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CYPAK:

*Aypyxanaoan molCc HHEEMAHUAMEH
ayvlpamolH HAYKACMApPObl eMoez2eHoe
AMRUUUTTIUHOL ehmPUAKCOHMEH
CAILICMBIPRAHOAZbl acepl Kanoau'!
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C-LIEDQTPUAKCOH
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* 3EPTTEY JTH3AHHDI:
PAHJIOMU3EP/IEHIT'EH FAKBIJIAYVJIBI
3EPTTEY, JKAU AILLIBIK

* TAH/IAY : XKAU KOJIAUJIBI
T'EHEPAJIBHAS COBOKYIIHOCTD —
AYPYXAHAJJAH ThIC

I[THEBMOHUAIAH EM AJIFAH HAYKACTAP
CAHbI.



TAIICBIPMA:

Anmubuomuxmepoiy ce3iMmanovleblH
AHLIKMAY, AMRUYUIAUR++, yegpmpuaxcon+-++

Cmayuonapoa amMnuyuiIiuH HCIHe

UeqhmpuakxCoHMeH emoesy Y3aKmblablH
AHLIKMAY),

Anvinzan Kopelmuinosiaap bouvinuia basaiay
(penmeen, ’KKA, netikoyummep canvl);

ocepi HayKacmvly CMayuoHapoa emoeny
Y3aKmbleblMer 0a2ananaobl.



ITUKAJIBIK ACIIEKTUIEP:

[.3epmmenywiniy oiceke KayinmiciHn Kapay,
2.3epmmenyutice 0eceH KYpMemneH Kapay;

3.3epmmenywiice aknapammbl KeiicIMMeH, MOIbIK MIHIH AuibIn,
A0bIK8AMMbL, MY CIHIKMI, dICI3 MONMApPOblL €CKep);

4.3epmmeﬂywzml1 Jicexe amoHOMObLIbISbIH cakmay,

5.3epmmenyutiniy Kbl3b12)Uiblibl2bIHOAEbL IPEKEmi, KORAM2dA
NAUOQIbLIbIZbL,

6.11aiioanvinbizvl KayinmeH sHcoeapvl OOAYbl MUIC,

7.3epmme)y a0inemmi HCypei3inyi muic: dK3UBANEeHMMIIeI,
epIKminiei, Kayin net nauoaiblibleblHblH meH 00/ blL.
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Abstract

BACKGROUND:

Fast breathing pneumonia is characterized by tachypnoea in the absence of danger
signs and 1s mostly viral in etiology. Current guidelines recommend

antibiotic therapy for all children with fast breathing pneumonia in resource limited
settings, presuming that most pneumonia is bacterial. High quality clinical

trial evidence to challenge or support the continued use of antibiotics, as
recommended by the World Health Organization is lacking.

METHODS/DESIGN:

This 1s a randomized double blinded placebo-controlled non-inferiority trial using

parallel assignment with 1:1 allocation ratio, to be conducted in low income squatter
settlements of urban Karachi, Pakistan. Children 2-59




months old with fast breathing, without any WHO-defined danger signs and
secking care at the primary health care center are randomized to receive either three
days of placebo or amoxicillin. From prior studies, a sample size of 2430 children
is required over a period of 28 months. Primary outcome is the difference in
cumulative treatment failure between the two groups, defined as a new clinical sign
based on preset definitions indicating illness progression or mortality and
confirmed by two independent primary health care physicians on day 0, 1, 2 or 3

of therapy. Secondary outcomes include relapse measured between days 5-14.
Modified per protocol analysis comparing hazards of treatment failure with 95%
confidence intervals in the placebo arm with hazards in the amoxicillin arm will be
done.

DISCUSSION:

This study will provide evidence to support or refute the use of antibiotics for fast
breathing pneumonia paving a way for guideline change.
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