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Clinical Efficacy and Tolerance of 1% Nadifloxacin Cream in the Treatment
of Mild to Moderate Acne Vulgaris in South Korea
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Kyunghee University College of Medicine’, Korea University College of Medicine’, Seoul National University
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Ajou University College of Medicine’, Yonsei University College of Medicine’, Seoul, Korea

Background: Antimicrobials have been a mainstay of inflammatory acne treatment for more than 30 years.
However, antibiotic-resistant propionibacteria had been isolated with increased frequency, and associated with failure
to respond to antibiotic therapy.

Objective: The aim of this study was to investigate the clinical efficacy and tolerance of 1% nadifloxacin cream.
Methods: In the final analysis, 197 patients with mild to moderate facial acne vulgaris were enrolled. The patients
were instructed to apply 1% nadifloxacin cream twice daily to the affected skin after washing the face. Following
2 and 4 weeks of treatment, patients were observed for clinical response: number of the acne lesions, Korea acne
grading system (KAGS), global improvement, and occurrence of adverse reactions.

Results: During 4 weeks of treatment, nadifloxacin caused significant reduction in the number of inflamed
papulo-pustular lesions and open/closed comedones. In addition, significant reduction of KAGS was observed. About
96% of patients showed clinical improvement in the overall evaluation of the therapeutic effect by physicians. All
reported adverse events were mild.

Conclusion: This study shows that 1% nadifloxacin cream can be an effective and safe treatment for mild to
moderate acne vulgaris. (Korean J Dermatol 2010;48(8):665~ 671)
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Table 1. Korean Acne Grading System (KAGS)

Score Definition
Grade 1 Papule <10
Grade 2 Papules 11~30
Grade 3 Papules =31, nodules <10
Grade 4 Nodule 11~20, +mild ongoing scars
Grade 5 Nodule 21~30, +moderate ongoing scars
Grade 6 Nodule =31, *severe ongoing scars, *sinus tracts
7, FX2 Uy SAACH, FA d5F AEFE FF
T AlZ¥(Korean Acne Grading System, KAGS)2. 2 o=
2 S 713t th(Table 1) A8 A ] o3k HukA <l
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p<0.001)(Fig. 1).
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Fig. 1. The change of the number of acne lesions at baseline,
2 week and 4 week after topical treatment with 1% nadiflox-
acin cream. Statistical analysis showed significant reduction in
all acne lesions that was noted at all follow-up visits from
week 2 onwards (*p=0.003, T p<0.001).
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Fig. 2. The change of Korean acne grading system at baseline,
2 week and 4 week after topical treatment with 1% nadiflox-
acin cream. Statistical analysis showed significant reduction at
all follow-up visits from week 2 onwards (week 2: p<0.001,
week 4: p<0.001).

AAx 9: =2 A 1% Nadifloxacin ZH (Nadixa®) 2] &4 2 odA H7} 667

FRE FolatA ANHETL FaATHF: p<0.001, 4
Z: p<0.001)(Fig. 1).

TR Bt NFEe AE A 1396+ 11.0470004 A7 2
ZF 3 10.83+£9.477), A E 4F T 848182672 743
3, FAHCZE A8 AP vty X7 25 FHEH F
3HA R o] ZHAFFATH2F: p<0.001, 45 p<0.001)
(Fig. 1).

39 JF MGE AE A 2.88£3.99710 4 A8 2F
F 199434170, A8 4F T 12842312 1AL,
SAAcEE A5 AP Hluwsly X7 25 $REH {9
A BE7t 2ASATQF: p<0.001, 4F: p<0.001)
(Fig. 1).

2) KAGSY s}

KAGS®] iz A8 A 1.90+0.899A4 X8 2F &
1.71£0.84, A8 4F & 146+0.732 7HA8IH L, BAF
22F AR AR Hwstd X5 25 FHEH s
KAGS7} 2439t p<0.001, 43 p<0.001)(Fig. 2).

3) MUINQl SHE

A7 27 &, AP@AE A8 A vlaste] Hrhsk ARk
29l TAHAEE Grade 47} 3% (1.52%), Grade 3°] 25%
(12.69%), Grade 27} 6278 (31.47%), Grade 1°] 98%(49.75%),
Grade 0°] 9% (4.57%) S 2 1887 (95.43%)<] 327} Grade
1 o] MAS B A F 45 * X5 A vlaste]
713k AubA el SHEE Grade 47} 68 (3.05%), Grade 3
o] 32%8(16.24%), Grade 27} 66™(33.50%), Grade 1] 8578
(43.15%), Grade 0°] 8% (4.06%)°.Z 18978 (95.94%)¢] 3+
27} Grade 1 o749 /MA& Bt A8 2F T 45 &
o] AirAQl SHEE e Ay XF 23 FHU 4F
7l FY5H B AEE HOl A5 Hgo] ¢ B
< Aoz YERTH(p=0.027)(Fig. 3).
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Fig. 3. Global improvement at week 2 and 4. Difference
between week 2 and 4 was statistically significant (p=0.027).
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1 Very dissatisfied*
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Fig. 4. Satisfaction of the patients at week 2 and 4. Difference
between week 2 and 4 was not statistically significant (p=
0.260). *At week 2, only 0.51% (1/197) of the patients was
very dissatisfied. And none of the patients were very dissa-
tisfied at week 4.
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10378 (52.28%), ‘BT 119(5.58%), ‘"¢ B 19
(0.51%) .2 1857 (93.91%)2] $A7} ‘HE o9 S
= HYg X8 4F FoE m$ = 119(5.58%), ‘T
= 799(40.10%), ‘HE’ 957(48.22%), ‘BWi=' 129
(6.09%), ‘"i$ ST 09(0.00%)2Z 1857 (93.91%)<]
A2t ‘BT o] RERE BT A5 2F 9 45
9o A WEEE FYgE AolE HolA FUTH(p=
0.260)(Fig. 4).
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Table 2. Incidence of adverse events (=1)

Number of patients (%)

Event

Week 2 Week 4
Pruritus 12 (6.09) 2 (1.02)
Erythema 7 (3.55) 1 (0.51)
Burning sensation 1 (0.51) 2 (1.02)
Scale 1 (0.51) 0 (0.00)
Irritating sensation 7 (3.55) 4 (2.03)
Dry skin 3 (1.52) 1 (0.51)
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o =g W Fr} Fo8HA Fastdrta e,
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A=ET Jfu/E AT BT E9UF AT Bad)
Aot o) AFNAME o]He HIEXH nadifloxacin©]
A4 A=EY MY/HAEE BT 297t e Rl
2 Uehgta, X8 2F R HH] 71 Fo8HA #a
e AL FelstdthFig 5). o)¥3 AFe J=F T35
T ARA 7t 2 EQ KAGSE AT Q18 & ¢
Atk

AlgAtel] ofat Mkl ZH T M= o]He] B
TAA &Ae] 97% FE=7F A B EITF AAD A vl
A o) AFAME 32 96% BT X8 EHI} Q)
Aot 1Y Grade 3 o] 18 HQ 27} o]d B
oA 62.07%1 R Aol BIs o] Aol M= 19.29%
2 ke, ot ol A5 A7vIztel tAf 1259
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2 AZAr old el 1273 Ardte] A&Hoz
dego] E AHY’ oW APINE X7 23 TR
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717to] 1250l Tk X8 &3} o ERS ACE oA
A}, o] HEEE ojH o] Bardx &xke] 90% 7t
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93.91%7} X&) WEIAAT. N8 257 FHE A

Fig. 5. Clinical photographs of a
patient before (A) and 4 weeks
(B) after 1% nadifloxacin cream
treatment
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1:]_31.
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