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Respiratory Network for Early-phase Clinical Trials

The biopharmaceutical industry has a growing need for
early-phase clinical studies in respiratory patients to support
more advanced and informed “go/no-go” decisions in drug
development, enabling more efficient and productive future
planning.

Phase Ib and Ila-b studies provide early and strong pivotal
patient data, but the on-site execution is often complex, requiring
a focused and highly trained team of site staff. Patient recruitment
and motivation of respiratory specialists is often challenging in
these trials for many reasons, including a lack of therapeutic
benefit; highly labour-intensive procedures for staff to undertake; a
need for overnight stays for trial participants within facilities; and
the large competition with late-phase studies that offer a direct
benefit to patients, and have less complex and time-consuming
procedures.

Traditionally, the treating physician and his site staff handle
the clinical trial work in the doctors’ office, but combining
activities in addition to primary care responsibilities is difficult
because of the demanding nature of the early-phase trials. This
can lead to slow patient recruitment, poor clinical data and can
potentially even compromise patient safety.

Respiratory Network Concept

To ensure that trials have proper organisation in terms of the
sufficient number of trained staff, access to infrastructure
and the right technical equipment, one solution that has been
developed is a hybrid hospital network model. At the core
is a main clinical pharmacology unit within a large teaching
hospital with extensive experience in Phase I and proof-of-
concept studies for respiratory drug development. Additionally,
the network includes a smaller, satellite Phase I unit in a major
regional hospital, and several partnering hospitals with respiratory
services.

The hospitals and sites within the network bring the
infrastructure, as well as a group of referring pulmonologists and
general practitioners (GPs) who are highly motivated to carry
out early-phase studies. It also guarantees secured access to the
targeted patient population.

The staff within the network are all highly trained and
dedicated and have access to the specialist equipment necessary
to execute the complex evaluations required in respiratory trials,
and procedures are harmonised across all sites.

For a clinical research organisation (CRO) looking to establish
such a model, the selection of compatible partner units is
dependent upon the willingness and the engagement of the
physician(s) and staff to perform early-phase clinical trials and to
deliver excellent quality research. It is necessary to evaluate any
potential gaps in knowledge and training, and assess the physical
location for the execution of these often-complex trials, as well as
what hospital support services are available.

Once established, the network should be defined by a
master service agreement which clearly defines the roles and
responsibilities between hospital staff and the CRO.

Benefits of the Network Concept

The multi-site hospital partnership network model has many
advantages to the trial sponsor as it enables the CRO running it
to offer a flexible and sponsor tailored approach to meet strict
timelines.

One of its major benefits is the ability to reach and recruit the
right patient population, as it opens up access to large and diverse
patient populations for respiratory indications. Having a dedicated
patient recruitment expert within the CRO team allows reliable
and predictable patient recruitment, and the wider the network,
the greater the hospitals’ databases are, including newly diagnosed
patients or referrals from the established physician network.

The location of a network is not restricted, however, certain
countries such as Belgium have a beneficial regulatory landscape
for conducting clinical trials. Efficient partnerships between
CRO, trial units and hospital management also enable faster site
activation through efficient clinical trial agreement negotiations
with the investigators.

During a trial, the CRO has overall management and coordination
responsibility, but harmonised training and protocols means that
all the administrative steps, trial coordination, investigational drug
handling, technical evaluations and sample handling can be executed
by local hospital staff but trained and supervised by the CRO staff,
or directly executed by CRO staff to fill any gap in resources, like for
supervision and technical evaluations during overnight stays. The
CRO will have a team of investigators, research physicians, clinical
project managers, and clinical research coordinators at its disposal to
support hospital staff in various kinds of studies, as well as providing
specific equipment to carry out the necessary techniques such as
lung function, oscillometry, sputum induction and bronchoalveolar
lavage. The model is very flexible and responsibilities can be defined
‘on demand’, depending on the needs of the site.

Efficient communication and coordination allows a fast start-up
and a smooth study progress with respect to all quality, patient and
privacy data protection requirements, to ensure the strict timelines of
the protocol are maintained. Sites need only be definitively activated
at the moment they have a suitable candidate for participating,
hastening study start-up and first visit.

Longer term, there is the potential to grow the model to one
“virtual site” with many physical locations, with a common electronic
data capturing system, a principal investigator with centralised
oversight, central pharmacy for randomisation and distribution,
and a dedicated team working according to the same quality and
procedures.

Case Study
A Phase IIb, multi-centre, placebo-controlled three-period complete
cross-over study was performed to assess the bronchodilator effects

12 Journal for Clinical Studies

Volume 10 Issue 3



Watch Pages

and safety of a long-acting muscarinic antagonist (LAMA) in adult
male and female asthma patients.

At Day 6 of each of three treatment periods, patients needed
to attend the clinical unit and stay overnight to allow the
standardisation of the conditions for the spirometry assessments
performed at days 6 and 7 of each period. Spirometry and
pharmacokinetic data were collected on these days after drug
administration at 5, 15,30 m, 1, 2, 4, 8 h, 23 h 15 min and 23 h 45 m.

In this case, the model was utilised so that the principal
investigator was a local pulmonologist, supported by local
administrative staff. The study coordination, sponsor contact
and training of staff was performed by a CRO clinical research
coordinator (from SGS Life Sciences) and vital signs, multiple
overnight spirometry evaluations and laboratory sampling were
carried out by an SGS respiratory study nurse. Investigational drugs
were handled by the local pharmacy after training in the appropriate
dispensing procedures by SGS.

The outcome of the project was that all the tasks and technical
evaluations were carried out according to the same high quality
standards. The output of the trial in terms of the quality and integrity
of data was very high, and the on-time delivery and high reactivity
of staff involved across the sites resulted in great satisfaction and
approval from the sponsor, site staff and SGS staff.
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