Extra samples text

The aim of this study was to collect blood samples many months or years after patients had volunteered for a randomised controlled trial comparing vaccine with placebo. The vaccine contained glycoprotein B of cytomegalovirus together with MF59 adjuvant.
The reason for conducting the original study was that the patients were on the waiting list for transplantation. The hope was that the vaccine may confer some protection against CMV replication post-transplant. This part of the work has been completed and published.
The follow-up results have to be interpreted with knowledge of the natural history of CMV infection. When patients proceed to transplant they are at risk of CMV infection. This will give them an immune response to many proteins of CMV, including glycoprotein B. Patients are routinely monitored to detect CMV in the blood (viraemia) and so should be analysed separately according to the presence of viraemia.
Some patients are seronegative at baseline. When given placebo they should remain seronegative. When given vaccine they may make an immune response which may wane subsequently. However, their antibody levels may be boosted by viraemia.
Some patients are seropositive at baseline. When given placebo their antibody levels should remain constant. When given vaccine their antibody levels should be boosted; however, this boosting may wane with time.

Results
[bookmark: _GoBack]The numbers available are small, especially when divided into the various subgroups, so no statistical analysis is possible. However, examination of the mean values for each group allows some general conclusions to be made. The seronegatives remain seronegative unless they develop viraemia. The seropositives may have a small boost in antibody level from viraemia. Once these effects of viraemia are taken into account, there is no substantial evidence that the vaccine was responsible for increasing antibody levels.
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