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There are challenges to conducting randomised con-  Published: 16 November 2015

trolled trials: some are common across trial settings;
others relate to the setting itself. We present some
challenges for publically-funded trials recruiting within doi:10.1186/1745-6215-16-52-047
the acute NHS setting. We draw on experience from ﬁi}:es Zte\it:i:rt‘icl_e as: Cotton et al: Trials recrui‘ting patients in the.acute
g: trial management challenges. Trials 2015 16(Suppl 2).047.
three such RCTs: SCARLESS (Single Port/Incision
Laparoscopic Surgery versus standard laparoscopic sur-
gery for appendicectomy); SUSPEND (alpha blockers,
calcium channel blockers versus placebo for urinary
stones) and NIAMI (intravenous sodium nitrite versus
placebo in patients with acute heart attack).

Across all three studies, patients presented out-of-hours.
To facilitate out-of-hours recruitment, the wider clinical
team identified eligible patients, provided study informa-
tion, obtained consent and recorded data without the sup-
port of a research nurse. In some cases, they also delivered
the intervention. Training the wider clinical teams to
undertake these duties was resource-intensive, particularly
because of junior staff rotation.

Again, across studies, there were challenges in interven-
tion delivery. In SCARLESS there was tension around
randomising patients: a senior surgeon provided cover for
the novel surgery, but junior surgeons were keen to
develop their skills by undertaking standard surgery. In
SUSPEND, recruitment was constrained to the opening
hours of clinical trials pharmacies to dispense study med-
ication. This particular challenge was addressed in
NIAMI by the study team holding study medication,
even for patients presenting in-hours.

A further, and more unexpected challenge was in relation
to engaging participants in follow-up. Retention to primary
outcome was challenging; perhaps because patients have
not had a “chronic” condition and have “moved-on” from
the event that brought them into the trial.

Submit your next manuscript to BioMed Central
and take full advantage of:

e Convenient online submission

e Thorough peer review

¢ No space constraints or color figure charges

¢ Immediate publication on acceptance

¢ Inclusion in PubMed, CAS, Scopus and Google Scholar

* Research which is freely available for redistribution

Submit your manuscript at (’) -
www.biomedcentral.com/submit BioMed Central

University of Aberdeen, Aberdeen, UK

© 2015 Cotton et al. This is an Open Access article distributed under the terms of the Creative Commons Attribution License (http://

- creativecommons.org/licenses/by/4.0), which permits unrestricted use, distribution, and reproduction in any medium, provided the

( Blomed Central original work is properly cited. The Creative Commons Public Domain Dedication waiver (http://creativecommons.org/publicdomain/
zero/1.0/) applies to the data made available in this article, unless otherwise stated.


http://creativecommons.org/licenses/by/4.0
http://creativecommons.org/licenses/by/4.0
http://creativecommons.org/publicdomain/zero/1.0/
http://creativecommons.org/publicdomain/zero/1.0/

	Trials recruiting patients in the acute NHS setting:trial management challenges

