SHIELD CF – Governance, Collaboration and Access
Background
Good quality translational research relies on high quality scientific research allied closely
to well-characterised and relevant biological samples and clinical data. High quality
science with poorly characterised and selected clinical samples and data has very little
clinical or translational relevance, but is frequently performed and published. The Study
of Host Immunity and Early Lung Disease in CF (SHIELD CF) espouses excellence in both
clinical and translational research and is focused on ensuring the quality of research
outputs associated with the project.
SHIELD CF was formed in 2010 and stemmed from previous experience in the area of
both basic science innate immunity research and clinical research in preschool children
with CF. We have drawn on those experiences and learnt from deficiencies to design a
prospective program equipped to effectively answer important clinical and scientific
questions relating to early CF lung disease.
SHIELD CF is a multi centre study. The purpose of this construction is to maximise the
power and relevance of our research. The collation of higher volumes of clinical and
laboratory data with a uniform approach is of benefit to all stakeholders.

Membership and Governance
SHIELD CF was set up in 2010 by Prof Paul McNally and Dr Barry Linnane at Our Lady’s
Children’s Hospital Crumlin (OLCHC) and the National Children’s Research Centre
(NCRC). Currently the study is active in 3 paediatric Centres, OLCHC, Tallaght Hospital
and the University Hospital Limerick (UHL). Clinical samples are stored centrally at NCRC
where the administration of SHIELD CF is based. The development of SHIELD CF has
been funded by NCRC. SHIELD CF has a steering committee that oversees the study,
provides governance and direction and assesses the scientific merit of potential
collaborations. The steering group meets on an annual basis to review the operation of
SHIELD CF, collaborations, security of samples, data and funding. Each centre has clinical
investigators, all consultants in paediatric respiratory medicine, who perform clinical
sampling procedures and oversee local patient involvement in the study. SHIELD CF
employs local research assistants and research co-ordinators involved in both SHIELD CF
and CF Clinical trials.
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Prof Paul McNally
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Dr Jacinta Kelly – Deputy Director of Research, NCRC
Ms Mary Costello – Clinical Research Project Manager, NCRC
Clinical Investigators
OLCHC Crumlin
Prof Paul McNally
Dr Des Cox
Tallaght Hospital
Dr Peter Greally
Dr Basil El Nazir
UH Limerick
Dr Barry Linnane
Research Assistants/Co-ordinators
OLCHC Crumlin
Ms Jenny O’Rourke
Dr Jenny Lennon
Tallaght Hospital
Ms Jenny O’Rourke
Dr Jenny Lennon
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Ms Ellen Obande
Types of studies within SHIELD CF
Core Clinical Studies
These use longitudinal clinical information, biological results and outcomes measures
gathered both as part of routine clinical practice and through research specific aspects
of SHIELD CF. They do not involve a basic science component. These studies are
designed and undertaken by SHIELD CF clinical investigators.
Clinical Collaborations
Clinical collaborations involve collaboration between SHIELD CF and outside clinical
research groups using longitudinal clinical information, biological results and outcomes
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measures gathered both as part of routine clinical practice and through research specific
aspects of SHIELD CF and outside clinical research groups. They do not involve a basic
science component.
Local Translational Studies
These studies are prospectively designed and operated in conjunction with basic science
research groups in the NCRC. They involve integration of basic science and clinical
aspects.
Collaborative Translational Studies
These studies are prospectively designed and operated in conjunction with basic science
research groups within and/or outside the NCRC. They involve integration of basic
science and clinical aspects.
Biobank Collaboration Studies
These studies involve the use of retrospectively collected and biobanked biological
specimens and clinical information from SHIELD CF in conjunction a local or outside
research group for the purposes of validation of findings in a well characterised
longitudinal cohort of children with CF. Because biobanked samples represent a finite
resource, proposed collaborations will need to be high quality, and are assessed with
respect to the collaborators’ research track record, the scientific quality of the proposal,
and the potential clinical impact of the study, and the availability of the required
samples.
Pilot Studies
Pilot studies involve the use of a subset of clinical information and biological samples
from SHIELD CF to confirm or refute a hypothesis to inform the design of a larger study.
Data and sample storage
All data and samples collected from patients will be associated with the patient’s study
code, and all records linking the code-associated data and the individual patient will be
securely stored at the clinical site where the data and samples were collected. Data
collected via the BC Platforms online database resides on encrypted servers located in
Trinity College Dublin and are backed up on a monthly basis on computers at the NCRC.
All clinical samples are transferred to and stored at the NCRC in -80°C Freezers.
Individual patient samples are subsequently split between NCRC and backup biobanking
facilities at the Royal College of Surgeons in Ireland (RCSI), St Stephens Green, Dublin. All
Freezers used are equipped with monitored alarms. An up to date database of all
samples including coding, location aliquots and biobank access history is kept at all
times.
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Standard operating procedures govern the collection, processing, aliquoting and storage
of biological data and the collection and storage of clinical information. The security of
the supply chain and clinical samples themselves is of paramount importance. Data and
clinical samples are owned by SHIELD CF. Biobanking and database facilities are funded
by NCRC. SHIELD CF is approved by the Ethics committee of OLCHC and permitted to
store clinical information and biological samples for the duration of the study.

Collaboration – Initiation, Organisation and Management
Collaborations with SHIELD CF should be well thought out, clinically relevant and
preferably prospective. Collaboration is encouraged as it broadens the scope and
standing of SHIELD CF but most importantly advances our understanding of early CF lung
disease.
Potential collaborations will be judged on the basis of the following:
• Scientific quality
• Clinical relevance to early CF lung disease
• Ease of execution
• Costs, and the management of these
• Benefit to the SHIELD CF programme
Guidance is given below in relation to initiation and management of collaborations with
the different types of studies associated with SHIELD CF. All collaborations will involve
one of the SHIELD CF directors and may also involve other SHIELD CF clinical
investigators.
Clinical Collaborations
These will be initiated either by a SHIELD CF clinical investigator or outside clinician
approaching a clinical investigator. A collaboration proposal form should be completed
and submitted to a member of the steering group. The clinical investigator(s) involved at
this stage will assume responsibility for managing the SHIELD CF aspects of the
collaboration and be involved in the design, implementation and management of the
study and writing of the manuscript.
Local Translational Studies
These will be initiated either by a local basic scientist or SHIELD CF clinical investigator. A
collaboration proposal form should be completed and submitted to a member of the
steering group. The clinical investigator(s) involved at this stage will assume
responsibility for managing the SHIELD CF aspects of the collaboration and be involved
in the design, implementation and management of the study and writing of the
manuscript.
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Collaborative Translational Studies
These will be initiated either by an outside basic scientist or SHIELD CF clinical
investigator. A collaboration proposal form should be completed and submitted to a
member of the steering group. The clinical investigator(s) involved at this stage will
assume responsibility for managing the SHIELD CF aspects of the collaboration and be
involved in the design, implementation and management of the study and writing of the
manuscript.
Biobank Collaboration Studies
These studies will usually involve approaches from outside investigators seeking to take
advantage of the wide-ranging and longitudinal nature of the SHIELD CF biobank and its
link to clinical data. A collaboration proposal form should be completed and submitted
to a member of the steering group. Given the value of the biobank samples, only studies
of high quality with the potential of a meaningful insight into early CF lung disease will
be considered. All assays designed for SHIELD CF samples should be optimised prior to
sample distribution as further samples cannot be provided for failed assays. The clinical
investigator(s) approached at the outset will assume responsibility for liaising with the
outside investigator on behalf of SHIELD CF and be involved in the writing of the
manuscript.
Pilot Studies
These studies will involve access to a subset of the biobank for the purposes of
hypothesis clarification prior to larger studies. Given the value of the biobank samples,
only pilot studies of good quality with the potential of leading to a meaningful larger
study will be considered. A collaboration proposal form should be completed and
submitted to a member of the steering group. The clinical investigator(s) involved at the
outset will assume responsibility for review of the data obtained from the pilot project
and interaction with other investigators if applicable.
Data and sample access policy
SHIELD CF was designed with a view to maximising the research potential of longitudinal
clinical and laboratory data in children with CF. While collaboration with other groups is
of great importance in broadening the recognition and impact of the programme,
SHIELD CF is not a freely accessible repository of clinical samples. If samples are to be
used in collaboration with outside groups there must be 1) a measurable benefit to
SHIELD CF and 2) a meaningful advance in the understanding of early CF lung disease.
The key benefit to the SHIELD CF strategy lies in the long-term availability of longitudinal
biological samples linked to well-characterised clinical data. If samples are needlessly
squandered or depleted this will adversely impact on this potential. Therefore, access to
the biobank must be controlled in a sensible and transparent manner. Projects seeking
to access the biobank must demonstrate that the research is clinically beneficial,
scientifically valid and executable. Access should be relatively easy to organise for well-
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designed projects but robust enough to exclude projects which cannot guarantee
effective outcomes.
A collaboration proposal form should be completed for all studies seeking to collaborate
with SHIELD CF and for SHIELD CF studies seeking to collaborate with outside
investigators. This will be reviewed by the SHIELD CF steering group and a decision made
as to whether the collaboration fulfils the above criteria. SHIELD CF collaboration
proposal forms are available on the NCRC website or from a member of the steering
committee.

Funding
Depending on the proposed level of involvement of the SHIELD CF programme, it may
be necessary for the collaborators to make allowance for funding support to the
programme. Ideally this will occur as part of a prospective joint grant proposal.
Allowance may need to be made for research personnel time, equipment and
consumables, IT support, Biobanking costs, sample transport, etc.
Grant applications
Where the proposed collaboration requires a grant application the role of SHIELD CF
should clearly be outlined in such applications. Status as an investigator requires input
into generation of the hypothesis and design of the study, facilitating and supporting the
study in the centre, and data and sample acquisition. It is anticipated Prof Paul McNally,
and Dr Barry Linnane, as directors of SHIELD CF will be co-investigators on all such
applications.

Authorship and acknowledgement policy
Publication credit depends on the input of individuals into the hypothesis, design,
sample collection, data analysis, manuscript writing and review. With a sizeable number
of people involved in the collection and processing of biobanked samples, in general,
collection of samples alone does not constitute sufficient grounds for named author
status. For this, some form of additional input as detailed above is usually required.
It is anticipated Prof Paul McNally, and Dr Barry Linnane, as directors of SHIELD CF and
responsible for the generation of all clinical and laboratory data, will contribute to each
step, as outlined above, and as such one or both should be named as co-authors on all
publications.
Clinical investigators are encouraged to discuss author status with collaborators at the
outset of collaborations.
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Core Clinical Studies
All investigators having a material role in hypothesis generation, study design, data
analysis, manuscript writing or review will be included as authors. The primary individual
writing the manuscript will be named as first author and the main investigator involved
in devising and directing the project will be named senior author.
Clinical Collaborations
Publication credit will depend on who the PI on the study is, what proportion of
involvement SHIELD CF has and who is writing the manuscript. In studies with equally
split involvement, a SHIELD CF investigator or director should have the first or last
named author position. All individuals from SHIELD CF who have a material role in study
design and supervision or manuscript writing or review will be expected to be named
authors.
Local and Collaborative Translational Studies
Publication credit will depend on who the PI on the study is, what proportion of the
project is clinical and roles of investigators in the research process. All individuals from
SHIELD CF who have a material role in study design and supervision or manuscript
writing or review will be expected to be named authors. In primarily scientific projects
the PI and senior author should be a scientist and in primarily clinical studies, the lead
clinical investigator should be the senior author. Author order should be discussed at
the outset of the project.
Biobank Collaboration Studies
With any studies involving the use of SHIELD CF data or samples, a SHIELD CF
investigator should be a named author. The investigator is encouraged to have an active
part in data review and manuscript preparation.
Pilot Studies
With any studies involving the use of SHIELD CF data or samples, a SHIELD CF
investigator should be a named author. The investigator is encouraged to have an active
part in data review and manuscript preparation.
Dissemination
Maintenance of exposure and good international standing is important for SHIELD CF, as
is acknowledgement of SHIELD CF clinical investigators, research co-ordinators and
assistants for work contributed by them. Investigators should be informed of all oral
presentations, posters, and publications bearing their name, and should be given the
appropriate opportunity to contribute / proof read this work prior to its presentation.
Presentations
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All presentations (oral or poster) involving SHIELD CF should carry the SHIELD CF and
NCRC logo and acknowledge all clinical investigators, research assistants and research
co-ordinators by name and/or picture. Presentation of significant collaborations with
SHIELD CF should incorporate the SHIELD CF and NCRC logo on the title slide and in the
footer of each slide.
Publication
All publications involving SHIELD CF should acknowledge all clinical investigators,
research assistants and research co-ordinators by name in the paper. All individuals
from SHIELD CF who have a material role in study design and supervision or manuscript
writing or review will be expected to be named authors. SHIELD CF should be mentioned
by name in the paper where reference is made to sample and clinical detail origin. For
papers solely or predominantly relating to SHIELD CF, at the end of the list of author
names the phrase ”...on behalf of SHIELD CF” should be included.
Ethics
All studies involving SHIELD CF must have ethical approval. The collection and storage of
SHIELD CF biological samples and clinical data has ethics committee approval at the
three SHIELD CF centres. It is the responsibility of the collaborator to obtain approval
from the Ethics Committee of their institution. Written confirmation of this approval is
required before data or samples will be shared.
Application Process
Potential collaborators should complete the SHIELD CF Collaboration Proposal Form
(available on the SHIELD CF web page on the NCRC website) and submit it, by email, to
Prof Paul McNally (paulmcnally@rcsi.ie) or Dr Barry Linnane (barry.linnane@hse.ie). The
application will be disseminated to the Steering Group for consideration. A decision on
the proposal will be made within four weeks of receipt of the application. During this
period SHIELD CF may contact the applicants, by email, telephone or in person, to clarify
or expand issues that may arise. The steering committee may send the proposal out for
peer review. The decision of the Steering Group will be communicated to the applicants
in writing.
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