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Patient:Inclusion criteria

Full details of the trial design, inclusion and exclusion cri-
teria are available (Supplement 2).

xclusion criteria
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Patient:Exclusion criteria

consent and complete the trial paperwork
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Patient:Exclusion criteria
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Intervention & Comparison

Randomization, Concealment, and Masking
Randomization (1:1) was stratified by study center and by re-

ceipt of a delayed antibiotic prescription. A randomization list
using block randomization with variable blocks of size 2, 4, or
6 was computer generated by an independent statistician for
manufacturing. Each site was allocated to hold 2 sets (for those
who were offered antibiotic prescription and those not) of packs
of 2 to 3 blocks of blinded prerandomized medication

Overencapsulation for both intervention and pla-
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Primary Outcome

Outcome Measures

econdary out-
comes were (1) complete resolution of sore throat at 48 hours;
(2) duration of moderately bad symptoms recorded by
validated'* 7-day symptom diary, based on a Likert scale for
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Secondary Outcome
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Randomization, Concealment, and Masking

Randomization (i:1) was stratified by study center and by re-

ceipt of a delayed antibiotic prescription.

Each site was allocated to hold 2 sets (for those
who were offered antibiotic prescription and those not) of packs
of 2 to 3 blocks of blinded prerandomized medication. Partici-
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Table 1. Baseline Characteristics of Eligible Patients
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Antibiotic Prescription

Age, median (IQR), y
Men, No. (%)
Working or in school, No. (%)
Smoker, No. (%)
Study center, No. (%)
Bristol
Oxford
Southampton

Duration of sore throat,
mean (SD), d

Duration of pain on swallowing,
median (IQR), d

Pharyngeal inflammation, No. (%)

Self-report of moderate or severe
sore throat, No. (%)

Self-report of moderate or severe
difficulty swallowing, No. (%)

Tonsils visible on examination, No. (%)
Purulent tonsils, No. (%)
Temperature, mean (SD), °C
Centor score, No. (%)

23

24

Throat swab culture positive
for streptococcus, No. (%)

Group A
Group C
Group G
Total, No. (%)®

All Patients Not Offered Delayed Prescription Offered
Dexamethasone Placebo Dexamethasone Placebo Dexamethasone Placebo
(n = 288) (n=277) (n=173) (n =169) (n=115) (n = 108)
33.7(26.3-45.8) 34.3 (26.0-45.0) 36.7 (27.0-48.3) 37.0(27.5-48.1) 31.8(24.0-43.2) 31.9(24.5-40.3)
67 (23.3) 73 (26.4) 42 (24.3) 46 (27.2) 25(21.7) 27 (25.0)
217 (75.3) 217 (78.3) 122 (70.5) 134 (79.3) 95 (82.6) 83 (76.9)
52 (18.1) 51(18.4) 28 (16.2) 26 (15.4) 24 (20.9) 25 (23.2)
79 (27.4) 72 (26.0) 47 (27.2) 46 (27.2) 32 (27.8) 26 (24.1)
143 (49.7) 139 (50.2) 90 (52.0) 89 (52.7) 53 (46.1) 50 (46.3)
66 (22.9) 66 (23.8) 36 (20.8) 34 (20.1) 30 (26.1) 32 (29.6)
3.86 (1.67) 3.91(1.79) 3.99 (1.68) 4.14 (1.85) 3.7 (1.60) 3.5 (1.60)
3(2-4) 3(2-4) 3(2-9) 3 (2-5) 3(2-4) 3(2-4)
254 (88.2) 248 (89.5) 144 (83.2) 148 (87.6) 110 (95.8) 100 (92.6)
277 (96.2) 268 (96.8) 165 (95.4) 164 (97.0) 112 (97.4) 104 (96.3)
198 (68.9) 196 (70.8) 114 (65.9) 113 (66.9) 84 (73.0) 83 (76.9)
201 (69.8) 190 (68.6) 113 (65.3) 110 (65.1) 88 (76.5) 80 (74.1)
30 (10.4) 31(11.2) 11 (6.4) 5(3.0) 19 (16.5) 26 (24.1)
36.8 (0.5) 36.8 (0.6) 36.7 (0.5) 36.8 (0.5) 36.9 (0.5) 36.8 (0.7)
41 (14.2) 40 (14.4) 14 (8.1) 12 (7.1) 27 (23.5) 28 (25.9)
7 (2.4) 7 (2.5) 3(1.7) 0 4 (3.5) 7 (6.5)
30 (11.5) 33(13.6) 17 (11.0) 16 (11.0) 13 (12.3) 17 (17.5)
7(2.7) 10 (4.1) 4(2.6) 3(2.1) 3(2.8) 7(7.2)
1(0.4) 3(1.2) 1(0.7) 1(0.7) 0(0) 2(2.1)
38 (14.6) 46 (19.0) 22 (14.3) 20 (13.8) 16 (15.1) 26 (26.8)

base linelcZE(JTEh o7z




1. #E&REEZIH

MRDETELBIC, FERDINS DA THFEINED

Trust Pharmac

Ba. E BRE (e T X TE DM Iz SR,

[ 1]
Lml
(LY
@[}
D




1.faxREZz3n

576 Randomized )

293 Randomized to receive dexamethasone
175 No delayed antibiotic prescription
118 Delayed antibiotic prescription

293 Received dexamethasone as randomized

283 Randomized to receive placebo
174 No delayed antibiotic prescription
109 Delayed antibiotic prescription

283 Received placebo as randomized

!

l

24-Hour Follow-up
16 No delayed antibiotic prescription
2 Ineligible
1 Inhaled steroid use <1 mo
1 Antibiotic use <14d
14 Lost to follow-up
10 Delayed antibiotic prescription
3 Ineligible
1 Sore throat =7 d
1 <1 mo Inhaled steroid use
1 <14 d Antibiotic use
7 Lost to follow-up

24-Hour Follow-up
16 No delayed antibiotic prescription
5 Ineligible
3 Age <18y
2 Inhaled steroid use <1 mo
10 Lost to follow-up
1 Withdrew from study
5 Delayed antibiotic prescription
1 Ineligible (involved in previous study)
4 Lost to follow-up

l

Y

288 Included in the primary analysis
173 No delayed antibiotic prescription
115 Delayed antibiotic prescription

277 Included in the primary analysis
169 No delayed antibiotic prescription
108 Delayed antibiotic prescription
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Figure 2. Effect of Dexamethasone Without Immediate Antibiotics vs Placebo on Acute Sore Throat in Adults

Source

No. of Patients With Resolution of
Symptoms/Total No. of Patients (%)

Dexamethasone

Placebo

Risk Difference, %
(95%ClI)

Relative Risk
(95% CI)

Resolution of symptoms at 24 hours
No delayed antibiotic prescription
Delayed antibiotic prescription
Overall

Resolution of symptoms at 48 hours
No delayed antibiotic prescription
Delayed antibiotic prescription
Overall
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43/173 (24.9)
22/115(19.1)
65/288 (22.6)

65/173 (37.6)
37/115(32.2)
102/288 (35.4)

A
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32/169 (18.9)
17/108 (15.7)
49/277 (17.7)

46/169 (27.2)
29/108 (26.8)
75/277(27.1)

5.9(-2.7to 14.6)
3.2(-6.5t012.9)
47(-1.8t011.2)

10.3 (0.6 t0 20.1)
6.3 (-5.5t0 18.0)
8.7(1.2t0 16.2)

1.31(0.87 t0 1.96)
1.19(0.67 to 2.11)
1.28(0.92t01.78)

1.37(1.01t0 1.87)
1.19(0.79t01.79)
1.31(1.02t01.68)

Favors
Dexamethasone

Favors
Placebo
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