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Figure 4
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Key Inclusion Criteria

* FEV,240%

* Age 2 6 years

* Chronic Pa Infection

+ 28 Days Off Inhaled
Antibiotics

« AZl, DNAse and/or
hypertonic saline
continued

n= 66
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28 day Daily Dosing 28 day Follow Up
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280mg or 560mg Arikace™

once daily by eFlow® no inhaled antibiotics

placebo . L
once daily by eFlow® no inhaled antibiotics

P

Weekly Safety Evaluation
Assessments of PFT, CFU, CFQ-R and PK
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Figure 5

i Arikace™ 280 mg
48 - (Age 6-12)

Arikace |

Pre-Dose Change from Baseline

A - Placebo
¥ #§ 21 & 8 &2 & 5
Visit Day
Arikacel | 18 |30(14)i 33 (0241 13 08(05 ! 05 | 10
Placebo 1.5 2.3(2.1) 1.0 0.0 (3.6) 3.3 Egg) 3.7 15

* Mean (SD)
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Figure 6
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Arikace™ 560 mg

(Age 6-12)
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Visit Day
:‘”kace 02 [ 06(09): 16 {16(1.7) 18 | 18(15) | 22 1.8
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* Mean (SD)
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Figure 7a
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Figure 8
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_______ Arikace 560
R0 -
200 Arikace 280
980 -
400 -
& - Placebo
ol
& .
AEG S . . . ;
@ T 44 24 28
Visit Day
Arikace 560 * | 276 (317) | 275(261) | 237 (243) 179 (245)
Arikace 280 * | 200 (220) | 164 (240) i 157 (222) 33 (176)
Placebo * 44 (201) -24 (218) 58 (224) -3 (238)

* Mean (SD)
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Figure 9
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Visit Day

Arikace 560 * | 15.4% (16.5) | 18.4% (21.3) | 13.2% (15.3)
Arikace 280 * | 10.9% (10.6) | 9.4% (12.6) 9.6% (12.5)
Placebo * 0.6% (117) | -3.2%(12.2) | 1.8% (10.9)

11.5% (16.4)
1.7% (9.0)
-0.3% (12.0)

* Mean (SD)
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Figure 10
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Arikace 280 mg

“ﬁﬂ@ "
4.5 -
28 Arikace 560 mg
@ 7 A4 21 28 35
Visit Day
280 mg Arikace | -0.141 | -1.391 | -1.236 | -0.816 | -0.480
560 mg Arikace i -0.993 | -1.263 | -2.138 | -1.163 | -1.788
Placebo -0.033 | -0.600 | -0.510 | -0.772 | -0.449




