTIs: 1.00 CIs: 1.00 CIs: 1.00 CLs: 0.99
conparator (RR: =0.67)
Additions to AM-NutzenV in flaiics
1: Tha precondition ts the vse of 2 validated instrument and a validated response criterion. \-"a!ues count for non-response.
2: For ar least one of the groups to be compared.
AM-NutzeaV: Regulation for Early Benefir Assessment of New Pharmaceuticals. Cls: threshold vatue for the upper limit of the 959 confidence
interval. RR1: acrual relative risk
*: Table 32 in the German Appendix

EMNEREFEOR(K 1Y)

DS > WIS

o




ENMNE AT HORER

- SPEAET Licb D (2013628 % T)

ENMERE &L 15
EMIEREE 8D

| K (Major) 0
# (Considearable) 7
/N (Minor) 3
E 2T 2 |
&l 27 (1Qwic b s

[EmMEREARD S NS DFERLTFICT 0,

ENMNEREHEDH (752 R)
5ERBE DASMRGEMIAREEERINE FlE) & I h B EE T
T %, < DASMRICED =, CEPS(RFESSR)HME
BT ETS

ASMR 1 BREEERESIBHSND
WS & O/ £ 1 BB N
AS M R 2 Eﬂwzﬁm—c%fg@&mgﬁaé | ASMRICED =

CEPS(IBBZEE
HRER & U/ BHERO \
BRI S\ TRREORENS S )T LRRME%E

Nl
S KO/ K BIERD RIET D

B SRicsVWTEEOREND D
HEARL - ASMR3LUEDIBE. BUM4HE (- F
YA, RAY AFYTF AT YY)
@ﬁﬁﬁ%%%%@bfﬁﬁo

*ASMRDFMIZHAS (EEREEB)NT S, ]
_ , 1



BN R T O RER

ASMR 2008 2009 2010 2011 2012
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% Il 13 18 14 5 16
v 17 . 20 20 20 - 22
Vv 48 65 46 29 58

weEt 75 100 85 58 99
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