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	Cohort 1 
Starting cohort of 2 patients receiving P 37.5 mg/m2 and G 500 mg/m2.

	Cohort 2 
The next dose combination(s) (Cohort 2) will be determined by the number of DLTs observed in 2 patients in the starting cohort (within 21 days) as follows:

	DLTs in Current Cohort,a,c n
	Next Enrollees

	0
	2 patients at 1 level higher P (G unchanged)
2 patients at 1 level higher G (P unchanged)

	1 or 2
	2 patients at P 37.5 mg/m2 and G 0 mg/m2 b
2 patients at P 0 mg/m2 and G 500 mg/m2 b

	Subsequent Cohorts

	DLTs in Current Cohort,a,c n
	Cumulative Toxicity Rate
	Next Enrollees

	0
	≤30%
	2 patients at 1 level higher P (G unchanged).
2 patients at 1 level higher G (P unchanged).

	0
	>30%
	2 patients at 1 level lower G and 1 level higher P.

	1 or 2
	≤30%
	2 patients at 1 level higher G and 1 level lower P. 

	1 or 2
	>30%
	If the current P level >G (position), 2 patients at 1 level lower P (G unchanged). Otherwise, 2 patients at 1 level lower G (P unchanged).


DLT=dose-limiting toxicity; G=gemcitabine; P=cisplatin.
aDLTs were defined as febrile neutropenia, grade 4 neutropenia or thrombocytopenia lasting ≥7 days, grade 3 or 4 thrombocytopenia with bleeding requiring a transfusion, grade 3 or 4 non-hematologic toxicity (except alopecia) lasting ≥7 days, grade ≥3 QTc prolongation, grade 4 alanine aminotransferase or aspartate aminotransferase, grade ≥2 hyperbilirubinemia lasting >7 days, treatment with granulocyte colony-stimulating factor  during cycle 1, and drug-related toxicity causing dose delay of >7 days.
bIf this dose was not tolerated, the trial was to be stopped or consideration given to amending the protocol for alternative dosing schedules.
cOut of 2 patients.
