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. 9438k (Herceptin + Lapatinib)
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1.0 - — 07-2000 : Interim analysis (AHS2000)
—— (05-2001 : Update of interim analysis (EHA2001)
—— (09-2001 . Analysis at end of study (NEJM2002)
08 -— 12-2002 . 1st follow-up analysis
== — 12-2004 : 5 vears analysis (JCO2005)
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PRINCIPLES OF CHEMOTHERAPY (1 of 3)

Systemic therapy Is used in the neoadjuvant or adjuvant setting and in the management of locally advanced unresectable and metastatic

disease.

» Goals of systemic therapy should be discussed with patients prior to initiation of therapy and enroliment in a clinicai trial is strongly
encouraged. ) :

Close follow-up of patients undergoing chemotherapy is indicated.

Metastatic
» Acceptable monotherapy options include:
» Gemcitabine at 1000 mg/m2over 30 minutes, weekly for 3 weeks every 28 days (category 1).
» Fixed-dose rate gemcitabine (10 mg/m¥minute) may s ubstitute for standard infusion of gemcitabine over 30 minutes {category 2B).
» Capecitabine
» Acceptable chemotherapy combinations (for patients with good performance status):
» Gemcitabine + erlotinib! (category 1)
» FOLFIRINOXZ2 (category 1)
» Gemcitabine + capecitabine’
» Gemcitabine + cisplatin (especially for patients with possible hereditary cancers)® gcategory 2B)
» Fixed dose rate gemcitabine, docetaxel, capecitabine (GTX regimen) {category 2B)
» Gemcitabine + nab-paclitaxel® (category 2B)

» Second-Jine therapy may consist of gemcitabine for those patients not previously freated with the drug. Other options include capecitabine
{1000 mg/im2 PO twice dally, days 1-14 every 21 days) or 5-FUfleucovorin/oxaliplatin’ or CapeOx.2 Results of the CONKO 003 trial -
demonstrated a significant improvement in overall survival with addition of oxaliplatin to 5-FU /leucovorin.”

Locally Advanced

» Depending on performance status, mono- or combination systemic chemotherapy, as noted above, may be considered as initial therapy prior
to chemoradiation for appropriate patients with locally advanced, unresectable disease. Patients should be evaluated for recovery from
hematologic 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.

See Adjuvant, Neoadjuvant, and
Sailvage on PANCE 2 of 3

See References on PANC-E 3 of 3

Note: Al recommendations are category 2A uniess otherwise indicated.
Clinical Trials: NCCN believes that the best management of any cancer patient is in a clinical tal. Participation in ciinical trials 5 especially encouraged.
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PRINCIPLES OF CHEMOTHERAPY (1 of 3)

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

disease.

« Goals of systemic therapy should be discussed with patients prior to initiation of therapy and enrollment In a clinical trial is strongly
encouraged.

Close follow-up of
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See Adjuvant, Neoadjuv and
Salvage on PANCE 2 of 3

See References on PANC-E 3 of 3

Note: Al mcommendations are category 2A unless otherwise indicated
Clinical Trials: NCON believes that the best management of any cancer patient is (n a cinical tnal. Participation in cinical tials is especially encouraged. 25
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See References on PANC-E 3 of 3

Note: Al recommendations are category 2A uniess otherwise indicated.
Clinical Trials: NCON be lleves that the best management of any cancer patient ks in a clinical trial. Participation in clinical triais is especially encouraged. 26
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