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Abstract ; [ Objective ] To observe the tolerability of patients with malignant melanoma to induc-
tion phase of adjuvant high-dose interferon therapy. [Methods] We retrospectively analyzed 203
cases of AJCC Il B~Il malignant melanoma received high-dose interferon alfa-2b in our hospital
from June 2011 to June 2015. In 4 week intravenous induction phase,patients received 1FN-alfa-
2b at the dose of 15x10°1U/m* (5 days per week) and drug-related adverse events were evaluated
by NCI-CTCAE 4.0. The dose-limiting toxicity events and the progression of disease were ob-
served. [Results ] All 203 patients were evaluated for drug-related adverse events in the induction
phase, with a total of 34 cases of dose-limiting toxicity ,mainly grade 4 neutropenia (8.4%) and
grade 3 liver enzyme elevation (4.4%). Twenty-one patients followed the reduction schedule and 7
patients discontinued the therapy in the induction phase,including 3 progression,2 with signifi-
cant fatigue,1 with severe hepatic insufficiency,and 1 with grade 3 maculopapular rash. There
were 42 cases developed disease progression during the high-dose interferon therapy and the pro-
gression rate in the N3 group was 50%. [Conclusion] High dose interferon alfa-2b can be well
tolerated by Chinese patients,but interferon appears to be inefficient in patients with relatively
higher risk of more than three lymph node metastases.
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Table 1 Drug-related adverse events in induction phase of HDI[n( % ) ]

DRAE Grade 1 Grade 2 Grade 3 Grade 4

Hematological
Decreased white blood cell count 32(15.8) 91(44.8) 55(27.1) 0
Decreased neutrophil count 32(15.8) 57(28.0) 78(38.4) 17(8.4)
Decreased platelet count 82(40.4) 11(5.4) 4 (2.0) 0
Anemia 76(37.4) 13(6.4) 0 0

Non-hematological
Increased ALT level 99(48.8) 44(21.7) 9 (4.4) 0
Increased AST level 114(56.2) 51(25.1) 9 (4.4) 0
Diarrhea 15(7.4) 4 (2.0) 0 0
Nausea 97(47.8) 49(24.1) 0 0
Vomit 15(7.4) 6 (3.0) 0 0
Fever 17(8.4) 51(25.1) 0 0
Arthralgia/Myalgia 44(21.7) 13(6.4) 0 0
Fatigue 74(36.5) 23(11.3) 3 (1.5) 0
Rash 15(7.4)  17(84) 1 (0.5) 0
Constipation 21(10.3) 19(9.4) 0 0
Increased creatinine level 36(17.7) 2 (1.0) 0 0
Increased bilirubin level 8 (3.9) 0 0 0

Table 2 The DLT events in different age groups[n( % ) ]

Age Decreased neutrophil Decreased platelet Increased ALT/ Maculopapu- Fatigue

(years-old) count(G4) count(G3) AST level(G3) lar rash(G3) (G3)
<70 15(8.8) 2(1.2) 8(4.7) 1(0.6)  2(1.2)
=70 2(6.3) 2(6.3) 1(3.1) 0 1(3.1)

Note : G4 : Grade 4;G3:Grade 3.
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Table 3 Comparison of characteristics, DRAE and tolerance

Features This research  HeCOG Mao
Number of cases 203 177 77
Gender

Male 118(58.1) 95(54) 40(52)

Female 85(41.9) 82(46) 37(48)
Age

Median age 56 55 49

Age distribution 17~79 19~84 22~73
Lymph node metastasis

No 128(63.1) 60(34) 34(44)

Nis 75(38.9) 105(59) 43(56)
Reason for discontinuation

Grade 3/4 DRAE 4(1.97) 3(1.69) 0

Progression 3(1.48) 1(0.56) 0

DLT dose reduction 21(10.3) 42(24) 2(2)
Grade 3/4 DRAE

Grade 3/4 flu-like symptom 0 10 0

Grade 3/4 increased ALT/AST level 9 6 4

Grade 4 decreased neutrophil count 17 0 10

Grade 3/4 decreased platelet count 4 0 NA

Grade 3 fatigue 3 NA 0
NA :Not assessable.
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