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Hypothesis

Pharyngeal inflammatory pain is reduced by a single dose of Dexamethasone.

Study Design

Prospective, randomised, double-blinded, placebo-controlled study.

Methods

· August 1998 – July 2000

· 118 patients; written consent

· 3 Arms:

· Placebo

· 10mg single dose intra-muscular Dexamethasone

· 10mg single dose intra-muscular Dexamethasone

· Oral antibiotics to all patients

· Bacterial throat cultures taken from all patients

· Telephone follow-up @ 12 & 24 hours post treatment

· Inclusions:
  Diagnosis of Acute Pharyngitis or Tonsillitis

· Exclusions:  <15 years old, history of immunosuppression, Diabetes Mellitus, HIV +ve status, head & neck malignancy, recent steroid (< 3/12) or long-term steroid use, adenotonsillectomy within 3/12, return to ER for same complaint (not initially enrolled), suspected peri-tonsillar abscess, hospitalisation required (dehydration), unavailable for telephone f/u.

· Data:
(   1˚ End-point = change in subjective rating of oropharyngeal pain on VAS

· Onset pain relief; time to resolution; ability to eat & drink; activity level

· Treatment:


· Both pill & IM injection to every patient

· 10/7 500mg Penicillin p.o. (or Erythromycin)

· Acetaminophen (Paracetamol) prn

· Statistics:
(
x2 (Fisher’s exact) test
- nominal scaled variables (resolution)

· Kruskal-Wallis test
- ordinal scaled variables (change pain etc)
Results

· 120 patients enrolled over 2 years

· 2 lost to f/u – excluded (1 Dex po, 1 placebo)

· results based on 118 patients

· 39 IM Dex, 42 po Dex, 37 placebo

· mean age 28.1yrs (range 15-57), 44.9% male







12 hrs



24hrs 


Attended
111 (94.1%)
116/118


( VAS
Dex >> placebo
˚ Stat. Sig


Pain resolution
˚ Stat. Sig
˚ Stat. Sig


Normal Activity
IM > po >> placebo
IM > po >> placebo

Onset relief

IM > po > placebo
(5.8h, 6h, 10.1h)

Bacteria

IM 33.3%, Po 40.5%, Placebo 43.2% - (-haem Strep commonly





IM – better & quicker onset relief 





Po/Plac – better & quicker onset relief with NO pathogen

Further Care

9 (3 po Dex, 6 placebo) attended ER < 5/7

Conclusion

Dexamethasone
(    is cheap, safe & well tolerated as adjunctive treatment

· significantly relieves pain, enhancing return of activity

· more effective if identifiable bacterial pathogen present

· oral administration preferable to IM injection (‘cost’, patient comfort, minimal difference between two routes)

· routinely prescribing adjunctive Dex significantly enhances recovery from acute pharyngitis

DISCUSSION

Good points
(
Good study design (double-blind, randomised, placebo-controlled

· Level 2 evidence

· Relevant

· reasonable inclusion / exclusion criteria

Bad points
(
Who refused & why?

· Is telephone f/u appropriate – can this cause bias or confusion regarding obtaining results?

· No information regarding randomisation technique

