history of recurrent cellulitis. No specific interventions were administered during the

study.
Setting / participants

A total of 29 hospitals throughout the UK and Southern Ireland volunteered to take
part in the study. These comprised of 20 teaching hospitals and 9 district general
hospitals. Patients were asked to take part in the study if they had been admitted to
hospital with a diagnosis of cellulitis of the leg. All patients received standard

treatment for their cellulitis according to the treating physician’s normal practice.
Recruitment
Recruitment took place over a 5S-month period from November 2004 to March 2005.

All inpatients that had been identified as having cellulitis of the leg were approached
by a UK DCTN dermatologist or dermatology nurse during their stay in hospital.
Other than a confirmed diagnosis of cellulitis of the leg, no additional inclusion /
exclusion criteria were used in order to test the effects of the proposed eligibility
criteria for the future RCT. Data were collected on patient demographics, presenting
clinical features and previous medical history. At the end of the study period, a short
postal survey was completed by the recruiting physician / nurse. This was used to
highlight any methodological problems or concerns encountered during the period of

the study.

Involvement of service users

Part of the remit of the pilot study was to capture service users’ views on the trial
design. Having been given a brief description of the proposed study, participants were
asked to comment on their willingness (or otherwise) to take part in a future RCT and

to identify possible areas of concern that may limit their involvement.

A focus group of five patients with experience of cellulitis was convened in order to
explore these issues more fully. The discussion was audio-taped and fully transcribed
for analysis. Prior to discussing the implications of participating in the proposed
RCT, members of the focus group were given both written information and an oral

presentation, in which the key aspects of the trial were outlined.









Recruitment for the pilot study was at approximately 1 patient per centre per month
(15 per month in total). However, the impact of applying exclusion criteria for the
RCT meant that this figure was dramatically reduced. Of the 100 participants
originally approached about the study, only 26 (26%) fulfilled the eligibility criteria
and were willing to be randomised to treatment. In addition, the impact of a more

stringent definition of cellulitis means that this figure could be reduced still further.

Investigators also reported that locating patients was difficult. This has worrying
implications for an RCT involving patients with cellulitis who are recruited by
dermatologists in a secondary care setting. It is important to understand why
identifying patients with such a common condition could be so difficult. Feedback
from the recruiting centres suggests that one of the most important limiting factors for
recruitment was that patients were not routinely treated by dermatologists. Patients
were seen by many different disciplines (general medicine, infection control,
emergency medicine, geriatrics); were admitted through various routes; and were
often moved or discharged at short notice. In addition, 6 centres established a new
system of community-based care during the period of the pilot study. This meant that
fewer patients were treated for cellulitis in hospital and those that were admitted were
more likely to have multiple co-morbidities, or to have cognitive impairment, making
them unsuitable for inclusion in a trial. It is likely that other hospitals will adopt

similar policies in the future.

The solution to different routes of admission for recruitment seems to vary from
hospital to hospital: providing greater administrative support; posters on relevant
wards; identification of a link person (who may be a registrar or research nurse, rather
than necessarily the consultant); tracking admissions from admission ward / casualty
department records; identification from clinical coding records; and ‘advertising’ by a
specific discussion of the study at a postgraduate meeting or reminders at directorate

meetings are all possible methods to increase recruitment.

Inclusion into the RCT will be based on a diagnosis of cellulitis of the leg. However,
cellulitis is a difficult diagnosis to confirm by bacteriology and no guidelines exist

relating to clinical criteria for entry into trials. Obviously for any future trials a
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Figures

29 centres initially
interested to take part in
the PATCH Pilot Study

Centres asked to obtain
R&D approvals

Centres obtained ethics /
R&D approvals

n =17 (59%)

_

Dropped out
n =12 (41%)
Approval process not complete
Too busy
No response

55 5
I
W

Obtained MREC

approvals and centres
started recruiting patients

16* centres finished
recruiting patients for the
study

1 centre dropped-out
during the study
(investigator too busy)

* Two centres did not recruit any patients
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