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in patients with incurable symptomatic rectal cancer: results and drug
dose correlation to adverse events. Acta Radiol 55(7):793-801, 2014.))

Table 4. Platinum pharmacokinetics following NIPP therapy.

C-max (mg/L) AUC (min mg/L)
Pelvic Systemic P/S ratio Pelvic Systemic P/S ratio
All (n=23) 57.2 (50.2-64.2) 3.8 (3.2-4.4) 184 (13.2-23.6) 1049.2 (943.5-1154.9) 68.7 (56.5-81.0) 19.0 (13.8-24.2)

200mg/m? (n=5) 76.4 (51.3-101.5) 3.9 (1.2-6.5) 27.6 (5.2-50.1) 1310.4 (934.7-1686.2) 62.7 (20.9-104.4) 28.6 (5.5-5.6)

AUC, area under the blood concentration-time curve; C-max, maximum platinum concentration.

Platinum concentration (mg/L)

0 5 10 15 20 25 30 min
Fig. 5. Pharmacokinetics after initiation of isolated pelvic dialysis.
The platinum concentration decreased by >60% at 5min after
initiation of isolated dialysis of the pelvic circulation following

NIPP. The half-life of the platinum concentration calculated by
approximation curve was | 1.2 min.
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NIPP (§®&3Ccriteriadt) Grade :NCI-CTCAEV4.0IZHE5, DR EEZL RE

n=49 creatinineZ#E{[E : 0.8mg/dL
Adeverse events (Grade |1 or I11)
Hydronephrosis Response (Pelvic region) neuropathy creatinine  pancytopenia
No. of patients Unilateral Bilateral | CR PR SD PD NA I Il Il Il 1 11
1. NIPP as the first therapy n=13 2 0 6 7 0 0 0 3 1 0 0 1 0
FIGO stage
la/Ib/la/lib/1a/1lb/1IVa/lVvb - 0/0/2/1/3/2/2/3
Histologies
SCC/Adenoca/small cell 6/5/2
(Before April, 2013) (n=7) 1 0 4 3 0 0 0 1 0 0 0 0 0
(After May, 2013) (n=6) 1 0 2 4 0 0 0 1 1 0 0 0 0
Operation after NIPP n=9 1 0 3 6 0 0 0 2 1 0 0 0 0
la/Ib/Ha/lib/11a/111b/IVa/lVb - 0/0/1/0/3/2/2/1
NIPP only (1Vb) n=2 1 0 2 0 0 0 0 1 0 0 0 1 0
CCRT after NIPP n=2 0 0 1 1 0 0 0 0 0 0 0 0 0
2. NIPP after therapies (1)
(Before April, 2013) n=9 1 5
Renal dysfunction* n=5 0 5 0 0 3 2 0 0 0 2 0 0 0
No follow up n=3 0 0 - - - - 3 0 0 0 0 0 0
Criteria n=0 - - - - - - - - - - -
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 0 0 1 0 0 0
3. NIPP after therapies (2)
(After May, 2013) n=27 4 3
Renal dysfunction n=3 0 3 0 1 1 1 0 1 0 1 0 0 0
No follow up n=4 0 0 - - - - 4 1 0 0 0 0 0
Criteria n=19 3 0 2 8 7 2%* 0 5 2 1 0 1 0
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 1 0 0 0 0 0
7149 8/49 8/49 18/49 11/49 5/49 7/49 11/49 3/49 5/49 0 2/49 0

* EHEEIEE D $ 5 5B E TIZCDDP% 5 213130-150 mg/m?
** 2 NEGIEIEREIE, f5 A 1=,
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NIPP (X ZEEFLLY)

n =49
Adeverse events (Grade 11 or I11)
Hydronephrosis Response (Pelvic region) neuropathy creatinine  pancytopenia
No. of patients Unilateral Bilateral CR PR SD PD NA Il 11 Il 11 Il 11
1. NIPP as the first therapy n=13 2 0 6 7 0 0 0 3 1 0 0 1 0
FIGO stage
la/Ib/Ha/lIb/1a/llb/IVa/lVb  0/0/2/1/3/2/2/3
Histologies
SCC/Adenoca/small cell 6/5/2
(Before May, 2013) (n=7) 1 0 4 3 0 0 0 1 0 0 0 0 0
(After Jun, 2013) (n=6) 1 0 2 4 0 0 0 1 1 0 0 0 0
Operation after NIPP n=9 1 0 3 6 0 0 0 2 1 0 0 0 0
la/Ib/la/lIb/1a/llb/IVa/lVb  0/0/1/0/3/2/2/1
NIPP only (1Vb) n=2 1 0 2 0 0 0 0 1 0 0 0 1 0
CCRT after NIPP n=2 0 0 1 1 0 0 0 0 0 0 0 0 0
2. NIPP after therapies (1)
(Before May, 2013) n=9 1 5 0 1 3 2 3 0 0 3 0 0 0
Renal dysfunction* n=5 0 5 0 0 3 2 0 0 0 2 0 0 0
No follow up n=3 0 0 - - - - 3 0 0 0 0 0 0
Criteria n=0 - - - - - - - - - - - -
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 0 0 1 0 0 0
3. NIPP after therapies (2)
(After Jun, 2013) n=27 4 3 2 10 8 3 4 8 2 2 0 1 0
Renal dysfunction n=3 0 3 0 1 1 1 0 1 0 1 0 0 0
No follow up n=4 0 0 - - - - 4 1 0 0 0 0 0
Criteria n=19 3 0 2 8 7 2%* 0 5 2 1 0 1 0
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 1 0 0 0 0 0
Total 7149 8/49  8/49(42)***18/49(42)11/49(42) 5/49(42) 7/49 11/49 3/49 5/49 0/49 2/49 0/49

* EHEEIEE D $ 5 5B E TIZCDDP% 5 213130-150 mg/m?
** 2 NEGIEIEREIE, f5 A 1=,
*xx followy TEXTUVVRWEREEAZELG W5,



NIPP FRXZEL)

n=75
Adeverse events (Grade Il or 111)
Hydronephrosis Response (Pelvic region) neuropathy creatinine pancytopenia
No. of patients Unilateral Bilateral CR PR SD PD NA I 11 I Il I Il or more
1. NIPP as the first therapy n=13 2 0 6 7 0 0 0 3 1 0 0 1 0
FIGO stage
la/1b/1a/lb/11a/1Ib/IVal/lVb  0/0/2/1/3/2/2/3
Histologies
SCC/Adenoca/small cell 6/5/2
(Before May, 2013) (n=7) 1 0 4 3 0 0 0 1 0 0 0 0 0
(After Jun, 2013) (n=6) 1 0 2 4 0 0 0 1 1 0 0 0 0
Operation after NIPP n=9 1 0 3 6 0 0 0 2 1 0 0 0 0
la/1b/1a/lb/11a/1Ib/IVal/lVb  0/0/1/0/3/2/2/1
NIPP only (1Vb) n=2 1 0 2 0 0 0 0 1 0 0 0 1 0
CCRT after NIPP n=2 0 0 1 1 0 0 0 0 0 0 0 0 0
2. NIPP after therapies (1)
(Before May, 2013) n=35 12 11 5 11 11 5 3 3 2 3 0 1 2
Article (Ann Surg Oncol) n=26 11 6 5 10 8 3 0 3 2 0 0 1 2
Renal dysfunction* n=>5 0 5 0 0 3 2 0 0 0 2 0 0 0
No follow up n=3 0 0 - - - - 3 0 0 0 0 0 0
Criteria n=0 - - - - - - - - - - - -
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 0 0 1 0 0 0
3. NIPP after therapies (2)
(After Jun, 2013) n=27 4 3 2 10 8 3 4 8 2 2 0 1 0
Renal dysfunction n=3 0 3 0 1 1 1 0 1 0 1 0 0 0
No follow up n=4 0 0 - - - - 4 1 0 0 0 0 0
Criteria n=19 3 0 2 8 7 2%* 0 5 2 1 0 1 0
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 1 0 0 0 0 0
Total 18/75 14/75 13/75(68)***28/75(68)19/75(68) 8/75(68) 7/75 14/75 5/75 5/75 0/75 3/75 2/75

* B HREIEE 0D § A B H TIECDDP1% 5 213130-150 mg/m?
** 2 NEHIEIERRIE 5 E 1215,
*x*x follow7s TE TV W E A LG W -H,
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TABLE 3 Taxicities” swmociated with NIPP {n = 26 patients)

Cirade 1 Cirade 2 Cirade 3 Cirade 4 M. of patients (&)

MNon-hemstokgic™

Fatigue 14 2 16 (62)

Anorexia 13 2 15 (58)

Mauses 14 5 19 (73)

Viomiting B 3 11 {42y

Neuwropathy (sensory ) 5 3 2 10 (38

Hemtoma 5 5(19)
Hematokogn ehaochem cal

Meutropenia 3 1 1 4 (15)

Leukopenia 2 1 1 1 5{19)

Elevated amylase levels 2 2 4 (15)

* Toxicites were graded acoording 1o the Mational Cancer Institute Common Terminology Criteria for Adverse Evenls, version 3.0
® Non-hematologic wxicity only includes wxicities occurming st =10 % frequency
NIPF negative -halance isolated pelvic perfusdon

e
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NIPP FRXZEL)

n=75
Adeverse events (Grade Il or 111)
Hydronephrosis Response (Pelvic region) neuropathy creatinine pancytopenia
No. of patients Unilateral Bilateral CR PR SD PD NA I 11 I Il I Il or more
1. NIPP as the first therapy n=13 2 0 6 7 0 0 0 3 1 0 0 1 0
FIGO stage
la/1b/1a/lb/11a/1Ib/IVal/lVb  0/0/2/1/3/2/2/3
Histologies
SCC/Adenoca/small cell 6/5/2
(Before May, 2013) (n=7) 1 0 4 3 0 0 0 1 0 0 0 0 0
(After Jun, 2013) (n=6) 1 0 2 4 0 0 0 1 1 0 0 0 0
Operation after NIPP n=9 1 0 3 6 0 0 0 2 1 0 0 0 0
la/1b/1a/lb/11a/1Ib/IVal/lVb  0/0/1/0/3/2/2/1
NIPP only (1Vb) n=2 1 0 2 0 0 0 0 1 0 0 0 1 0
CCRT after NIPP n=2 0 0 1 1 0 0 0 0 0 0 0 0 0
2. NIPP after therapies (1)
(Before May, 2013) n=35 12 11 5 11 11 5 3 3 2 3 0 1 2
Article (Ann Surg Oncol) n=26 11 6 5 10 8 3 0 3 2 0 0 1 2
Renal dysfunction* n=>5 0 5 0 0 3 2 0 0 0 2 0 0 0
No follow up n=3 0 0 - - - - 3 0 0 0 0 0 0
Criteria n=0 - - - - - - - - - - - -
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 0 0 1 0 0 0
3. NIPP after therapies (2)
(After Jun, 2013) n=27 4 3 2 10 8 3 4 8 2 2 0 1 0
Renal dysfunction n=3 0 3 0 1 1 1 0 1 0 1 0 0 0
No follow up n=4 0 0 - - - - 4 1 0 0 0 0 0
Criteria n=19 3 0 2 8 7 2%* 0 5 2 1 0 1 0
(Operation after NIPP) (n=1) 1 0 0 1 0 0 0 1 0 0 0 0 0
Total 18/75 14/75 13/75(68)***28/75(68)19/75(68) 8/75(68) 7/75 14/75 5/75 5/75 0/75 3/75 2/75

* B HREIEE 0D § A B H TIECDDP1% 5 213130-150 mg/m?
** 2 NEHIEIERRIE 5 E 1215,
*x*x follow7s TE TV W E A LG W -H,



