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TABLE 10" — United States

Targeted
Inv Patient Treat srudy Organiems _Arithromycin___ Claritbromycin__ Clinicsl Pathogen Sputum _ Local _ _Centxal
Name D Growp Visit Day lsclated 8/1/R MIC Zone Outcome Outcome  Taken WBC* SEC* Bac* Grm* WBC* SEC*
1 AZITR AL 1 E.intluenzae Yes »25 <10 Yes BNc KA BA
1 AZITR ROT 10 H.influenzae ™ (4.1 Yea <«25 <10 NA ®R
1 AZITH ™C 26 H.influenzae CURE PE UTE WA L L ¥A NA
2 CLAR: BL 1 E.intluenzae s 0.5 228 i 16 ¥es >35 <10 Yes Yes WA »»i0
2 CLARY T 12 H.influenzse CURE PE UTE WA NA A KA
19 AZITH  BL 1 M.influenzae Yem >25 <10 Yes Yes MA  >»10
12 AZITH  EOT 1 H.influenzae mm ¥ NA NA BA
19 AZITH TOC 1 H.infiuenzae LY LLY 1 WA Ra
€% CLAR] BL 1 H.jnfluenzae 8 0.5 208 L1 1€ Yes >25 <10 Yes Yep >25 «<i0
69 CLARI BOT 12 H.influenzae CURE PR UTE NA KA NA KA
9 TLAR] TOC 22 B.influenzae CORE PE TTE RA RA NA NA
78 CLARI BL ° W.influenzae s 4 20 1 16 12 Yes >25 <10 Yes Yes RA NA
78 CLARL 0T ER s H.influenzse CURE PE TTE A R’ nA Rh
78 CLARY TOC 24 H.influoenzae FAIL 1 4 Yes »2%5 <10 >25 <10
87 CLARI BL 1 B.influenzae Yes >25 <10 Yeés Yes 25 <10
87 CLARI ROT 12 R.influenzae TMP PR UTE NA KA RA XA
&7 CLARZ TOC 25 H.influenzae FAIL PP CTE BA NA NA LY
0 AZITH BL 1 RB.influenzae & 1 18 8 ] 1) Yes »25 <10 Yes Yet 325 <10
B8 AZITH ROT 10 %.influenzae CURE PE UTE NA NA NA NA
#8 AZITH  TOC 23 B.influenzae CORE k23 UTE XA ERA KA Rx
90 CLARI BL 1 B. influenzae Yes >25 <10 No Yes 25 <10
90 CLARI ®OT 13 H.influenzae CURE PE UTE SA NAa WA BA
90 CLARI TOC 22 R.{nfluenzae CURE PE UTE NA NA NA BA
100 A2ITH BL 1 H.influenzae Yes >25 <10 ND Yes NA N
10C AZITH BOT 13 H.influenzae CURE PE UTE B2 NA nA NA
100 AZITH ToC 27 H.influenzae CURB PR UTE M2 n HA RA
105 AZITH BL 1 H.influenzae Yes >25 <10 Yes Yes »25 <10
105 AZITH  BOT 11 H.inflyuenzae INP PE R RA R
165 A2ITH  TOC 22  B.influenzae CURE L4 NA NA  Ri
126 CLARI  BL 1 E.influenzae <1¢ Yes Yes 25 <10
126 CLARI 30T 1 H.influenzae Inp PE R Br Rh
123¢ >4 TOC 20 H.influenzae CURE PR NA BA N2
149 CTLAR] 2L 1 8. jinflcenzae B8 2 24 8 s 16 <10 Yes Yes 25 <10
149 CLARJ BCT 10 H.influenzae CURE z >=310 <=25 NA
149 1 TOC 24 H.influenrae CuRg 13 EXS 1 <+25 Kh
22 ARITH BL 1 R.influenrae 5 2 203 1€ 12 <10 Yer Yes 525 <10
222 AZITR  ECT 14 RB.influenzae Inp PE L1 BA FA
222 AZITH TCC 32 H.intluenzae CURE PE NA NA Na
270 CLARI TOC 24 H.influenzae B 1 25 S 4 18 FAIL <10 »28 <10
2859 A2ITH BL 1 K.influenzae s 1 25 8 L 15 <10 Yes >25 <10
289 AZIT™H  EOT & R.influenzac PAIL PP Yep <=2 <30 WA NA
285 AXITH  TOC R.influenxae PAIL P M M MA  RA
2¢ CLARI  BL 1 M.catarrhalis Yes >25 <10 Yes Yes >25 <10
20 CLARI 0T 13 M.catarrhalis CuRE PE TTE WA Ra LY RE
20 CLARI TOC 22 M.catarrbalis CURE PE UTE KA ®a WA NR
37 CLARI BL 1 M.catarrhalis s 0.06 3 8 6.312 33 Yes »>25 <10 Yes Yes >25 <10
37 CLARD BOT 12 M.catarrbalis CURE Pz UTE KA NA RA A
37 CLARI TOC 22 M.catarrhalis CURE PE OTE KA WA NA Na
81 AZ1TH BL 1 M.catarrbalis Yes >25 <10 Yes Yee >25 <10
81 AZITH BOT 11 M.catarrhalis CURE E Yes >25  «<1¢ NA KA
81 AZITH TOC 33 ».catarrhalis CURR L3 Yes >25 <30 LY BA
3106 CLARI BL 1 M.caterrhalis s <. 06 36 8 <=0.06 33 Yes >25 <10 Yes Yes 25 <10
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TABLE 10’ — United States (con’t)

st

Protocol: A0661013 -- Modified-to-Treat (MITT). A Randomized, Multicenter, Double-Blind,
Double-Dummy Trial Comparing Azithromycin 500 mg Daily for 3 Days with Clarithromycin 1
Gram Daily for 10 Days for the Treatment of Acute Bacterial Exacerbation of Chronic Bronchitis

Targered

Inv Pstient Treat Study Organisme __Azithromycin___ _Clarithromyciw__ Clinical Pathogen Sputum _ Local _ _Central_
Bzme 1D Group Visit Day Isolated S/I/R MIC zone 5/1/R MIC 2one Outcom hur come Taken WBCe® SBC* Bac* Grm* WBC*® SEC*
106 CLARI  BOT 11 W.catarrhalis CURE PE VIE RA  BA BA MM
106 CLARI T 22 M.catarrbalis CURE PE UTE NA na RA RA
151 A2ITH  BL 1 M.cararrhalis 5 0.06 328 v.06 30 Yes >28 <10 Yes Yes 25 <10
151 AZITH BOT 32 K.catarrhalis INP E Yes >2% <10 <25 RA
151 AZITH TOC 22 M.catarrhalis CURE PE UTE NA A NA >e10
152 AZITH ML 1 M.catarrmlis £ 5.08 131§ .96 36 Yes »>2T <10 Yes Yes 25 <D
152 A2ZJTR BOT 11 M.catarthalis w™p B Yea >25 <10 »>25 <10
152 AZITH TOC 22 M.catarrhalis FAIL £ Yes >25 <10 *»2% <0
473 CLARI BL 3 M.catarrhalis & «=0.06 38 s 0.12 32 Yes >25 <10 %o Yes 25 <10
473 CTLART  EOT 11 MW.catarrbalis CURE PR UTE NA  NA NA  NA
473 CLAR  TOC 22 W.catarrbalis coRe PR UTE K2 M LS. )
®7 CLARI  BL 1 8.poeuscniae s e.12 27 s 0.01 31 Yes 225 <10 Yes Yes >25 <10
87 CLAR!  $OT 12  §.poeumonise e 23 UTE KA MA RA  RA
87 CLARI TOC 29 8.pneyroniae PAIL PP UTE NA NA NA NA
89 AZITH  BL 1 §.pneumoniae Yes >25 <10 Yes Yes >if <20
8% A21TH  BOT 16 §.pneumonise CURE PE UTE WA N NA  BA
88 AZITR TOC 23 §.pareumonise CURE PE UTE BA  NA .2 HA
270 CLARI BL 1 S.preygmoniae R L3 10 R F 14 § Yes >2% <13 No Yee 225 <10
270 CLARI  ECT 11 &.pneumcniae INF E Yes >25 <10 »>25 <10
270 CLARI  TCC 3¢ 5.pneumoniae 3 L3 it R 2 1@ FAIL 3 Yes 325 <10 >25 <10
87 CLART BL 1 H.parainfluenzae Yes >25 <10 Yes Yea 25 <IC
87 CLARY ®0OT 12 H.parainfluentzae MNP PE UTE KA NA NA  NA
#7 CLARY ™C 2% B.paxainfluvenzae PAIL t 22 TIE BA Nk WA 13N
105 AZITH  BL 1 H.parainfluenzae Yes >25 <10 Yes Yes >25 <10
105 AZITH BOT 11 H.parainfluenzae NP PE UTE NA BA ¥A 173
105 A2ITH TOC 22 H.parsinfluenzae CURE UTE RA WA A A

: Adopted from NDA 50-784, Letter Date: 01/18/02, Enclosure 2, FDA Query #15.

Treatment Group: Azith = Azithromycin, Clari = Clarithromycin

Pathogen Outcome: E Eradication, P = Persistence, SI = Superinfection, PE = Presumed
Eradication, and PP Presumed Persistence

Clinical Outcome: C = Cure, Imp = Improved, and F = Fail. UTE: Unable to Expectorate

* WBC = Gram Stain: WBC PER LPF (10X), SEC = Gram Stain: SQUAM EPITHELIAL CELLS/LPF (10X)
* Bac = BACTERIAL ORGANISM PRESENT, Grm = GRAM STAIN SENT TO CENTRAL LAB

non
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Clinical Outcome and Bacteriological Outcome Results at TOC
Protocol: A0661013 -- Modified-To-Treat (MITT) Population — United States

1. Number of Patients isolated with Haemophilus influenzae at Baseline =7

Clinical Qutcome: Bacteriological Outcome:
Patients Cured =5/7 (71.4%) Presumed Eradicated = 4/7 (57.1%)
Patients Failures = 1/7 (14.3%) Result Not Available = 1/7 (14.3%)

Result Not Given = 1/7 (14.3%)

2. Number of Patients isolated with Moraxella catarrhalis at Baseline = 3

Clinical Qutcome: Bacteriological Quticome:
Patients Cured = 2/3 (66.7%) Eradicated =2/13 (66.7%)
Patient Failures = 1/3 (33.3%) Presumed Eradicated = 1/3 (33.3%)

Eradicated + Presumed Eradicated = 3/3 (100%)

3. Number of patients isolated with Streptococcus pneumoniae at baseline = 1

Clinical Outcome: Bacteriological Outcome:
Patients Cured = 1/1 (100%) Presumed Eradicated = 1/1 {100%)

4. Number of patients isolated with Haemophilus parainfluenzae at baseline = 1

Clinical Outcome: Bacteriological Qutcome:
Patients Cured = 1/1 (100%) Result Not Given = 1/1 (100%)
4,%
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TABLE 11: Clinical Outcome and Bacteriological Outcome Results at TOC

Haemophilus influenzae

Country Clinical Qutcome Bacteriological Outcome

Argentina: Number of Patients isolated with Haemophilus influenzae at Baseline = 2
Patients Cured = 1/2 (60%) Presumed Eradicated = 1/2 (50%)
Patient Failures = 1/2 (50%)

Brazil: Number of Patients isolated with Haemophilus influenzae at Baseline = 2
Patients Cured = 2/2 (100%) Eradicated =1/2 (50%)
Presumed Eradicated = 1/2 (50%)
Eradicated + Presumed Eradicated = 2/2 (100%)

Chile: Number of Patients isolated with Haemophilus influenzae at Baseline = 2
Patients Cured =2/2 (100%) Presumed Eradicated = 2/2 (100%)

Costa Rica: Number of Patients isolated with Haemophilus influenzae at Baseline = 1
Patients Cured = 1/1 (100%) Presumed Eradicated = 1/1 (100%)

South Africa: Number of Patients isolated with Haemophilus influenzae at Baseline = 1
Patients Cured = 1/1 (100%) —

United States: Number of Patients isolated with Haemophilus influenzae at Baseline = 7
Patients Cured =5/7 (71.4%) Presumed Eradicated = 4/7 (57.1%)
Patients Failures = 1/7 (14.3%) Result Not Available =1/7 (14.3%)
Result Not Given = 1/7 (14.3%)

Combined Total Number of Patients isolated with Haemophilus influenzae at Baseline = 15

Clinical Outcome Bacteriological OQutcome
Patients Cured = 12/15 (80%%) Eradicated = 1/15 ( 6.67%)
Patients Failures = 2/15 (13.3%) Presumed Eradicated = 9/15 (60%)

Result Not Given = 1/15 ( 6.67%) Eradicated + Presumed Eradicated = 10/15 (66.7%)
Result Not Available = 1/15 ( 6.67%)

TABLE 12: Clinical Outcome and Bacteriological Outcome Results at TOC

Moraxella Catarrhalis
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Patients Cured

Eradicated
Patients Failures = 2/12 (16.7%)
Result Not Given = 1/12 ( 8.3%)
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TABLE 13: Clinical Outcome and Bacteriological Outcome Results at TOC =
Streptococcus pneumoniae
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Country

Clinical Qutcome

Bacteriological Outcome
Argentina: Number of Patients isolated with Moraxella catarrhalis at Baseline = 6

Patients Cured

=5/6 (83.3%) Presumed Eradicated = 4/6 (66.7%)
Result Not Given = 1/6 (16.7%) Resuit Not Available =2/6 (33.3%)
Brazil: Number of Patients isolated with Moraxelia catarrhalis at Baseline = 2

Patients Cured = 2/2 (100%)

Presumed Eradicated = 2/2 (100%)
Chile: Number of Patients isolated with Moraxella catarrhalis at Baseline = 1

Patients Cured = 1/1 (100%)

Presumed Eradicated = 1/1 (100%)
United States: Number of Patients isolated with Moraxella catarrhalis at Baseline = 3

Patients Cured = 2/3 (66.7%) Eradicated

=2/3 (66.7%)
Patient Failures = 1/3 (33.3%) Presumed Eradicated = 1/3 (33.3%)
Eradicated + Presumed Eradicated = 3/3 (100%)

Combined Total Number of Patients isolated with Moraxella catarrhalis at Baseline = 12
Clinical Outcome

Bacteriological Qutcome
=10/12 (83.3%)

=2/12 (16.7%)
Presumed Eradicated = 8/12 (66.7%)

Eradicated + Presumed Eradicated = 10/12 (83.3%)
Result Not Available = 2/12 (16.7%)

-
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Bacteriological Quicome

Clinical Qutcome

Country

Argentina: Number of patients isolated with Streptococcus pneumoniae at baseline =7
=117 (14.3%)

Patients Cured = 6/7 (85.7%) Eradicated
Patient Failures = 1/7 (14.3%) Presumed Eradicated = 5/7 (71.4%)

Braznl Number of patients isolated with Streptococcus pneumoniae at baseline =5
Patients Cured = 5/5 (100%) Eradicated =2/5 (40%)
Presumed Eradicated = 3/5 (60%)

Canada: Number of patients isolated with Streptococcus pneumoniae at baseline = 1

Patients Cured = 1/1 (100%)
Presumed Eradicated = 1/1 (100%)

Chile: Number of patients isolated with Streptococcus pneumoniae at baseline = 3
Eradicated =1/3 (33.3%)

Patients Cured = 3/3 (100%)
Presumed Eradicated = 2/3 (66.7%)

Costa Rica: Number of patients isolated with Streptococcus pneumoniae at baseline = 15
= 13/15 (86.7%) Presumed Eradicated = 13/15 (86.7%)

Patients Cured
Patients Failures = 2/15 (13.3%)

India: Number of patients isolated with Streptococcus pneumoniae at baseline = 1
Patients Cured = 1/1 (100%) Eradicated = 1/1 (100%)

United States: Number of patients isolated with Streptococcus pneumoniae at baseline = 1
Presumed Eradicated = 1/1 (100%)

Patients Cured = 1/1 (100%)

Combined Total Number of Patients isolated with Streptococcus pneumoniae at Baseline = 33
Bacteriological Outcome

Clinical Qutcome
5/33 (15.2%)

Patients Cured =30/33 (90.9%) Eradicated
Patients Failures = 3/33 ( 9.1%) Presumed Eradicated = 25/33 (75.8%)
Eradicated + Presumed Eradicated = 30/33 (90.9%)

TABLE 14: Clinical Outcome and Bacteriological Outcome Results at TOC

Haemophilus parainfluenzae
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Country Clinical Qutcome Bacteriological Qutcome

india: Number of patients isolated with Haemophilus parainfluenzae at baseline = 2
Patients Cured = 2/2 (100%) Eradicated = 1/2 (50%)

South Africa: Number of patients isolated with Haemcf)'hilus parainfluenzae at baseline = 1
Patients Cured = 1/1 (100%) Presumed Eradicated = 1/1 (100%)

United States: Number of patients isolated with Haemophilus parainfluenzae at baseline = 1

Patients Cured = 1/1 (100%) Result Not Given = 1/1 (100%)

Combined Total Number of Patients isolated with Haemophilus parainfluenzae at Baseline = 4

Clinical Quicome Bacteriological Qutcome

Patients Cured = 4/4 (100%) Eradicated =1/4 (25%)
Presumed Eradicated = 1/4 (25%)
Eradicated + Presumed Eradicated = 2/4 {50%)
Result Not Given =1/4 (25%)

)
=2,
2%,
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Protocol: A0661013 -- MITT Summary Analyses

TABLE 15: Combined Clinical Outcome and Bacteriological Outcome Results at TOC
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Haemophilus Moraxella Streptococcus Haemophilus
influenzae catarrhalis pneumoniae parainfluenzae
Patients with 15 13 33 4
Isolates
Patients Cured 12/15 10/12 30/33 4/4
(80%) (83.3%) (90.9%) (100%)
Patient Failures 2/15 2/12 3/33 None
(13.3%) (16.7%) (9.1%)
Clinical Outcome 1115 112 None None
Result Not Given (6.67%) (8.3%)
Microorganisms 115 212 5/33 1/4
Eradicated (6.67%) (16.7%) (15.2%) {25%)
Microorganisms 9/15 8/12 25/33 1/4
Presumed (60%) (66.7%) (75.8%) (25%)
Eradicated
Microorganisms 10/15 10/12 30/33 2/4
(Eradicated + (66.7%) (83.3%) (90.9%) (50%)
Presumed
Eradicated)
Bacteriological None None None None
Outcome Not
Given
Bacteriological 1/15 2/12 None 1/4
Outcome Not ( 6.67%) (16.7%) (25%)
Available

Microbiologist's Comments

The clinical cure outcome rate and bacteriological (i.e., eradication + presumed eradication)
outcome rate for the aforemention microorganisms in the Modified-to-Treat (MITT) population are
summarized as follows:

Clinical Qutcome Rate (MITT) Bacteriological Outcome Rate (MITT)
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(Cure)
Haemophilus influenzae = 12/15
(80%)
Moraxella catarrhalis = 10712
(83.3%)

Streptococcus pneumoniae = 30/33
(90.9%)

Haemophilus parainﬂuenzée = 4/4
(100%)

Haemophilus influenzae = 10/15
{66.7%)

Moraxella catarrhalis = 10/12
(83.3%)

Streptococcus pneumoniae = 30/33
(90.9%)

Haemophilus parainfluenzae = 2/4
(50%)

The bacteriological (i.e., eradication + presumed eradication) rates for the Applicant’s targeted
microorganisms (Haemophilus influenzae, Moraxella catarrhalis, and Streptococcus pneumoniae)
in the Modified-to-Treat (MITT) population are acceptable. Aithough the Haemophilus influenzae
number of isolates and corresponding bacteriological outcome rate are seen low, 10/16 (62.5%),
the bacteriological outcome rate is of azithromycin versus the bacteriological outcome rate of
azithromycin versus Haemophilus influenzae is within the expected percentage rate range.

3.. Protocol A0661013: Acute Exacerbation of Chronic Bronchitis (AECB)

TABLE 16 show the results of Protocol A0661013: “A Randomized, Multicenter, Double-Blind,
Double-Dummy Trial Comparing Azithromycin 500 mg Daily for 3 Days with Clarithromycin 1
Gram Daily for 10 Days for the Treatment of Acute Bacterial Exacerbation of Chronic Bronchitis”
for the Modified-to-Treat (MITT) and the Per Protocol (PP) Populations.

Comment: Only the Per Protocol (PP) bacteriological evaluable populations will be essentially

analyzed.

TABLE 16
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" Adopted from NDA 50-784, Letter Date: 01/18/02, Enclosure #4, FDA Query #15.
*UTE: Unable to Expectorate, NA = Not Available.
** Response: Bact. outcome: PATH = by- pathogen, BACT = by- subject. Clinical outcome: ANALY = used for analysis.

Bact. Response: E = Eradication, P = Persistence, S| = Superinfection, PE = Presumed Eradication, PP = Presumed
Persistence, NA = Not Available.
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JABLE 17: Combined Clinical Outcome and Bacteriological Outcome Results at TOC
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Haemophilus Moraxella Streptococcus Haemophilus
influenzae catarrhalis pneumoniae parainfluenzae
Patients with 16 13 31 4
Isolates
Patients Cured 14/16 1113 28/31 4/4
(87.5%) (84.6%) (90.3%) (100%)
Patient Failures 2/16 113 3/31 None
{12.5%) (7.69%) (9.68%)
Clinical Outcome None 113 None None
Not Given (7.69%)
Microorganisms 116 3/13 4/31 1/4
Eradicated (6.25%) (23.1%) (12.9%) (25%)
Microorganisms 9/16 8/13 23/31 1/4
Presumed (56.3%) (61.5%) (74.2%) (25%) -
Eradicated
Microorganisms 10/16 11713 27/31 2/4
(Eradicated + (62.5%) (84.6%) (87.1%) (50%)
Presumed
Eradicated)
Bacteriological 2/16 None 1/31 None
- QOutcome Not {(12.5%) (3.22%)
Given
Bacteriological None 2/13 None None
Outcome Not (15.4%)
Available (na)
Other 4/16 None 3/31 2/4
{25%) (9.68%) (50%)

Microbiologist's Comments:

The clinical cure outcome rate and bacteriological (i.e., eradication + presumed eradication)
outcome rate for the aforemention microorganisms in the Per Protocol (PP) population are
summarized as follows:
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Clinical Qutcome Rate (PP)

Bacteriological Qutcome Rate (PP)
(Cure) (Eradication and Presumed Eradication)
Haemophilus influenzae = 14/16 Haemophilus influenzae = 10/16
(87.5%) (62.5%)
Moraxella catarrhalis = 1113 Moraxella catarrhalis = 1113
(84.6%) - (84.6%)

Streptococcus pneumoniae =  28/31 Streptococcus pneumoniae = 27/31

(90.3%) (87.1%)
Haemophilus parainfluenzae = 4/4 Haemophilus parainfluenzae = 2/4
(100%)

(50%)

The bacteriological (i.e., eradication + presumed eradication) rates for the Applicant’s {argeted
microorganisms (Haemophilus influenzae, Moraxella catarrhalis, and Streptococcus pneumoniae)
in the Per Protocol (PP) population are acceptable. Although the Haemophilus influenzae number
of isolates and corresponding bacteriological outcome rate are again seen to be low, 10/16

(62.5%), the bacteriological outcome rate of azithromycin versus Haemophilus influenzae is within
the expected percentage rate range.

TYNIDI40 NO
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Overall Summary of the Clinical Outcome Cure Rate and Bacteriological
Outcome Eradication Rates on the Modified-to-Treat (MITT) and Per
Protocol (PP) Populations at TOC

Clinical Outcome Cure Rate Bacteriological Outcome Eradication
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(Eradication + Presumed Eradication) Rate

MITT PP MITT PP
Haemophilus influenzae 12/15  14/16 Haemophilus influenzae 10/55 10/16
(80%) (87.5%) (66.7%) (62.5%)
Moraxella catérrhalis 10/12 1113 Moraxella catarrhalis 10112 1113
{83.3%) (84.6%) (83.3%) (84.6%)
Streptococcus pneumoniae 30/33 28/31 Streptococcus pneumoniae 30/33  27/31
(90.9%) (90.3%) (90.9%) (81.1%)
Haemophilus parainfluenzae 4/4 4/4 Haemophilus parainfluenzae 2/4 2/4
(100%) (100%) (60%) (50%)

The bacteriological eradication (i.e., eradication + presumed eradication) outcome rates for the
Applicant’s targeted microorganisms (Haemophilus influenzae, Moraxella catarrhalis, and
Streptococcus pneumoniae) for the Modified-to-Treat (MITT) and the Per Protocol (PP)
populations are very close and are acceptable. Although the Haemophilus influenzae number of
isolates and corresponding bacteriological eradication outcome rates for the MITT, 10/15 (66.7%,
and the PP, 10/16 (62.5%), populations are both low, the bacteriological eradication outcome
rates are within the expected percentage range.

VI. CONCLUSIONS

From the Clinical Microbiology Reviewer’s perspective, the bacteriological data for NDA 50-784 on
Haemophilus influenzae, Moraxella catarrhalis, and Streptococcus pneumoniae are “acceptable”
-and the recommendation for NDA 50-784 is for “approval’.
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