Is the rountine use of antibiotics justified in adult tonsillectomy? by jill Tan
AIM OF TRIAL

Prevention of 2o haemorrhage and pain post-tonsillectomy with perioperative antibiotics

DESIGN OF TRIAL

Randomised, double-blind, placebo-controlled, prospective trial in adults (>16 yrs)

· POPULATION STUDIED

Little information given on where patients recruited from

Elective tonsillectomies for non-malignant disease 

Little information regarding indications e.g recurrent tonsillitis, for obstructive sleep apnoea 

· INTERVENTION

Limited information on how patients randomised

IV amoxycillin vs nothing at induction by anaesthetist who took no further part in study

Surgeon completed operation blind to intervention

Patient stayed 1 night then discharged with 7 days of amoxycillin vs placebo

· ASSESSMENT 2 weeks later at review clinic

Outcomes HAEMORRHAGE 

- minor: >24 hrs, no intervention required

-intermediate: hospital treatment required but not           


surgery/transfusion e.g. antibiotics, observation

- major: surgery/transfusion required 

PAIN
- pain charts: linear scale 1-5 completed daily by patient 





for 10 days 

- no. seeking GP advice for pain

- no. needing extra analgesia/antibiotics from GP

· STATISTICAL ANALYSIS  
Active vs placebo

RESULTS

200 patients entered trial, 95 completed trial i.e. attended for review clinic or completed questionnaire

· HAEMORRHAGE
- no statistically significant difference between 2 groups





11 in active group vs 12 in placebo group





2 intermediate haemorrhage in both groups





2 major haemorrhages in active group

· PAIN


- no statistically significant difference between 2 groups





Maximum pain at day 5 in both groups





Average pain score over 10 days similar in both groups

CONCLUSION

Perioperative antibiotics had no effect on incidence of secondary haemorrhage or pain post-tonsillectomy 

DISCUSSION

· GOOD POINTS

· correct trial design to study effect of intervention (randomised controlled trial)

· important and relevant topic for ENT surgery

· BAD POINTS

· drop-out rate

More than half failed to complete trial

We are not given much information on these patients 

If characteristics significant different from those in trial, this will introduce bias

- no power calculation
Are 95 cases enough to detect significant difference 





between 2 groups?

· selection bias 

We are not told how and where patients were recruited 

and the characteristics of those who refused to take part

This would introduce a selection bias if those who took part were different from those who refused

Note that females>males in study population

· no information on how randomised

we are not given any information on confounding factors which may have been different between the 2 groups, e.g. surgical technique, the use of aspirin or oral anticoagulants post-op, co-morbidities e.g. diabetes. These may increase the risk of complications and the presence of these may have been significantly different between the 2 groups

· no objective measure of compliance with intervention 

Did those in the active group actually take the antibiotics?

What happens if patient was allergic to amoxycillin (e.g. were different antibiotics used or were they “randomised” into placebo group)

What happens is GP wanted to give antibiotics (e.g. double the dose of antibiotics would be given to those in the active group)

SUMMARY

· Relevant & important topic to ENT surgery

· BUT: 
large drop-out rate

potential selection & performance biases

· Difficult to draw meaningful conclusions from this study

