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Table 1. Survival at 2 and Syears after surgery in BCG-treated and control patients 

Total Stage 1 Total Stag:c 2-3 
So. No. surviving No. No. survi\-inq 

2-year 5-year 2-year .i-) car 

Control 22 16 (73%) 12 (55%) 17 6 (35”/0) i ( 2 $1 ‘Xl / 
All BCG treated 22 10 (45%) 6 (27%) 17 1 (60/o) 1 (6Y”) 

BCG alone 12 5 (42%) 3 (25%) 10 1 (1OY”) 1 t 10% , 
BCG + isoniazid 10 5 (50%) 3 (30%) 7 0 0 

IN A TRIAL of immunotherapy in lung cancer using 
a single intraplcural injection of BCG after surgical 
resection, McKneally et al. [l, 21 reported statisti- 
cally significantly longer survival of BCG-treated 
patients with localized disease than of controls. 
This result generated enthusiasm for such treat- 
ment, and several other trials of post-operative 
intrapleural BCG for lung cancer were established. 
We now report 5-year survival in a randomized 
controlled trial with two treated groups. In one the 
methods of McKneally el al. [l] wcrc reproduced 
exactly, but isoniazid after 2 weeks was not given 
in the other in order to achieve a more prolonged 
immune stimulus. Details of our methods have 
been published previously [3]. 

Table 1 shows the number of patients alive 2 
and 5 years after surgery. Survival was worse in 
the 39 BCG-treated patients than in the 39 con- 
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trols. For all stages combined, compared with con- 
trols, 11 and 22 respectively survived 2 years 
(P = 0.012), 7 and 17 five years (P = 0.014). 
Among BCG-treated patients survival was similar 
in the groups given and not given isoniazid. Fifty 
of the 54 deaths were from lung cancer recurrence, 
three from surgical complications, and one from 
Hodgkin’s disease. 

Our trial was small, because the occurrcncc 01 
severe side-effects necessitated its termination, but 
5-year survival is clearly inconsistent with a 
favourable effect of intrapleural BCG. Survival to 
2-3 years in six other trials [4-91 was similar in 
BCG-treated and control patients. 

We observed wound infections, cmpycma and 
prolonged chest pain in BCG treated patients [3]. 
Side-effects were also observed in two other trials 
which used Tice BCG [ 10, 1 l] and in one which 
used Pasteur BCG [ 121. Taken as a whole, the 
evidence indicates that intrapleural BCG does not 
prolong survival and causes side-effects. It also 
illustrates that caution is needed when the early 
results of a trial of potentially toxic therapy suggest 
benefit. 
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