














































































































» Ciclo antibiotico standard (10 giorni) vs ciclo antibiotico breve

LINEE GUIDA 2010

Raccomandazione 10. La durata della terapia antibiotica con amoxicillina o
amoxicillina-acido clavulanico deve essere di 10 giorni in bambini a rischio di
evoluzione sfavorevole (minori di 2 anni e/o con otorrea spontanea).
(Raccomandazione positiva forte)

_ |

Raccomandazione 11. La durata puo essere ridotta a 5 giorni in bambini
senza rischio di evoluzione sfavorevole (bambini di eta superiore a 2 anni,
senza otorrea, senza bilateralita e senza sintomatologia grave)
(Raccomandazione positiva debole)




Raccomandazione 12. L'utilizzo di cefpodoxime proxetil e cefuroxime axetil
per via orale e |'utilizzo di ceftriaxone per via intramuscolare devono essere
rlsirvlat)l alla gestione del fallimento terapeutico (Raccomandazione positiva
debole

Raccomandazione 13. L'uso dei chinolonici nel trattamento del fallimento
terapeutico di OMA deve essere evitato (Raccomandazione negativa forte)

RACCOMANDAZIONEN MACROLIDI E ALLERGIE

Pichichero Pediatr Clin North Am 2013



Ranakusuma Cochrane Database Syst Rev.
2018

* Terapia steroidea sistemica VS placebo
e 2 RCT, 252 bambini; 3 mesi-6 anni
e ambiente ospedaliero, randomizzati dopo ceftriaxone im

e studio 1 (n=179): riduzione sintomi al 5° giorno; RR 1,06 (Cl 95% 0,97-
1,16)

e Studio 2 (n=72): riduzione sintomi OR 65,9 (Cl 95% Cl 1.28 to 1000; P =
0.037)

Conclusioni: bassa qualita d’evidenza



Raccomandazione 14. Llutilizzo di altre terapie, oltre a quelle
analgesiche, in associazione alla terapia antibiotica non e
raccomandata (Raccomandazione negativa forte)

Raccomandazione 15. L'utilizzo di decongestionanti e steroidi, sia
sistemici che topici, deve essere evitato (Raccomandazione negativa
forte)

Raccomandazione 16. La rimozione delle secrezioni nasali mediante
lavaggio nasale e consigliabile come trattamento complementare
(Raccomandazione positiva debole).




' 1Antibiotico +/- steroide topico VS antibiotico orale I

Steele Pediatrics 2017 | | e S s
Bambini con otorrea da tubi transtimpanici
Comparators Comparators
Favors walehiul waiting or placebo Favors comparmion OR | 95% Cr ) Favors oral antibiclics Fanvors comparaion OR [ 95% C
Topical antibiotic-glucocorticoid - - 12.00 (1.90-82.00) Topical antibiotic-glucocorticoid : - - 5.30 (1.20-27.0
Topical antibiotic s - 7.30 (1.20-51.00) Topical antibiotic - 3.30 (0.75-16.0
Oral antibiotic B 2.20 (0.50-10.00) Watchiul waiting or placebo R 0.46 (0.10-2.1
m T T T 1 | | I I
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Spektor JAMA Randomized Clinical 662 bambini Ciprofloxacin + Fluocinolone VS  -Risoluzione
Otolaryngol Head Trial doppio cieco 0.6-12.7 anni Ciprofloxacin VS otorrea: p<0.01

Neck Surg 2017 Fluocinolone -Sintomi p 0.02



 Raccomandazione 17. La terapia topica auricolare antibiotica, in

associazione o meno allo steroide non e consigliata se non in soggetti
con otorrea da tubi di ventilazione. (Raccomandazione negativa
forte)







~ Van Dyke 2017

Acute Otitis Media Etiology According to PCV7-CRM Vaccination Status

Owverall Unvaccinated Vaccinated
Spn Hflu Spn Hflu Spn Hflu
% RR RR
N  %{85%CI RR(95% CD %(95% CI) RR(O5%CDH N %(95% CD RR(95% CI) % (95% CI) RR(95%CI) N (95%CI) (95% CI) % (95% CI) (95% CI
Owverall 1124 23.6 NA 29.1 NA 669 25.1 NA 27.0 NA 388 20.8 NA 35 NA
(19.0-29.2) (24.5-34.1) (20.4-30.9) (22.8-32.0) (15.7-27.5) (30.0-40.8)
3-11 mo of age 241 276 1.17 33.6 1.19 145 312 1.31 32.8 1.21 86 26.7 0.85 38.9 1.09
(22.2-34.4) (0.97-1.42) (30.9-36.4) (0.99-1.43) (25.2-38.6) (0.99-1.74) (26.8-40.1) (0.88-1.6T) (23.4-30.5) (0.72-1.01) (35.1-43.1) (0.86-1.39)
1=t reported 464 23.1 1.18 236 0.71 308 26 1.29 22.4 0.71 105 17.8 0.80 30.8 0.84
epizode {17.5-30.4) (0.87-1.59) (18.8-29.6) (0.60-0.84) (20.3=-33.2) 094-1.97) (17.3-29.1) (0.63-0.80) (12.7-24 8) (0.55-1.45) (25.7-36.9) (0.68-1.04)
1st reported epi- 111 249 1.14 32 1.07 76 30.5 1.32 20.2 1.07 27 - 0.58 36.8 0.95
sode in 3-11 (21.0-29.6) (0.78-1.67) (30.0-34.2) (0.83=1.38) (29.3-31.7) (091-192) (9.7-41.8) (0.71-1.61) (0.37-0.91) (20.9-64.7) (0.51=1.78)
mo of age
Recurrent AOM 208 19.7 0.76 26.3 14 77 20.3 0.86 372 1.56 129 19.7 0.77 36.6 1.15
(15.3-25.4) (0.61-097) (21.7-31.9) (1.00-1.96) (15.0-27.4) (0.59-1.26) (30.1-46.1) 1(1.19-2.05) (14.8-26.2) (0.61-0.98) (26.3-50.9) (0.75-1.76)
Otorrhea 223 209 1.34 30.2 0.97 100 25.8 0.98 33.1 1.28 105 28.8 1.66 26.1 0.63
(22.1-40.3) (0.94=1.92) (21.9-41.5) (0.69-1.38) (17.0-39.2) (0.59-1.62) (23.3-47.1) (0.92=1.7T8) (17.8-46.4) (1.23-2.25) (18.4=-37.1) (0.47-0.85)
Severe 273 329 1.42 25.2 08 125 376 1.47 17 0.63 135 28.3 1.51 33.8 0.91
symptoms 25.742.1) {1.01-2.01) (17.9-354) (0.58-1.10) (30.6—46.0) (0.96-2.27) (10.1-28.6) (0.43-0.91) (20.1-39.9) (0.92-247) (22.4-509) (0.63-1.32)
Severe 0OS 372 25.7 15 33.3 1.35 217 279 1.31 30 141 134 24.1 3.58 42.2 1.46
status (21.4-30.7) (0.95-2.36) (27.4-40.5) (1.06-1.71) 23.4-33.1) (0.81-2.11) (232-38.8) (1.11-1.81) (21.0-27.8) (1.34-9.61) (40.5-43.9) (0.93-2.29)
History of 310 - 1.18 32.4 1.15 129 316 1.21 27.5 - 170 - - - 1.06
previous (0,97-1.43) (28.7-36.5) (0.94-1.40) (26.1-38.3) (0.94-1.56) (19.1-39.7) (0.82-1.37)
antibiotics
Treatment 143 - 1.22 26.8 0.81 42 31.7 1.07 22.1 0.69 93 - 1.63 27.1 0.75

failure (1.04-1.42) (20.0-35.9) (0.47-1.40) (27.0-37.2) (0.B0-1.45) (10.0-48.5) (0.35-1.39) (1.32-2.01) (25.5-28.9) (0.51-1.11)

Values in shaded cells are statistically significant. Pooled study propertions (%) and RR were computed using GEE model.
GEE indicates generalized estimating equations; N, number of episodes: NA, not applicable.



OMA TERAPIA

> Vigile attesa vs terapia antibiotica immediata

Lieberthal, AAP 2013

Key Action Statement 3D

Nonsevere AOM in Older Children

The clinician should either pre-
scribe antibiotic therapy or offer
observation with close follow-up
based on joint decision-making with
the parent(s)/caregiver for AOM
(bilateral or unilateral) in children
24 months or older without severe
signs or symptoms (ie, mild otalgia

for less than 48 hours, tempera-
ture less than 39°C [102.2°F]).
When observation is used, a mecha-
nism must be in place to ensure
follow-up and begin antibiotic ther-
apy if the child worsens or fails
to improve within 48 to 72 hours
of onset of symptoms. (Evidence
Quality: Grade B, Rec Strength:
Recommendation)

TABLE 4 Recommendations for Initial Management for Uncomplicated AOM"

Age Otorrhea Unilateral or Bilateral ADM" Unilateral AOM"
With Bilateral ADM" Without Dtorrhea Without Otorrhea
AOM" With Severe
Symptoms®
Gmoto2y Antibiotic Antibiotic Antibiotic therapy Antibiotic therapy or
therapy therapy additional observation
>0y Antibiotic Antibiotic Antibiotic therapy or Antibiotic therapy or
therapy therapy additional observation additional observation®

" Applies only to children with well-documented ADM with high certainty of disgnosis (see Diagnosis section)

" A toxic-appearing child, persistent otalgia more than 48 h, temperature >39°C (102.297) in the past 48 h, or if there is
uncertain aceess to followup after the visit

* This plan of initial management provides an opportunity for shared decision-making with the childs family for those
categories appropriate for additional observation. If observation is offered, a8 mechanism must be in place to ensure
follow-up and begin antibiotics if the child worsens or fails to improve within 48 to 72 h of ADM onsel




LINEE GUIDA 2010

Raccomandazione 19. Considerato il rapporto fra il beneficio in termini di riduzione del
dolore e di febbre e il rischio di effetti collaterali, una terapia antibiotica immediata e
sempre raccomandata nei soggetti con otite media acuta di eta inferiore a 2 anni con o-
tite bilaterale, nei soggetti con sintomatologia grave, in quelli con otorrea da perforazio-
ne spontanea, in quelli con storia di ricorrenza [I/A]

Raccomandazione 20. La gravita dell’episodio deve essere tenuta in considerazione,
pur in assenza di dati di evidenza sulla superiorita di un punteggio clinico rispetto ad al-
tri [VI/B]

Raccomandazione 21. Nei soggetti con sintomatologia grave, di eta inferiore a 2 anni,
nei quali, espletate tutte le procedure diagnostiche, non ci sia ancora certezza di OMA,
|| trattamento antibiotico e ragionevolmente consigliabile [VI/B]
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* Venekamp Cochrane Database Syst Rev 2015
e 13 RCT antibiotico VS placebo

Comparison 1. Antibiotics versus placebo
) No. of No. of - ]

QOutcome or subgroup title studies participants Statistical method Effect size

1 Pain 13 Risk Rado (M-H, Fixed, 95% CI) Subtotals only
1.1 Pain at 24 hours G 1394 Risk Ratio (M-H, Fixed, 95% CI) 0.89 [0.78, 1.01] 4
1.2 Pain at 2 to 3 days 7 2320 Risk Ratio (M-H, Fixed, 95% CI) 0.70 [0.57, 0.86] |
1.3 Pain at 4 o 7 days 8 1347 Risk Ratio (M-H, Fixed, 95% CI) 0.76 [0.63, 0.91] ‘
1.4 Pain at 10 to 12 days 1 278 Risk Ratio (M-H, Fixed, 95% CI) 0.33 [0.17, 0.66] =

2 Vomiting, diarthoea or rash 8 2107 Risk Ratio (M-H, Fixed, 95% CI) 1.38 [1.19, 1.59] |

3 Abnormal tympanometry 8 Risk Ratio (M-H, Fixed, 95% CI) Subtotals only B
3.1 2 to 4 weeks 7 2138 Risk Rartio (M-H, Fixed, 95% CI) 0.82 [0.74, 0.90]/
3.2 6 1o 8 weeks 3 953 Risk Ratio (M-H, Fixed, 95% CI) 0.88 [0.78, 1.00]
3.3 3 months 3 809 Risk Ratio (M-H, Fixed, 95% CI) 0.97 [0.76, 1.24]

4 Tympanic membrane perforation 5 1075 Risk Ratio (M-H, Fixed, 95% CI) 0.37 [0.18, 0.76]

5 Contralateral otitis (in unilateral 4 906 Risk Ratio (M-H, Random, 95% CI) 0.49 [0.25, 0.95]

cases)
6 Late AOM recurrences 6 2200 Risk Ratio (M-H, Fixed, 95% CI) 0.93 [0.78, 1.10]

—

- AMSTAR 2 alta qualita
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Swdo ltpo |Popoloms lmetad

Tapiainen, Randomizzato, doppio 84 bambini Scomparsa essudato p<0.05
- JAMA Pediatr 2014 cieco, placebo- 6 mesi-15 anni Normalizzazione timpanogramma p<0.05
controllo

Table 2. Effect of Antimicrobial Treatment on the Duration of Middle Ear Effusion

. Abbreviation: NA, not applicable.
Time to Outcome, Mean (95% Cl), d

? Log-rank (Mantel-Cox) test was

Amoxicillin-Clavulanate Group Placebo Group d for th !
Outcome Value?® (n = 42) (n=42) P Value used for he compagyy ons.
Normal tympanometry finding® 18.9 (12.1-25.8) 32.6 (25.0-40.2) 02 °Two A curves on atleast 2
- consecutive measurement days
9e. ¥ from both ears.
<2 31.5(13.1-49.9) 39.7 (21.3-58.1) NA* < Statistical testing in subgroups not
2-<4 19.9 (7.4-32.5) 40.1 (28.3-52.0) NA* performed because the sample size
4-<6 12.9 (3.5-22.2) 32.6 (18.0-47.1) NAC (power) was calculated only for the
whole study group.
>6 14.4 (1.9-27.0) 15.6 (4.7-26.4) NAS ,
9Two non-B curves were required on
Normal otoscopy finding 24.7 (19.2-30.1) 34.4 (28.0-40.7) .02 at least 2 consecutive measurement
Improved tympanometry finding® 13.7 (8.2-19.3) 28.2 (20.4-36.0) .001 days. The non-B curve group
Left ear 7.3(2.9-11.6) 18.2 (10.8-25.7) .02 includes both A curve
_ tympanograms and C curve
Right ear 10.8 (5.7-16.0) 19.0 (11.7-26.4) .05 tympanograms (tympanic peak
Improved tympanometry 11.4 (7.1-15.7) 22.9 (16.2-29.5) .002 pressure < -200 daPa).

or normal otoscopy finding®

2 Shortest time used for analysis.

2 T T

v Ty —Tr—p = —p



Courter, Ann Pharmacother 2010

e Metanalisi del 2010

* Macrolidi (azitromicina o claritromicina) VS standard (amoxicillina o
amoxicillina-clavulanico)

* 10 RCT (N= 2766 bambini dai 6 mesi ai 15 anni).
* OQutcome: valutazione del fallimento clinico a 10 e 16 giorni dopo la diagnosi.

e Risultati
* > rischio di fallimento RR 1.31 [95% Cl 1.07 to 1.60]; p = 0.008
* < effetti collaterali RR 0.74 [95% CI 0.60 to 0.90]; p = 0.003
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