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Guidance Notes

Key Dates & Times (see below for proposed timelines)

Call open to applicants 30" January 2019

Application closing date 13:00 10™ April 2019

Applications must be completed and submitted through the HRB online Grant E-Management System

(GEMS) (https://grants.hrb.ie), and this system will close automatically at the stated deadline and
timeline listed above.

*Prior to final submission to the HRB, all applications must first be reviewed and approved within
GEMS by the authorised approver at the Host Institution as listed in the application form. It is critical
therefore that Applicants leave sufficient time in the process for the Research Office (or equivalent) in
their nominated Host Institution to review, seek clarifications and approve applications prior to the
final submission date. This may involve being aware of and complying with any internal Host
Institution deadlines for review and approval, distinct from the HRB deadline.
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1. INTRODUCTION

The Health Research Board provides strategic leadership towards building a strong enabling
environment for health research in Ireland®. The Proof of Concept technical model for ‘DASSL’ (Data
Access, Storage, Sharing and Linkage) award 2019 is one of a suite of activities to deliver on this
objective.

Ireland needs to establish a comprehensive infrastructure for secure data access, storage, sharing
and linkage. In May 2016, the HRB published a discussion document, ‘Proposals for an Enabling
Data Environment for Health and Related Research in Ireland’, as a key contribution to this national
conversation.

Based on international experience and broad stakeholder engagement in Ireland, it presented a
model for Data Access, Storage, Sharing and Linkage, called the ‘DASSL’ model, which identified the
types of infrastructure and services required to unlock the significant value of currently under-
exploited data for the public good.

It voiced the particular frustrations in health research where policy relevant studies were abandoned
or inordinately delayed, and where the use of routine health data which are collected and
maintained at great cost is under-utilised in health services planning and clinical practice research.

It highlighted the opportunity to harness valuable insights to improve healthcare by securely
combining data from across multiple separate datasets. UK examples illustrating the potential
include: understanding prescribing trends for epilepsy over a specific time period; associations
between antimicrobial prescribing and community-associated Clostridium difficile infection; linkage
of psychiatric and maternity data to investigate the pregnancy outcomes of women with non-
affective psychosis in Scotland; long-term impact on healthcare resource utilisation of statin
treatment, and its cost effectiveness in the primary prevention of cardiovascular disease.

It underlined how such infrastructure is now becoming commonplace internationally. Safe havens
such as the Scottish Informatics Programme (SHIP)®, the Secure Anonymised Information Linkage
(SAIL)* in Wales, the UK Secure eResearch Platform (UK SeRP)° and Population Data British Columbia
(PopData BC)° provide specialist services that allow for managed access and linkage of sensitive data
from a range of datasets. While there are many different ways to offer this national service, and the
DASSL model proposes an Irish solution.

The HRB is now seeking to progress this agenda further by funding a Proof of Concept award. This
award should consider the technical infrastructure for the proposed DASSL model and show how

! Health Research Board (HRB) Strategy 2016-2020. Enabler B Build a strong enabling environment.

zMoran, R (2016). Proposals for an Enabling Data Environment for Health and Related Research in Ireland.
Dublin: Health Research Board

® Scottish Informatics Programme (SHIP) http://www.scot-ship.ac.uk/

*Secure Anonymised Information Linkage (SAIL) - https://saildatabank.com/

> UK Secure eResearch Platform (UK SeRP) http://farrinstitute.org/public-engagement-involvement/100-ways-
of-using-data-to-make-lives-better/case-study/the-creation-of-a-uk-secure-eresearch-platform-ukserp-to-
support-population-data-research

® Population Data British Columbia (PopData BC) https://www.popdata.bc.ca/



secure controlled access for researchers to both research and routinely collected health and social
care datasets and data linkages could be potentially implemented in Ireland.

Although the Proof of Concept is expected to be tested with synthetic data, the supporting
documentation should demonstrate how the system will work with real personal data securely. It
should enable ingestion, anonymisation, access to, storage of and linkage of data along with an
analytic platform allowing for the analysis and viewing of data outputs in a safe and secured manner.
It should provide for invaluable insights and experience which can feed into future discussions and
configuration of a scaled-up model to serve national research requirements.

2. AIMS AND OBIJECTIVES

The overarching aim of this call is to develop a Proof of Concept of the technical infrastructure
proposed in the ‘DASSL model’ to inform a national solution for the safe controlled access, storage,
sharing and linkage of research data and routinely collected health and social care datasets.

The specific objectives are to:

e Confirm that the DASSL model remains international best practice and best practice for
Ireland, and propose any adjustments as appropriate;

e Develop test infrastructure for Irish health research that meets international standards of
controlled data access, storage, sharing and linkage, and provides for an analytic platform;

e Deliver a detailed report of the overall process of delivery and alternative options
considered, outlining how the technical infrastructure could be scaled-up to national
infrastructure and implemented. This report must include a discussion on how such
infrastructure will deal with sensitive personal data. It should also consider financial and
other sustainability issues for a scaled-up national solution;

e Engage with a wide range of stakeholders to ensure user acceptance and to promote and
leverage support for national infrastructure for secure access and efficient linkage of health
datasets.

3. SCOPE

This DASSL award will support the development of a Proof of Concept of technical infrastructure for
safe controlled access, storage, sharing and linkage of research data and routinely collected health
and social care data. This project will go beyond technical infrastructure to take into account fully
the implementation and sustainability of such a model on a national scale. It will also consider other
aspects of data sensitivity, data heterogeneity, legal and ethical issues, data quality, use of standards
for importing and exporting data, and semantic interoperability.

We are now inviting collaborative teams with breadth and depth of knowledge in all the areas of the
proposed Proof of Concept and appropriate cross-disciplinary and/or international expertise to

apply.

The successful applicant team will be expected to compose and embed a stakeholder group within
the project. This group will meet at regular points of the project to provide feedback on the design
of the DASSL Proof of Concept. Participants in the stakeholder group do not need to have the
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technical skills to build safe haven infrastructure, but will be seen as the potential end users of such
infrastructure. The HRB will assist the successful candidate in nominating participants to be involved
in this stakeholder group.

As part of the overall project delivery, three key stages should be implemented.

Stage 1 — Assessment of the relevance of the DASSL model for implementation within
Ireland to meet the national research data needs.

The DASSL report was published in 2016 into what is an extremely fast developing technical, policy
and legislative environment.

An initial task for the successful applicant will be to consider changes in the external environment
since the preparation of the DASSL model, to determine whether the DASSL model remains
international best practice and fit for best practice in Ireland, and to outline any proposed changed
to this DASSL model.

Stage 2 — The technical build of the Proof of Concept infrastructure.
A number of considerations arise within the development of this Proof of Concept:

Selection of potential elements for the Proof of Concept: Successful applicants will develop or
adapt software to create functionality for data ingestion, storage, sharing and linkage and the
technical capability for test users to analyse data and access protected outputs in a test
environment. The applicants focus is on the technical infrastructure. Governance structural
arrangements are not part of this brief.

Thus the Proof of Concept technical build will develop the following:

Infrastructure and Software

e Data Hub with storage, data ingestion
e Trusted Third Party with anonymisation to ingest and store, and indexation (which may
remain separate to anonymisation)
e Data Linkage
e User Data and Analysis Platform
Services
e Access to Outputs and Approach to Disclosure Control
e Some Research Support Unit Functions — protocol for access

Synthetic Data: The applicant is responsible for complying with all relevant Data Protection
legislation.” It is expected that the DASSL Proof of Concept award will use synthetic data to avoid any
potential data protection issues that may arise. This data should be modelled on existing Irish
research and routine health and social care datasets, such as those in the HIQA catalogue of

7 See HRB's “Guidance for health researchers” which aims to assist research organisations and researchers
who are processing personal data for the purposes of health research understand and implement their data
protection obligations under GDPR, the Data Protection Act 2018 and the new Health Research Regulations
2018. See https://www.hrb.ie/funding/gdpr-guidance-for-researchers/
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datasets, The lIrish LongituDinal Study on Ageing, and the Primary Care Reimbursement Service
dataset.

International Context and Contacts: Successful applicants will be expected to reference and use
international best practice within their work, integrating key international experience and expertise
as appropriate. Some jurisdictions have safe access and linkage models in operation for over ten
years and have invested greatly in developing related multidisciplinary expertise.

It will be a requirement that the successful applicant(s) will engage with organisations and
institutions with significant experience in the field [e.g. Scottish Informatics Programme (SHIP), the
Secure Anonymised Information Linkage (SAIL) in Wales, the UK Secure eResearch Platform (UK
SeRP) and the and Population Data British Columbia (PopData BC) in Canada] to analyse and discuss
the potential solutions deployed, and, where relevant avail of existing developments in software and
perhaps hardware, as best fits the Irish context. Remuneration costs to support international
expertise should be included in the overall budget to cover for this eventuality. The HRB can
facilitate these introductions once the successful applicant has been notified about the award, if
needed.

Scaled-up national solution: Successful applicants will undertake an analysis to determine how the
system can be adapted for the use of real data within a scaled-up version of the Proof of Concept to
meet national research needs. As part of this assessment, the team will be required to undertake a
Data Protection Impact Assessment (DPIA) on the assumption that real data will be used in the
system rather than synthetic data. The will also need to assess the financial and sustainability issues
for the implementation of a scaled-up version for the Proof of Concept.

Stage 3 — Development of a comprehensive final report and dissemination of project
results

The successful applicants will be required to provide a report that is written in an accessible and
understandable manner and that will:

- Provide a detailed overview of any relevant changes in the environment since preparation
of the original DASSL model, and outline if/ how such changes have been taken into
account in the subsequent Proof of Concept

- Describe the technical functionality developed, the options considered in choice of
operating models, evaluation of the infrastructural elements considered, a risk-benefit
analysis of the options and an outline of the rationale underlying the choices made. This
should include descriptions of the uses and processes of synthetic data, Research Support
Functions developed with the protocol for access to test data and to outputs, and
approach to disclosure control

- Provide thorough analysis and discussion of all findings

- Consider a scaled-up version of the Proof of Concept to meet national research needs:
0 Outline how processes, software and hardware can be adapted for the use of real
and personal data (as opposed to synthetic data use in the Proof of Concept)



0 Describe the disclosure control approach and any resulting implications

O Provide a detailed and thorough Data Protection Impact Assessment on an
assumption that real as opposed to synthetic data was being used®

0 Describe financial, sustainability and any other relevant issues for the
implementation of a scaled-up version.

- Engage the wider Irish research stakeholders:

0 Integrate a Stakeholders Forum throughout the entire project to create awareness,
ensure appropriateness and understanding of the importance of the Proof of
Concept and scaled —up proposal.

0 Deliver presentation of outputs to HRB and policy makers, and help create
awareness and maintain interest in the development of a national infrastructure

To note:

- Although the Health Research Board is providing the funding to develop this Proof of
Concept, it is not within its current organisational strategy or remit to fund the expansion
of this project and implementation as national infrastructure.

- This is a specialist managed and controlled service to meet the research data sharing and
linkage needs of researchers on a national scale

- It is important that the decisions around an operating model and technical infrastructure
will be tried and tested so that it provides a valid contribution to the broader national data
ecosystem for Ireland, beyond health research

4. ELIGIBILITY

Applications should be made on behalf of a collaborative team. The applicant team must
demonstrate clearly that the appropriate and relevant partners are involved in order to achieve the
aims and objectives set out in the call.

The applicant team should designate a Lead Applicant from within the team. The Lead Applicant will
serve as the primary point of contact for the HRB during the review process and on the award, if
successful. The Lead Applicant will be responsible for the scientific and technical direction of the
project. They have primary fiduciary responsibility and accountability for carrying out the project
within the funding limits awarded and in accordance with the terms and conditions of the HRB.

The Lead Applicant must:
e Hold a post (permanent or a contract that covers the duration of the award) in a HRB
recognised Host Institution in the Republic of Ireland (the “Host Institution”) as an

® Such a DPIA would help inform development of the up-scaled model by identifying risks and providing
suggestions as to how such risks could be mitigated including what technical and organisational measures
could be employed.



independent investigator. For clinicians, an adjunct position in a HRB recognised Host
Institution is acceptable, OR

e Be an individual who will be recognised by the Host Institution upon receipt of an award as
an independent investigator who will have a dedicated office and research space for the
duration of award, for which he/she will be fully responsible. The Lead Applicant does not
necessarily need to be employed by the Host Institution at the time of the application
submission.

Co-Applicants

A Co-Applicant has a well-defined, critical and substantial role in the conduct and steering of the
proposed project. Co-Applicants from outside of the Republic of Ireland are welcome where this is
appropriately justified in terms of added value for the research. A Co-Applicant may receive funding
for items such as running costs and personnel but will not receive support towards his/her own
salary where he / she us in a salaried positions. However, Co-Applicants can request their own
salary, depending on their role and percentage of time dedicated to the research for the duration of
the award if they are contract/independent investigators. Up to a maximum of 10 Co-applicants can
be included.

Note: it is not mandatory to have 10 Co-Applicants but this is to allow for flexibility should this seem
appropriate

Collaborators

There is no maximum limit on the amount of Collaborators to be included within the project. An
official Collaborator is an individual or an organisation that provides an integral and discrete
contribution (either direct or indirect) to the proposed research activities. A collaborator may
provide material, training, access to specific equipment, specialist staff time, trials advice or other
support, access to data and/or patients, instruments or protocols or may act in an advisory capacity.
They can be based in an academic institution, a private enterprise, a healthcare organisation or
agency, or come from the charity sector. Profile details must be provided for ALL official
collaborators. In addition, each official collaborator must complete a Collaboration Agreement Form
at full application stage. A template Collaborator Agreement form will be made available on GEMS
for download. Collaborators may be based outside the Republic of Ireland.

5. FUNDING AND DURATION OF AWARD

This is a once off award and will offer research related costs including salary for research staff,
running costs, dissemination and training costs, remuneration for international expertise, and
overheads contributions. This once off award will be up to a maximum award of €370,000 over the
duration of the project. It is envisaged that the project will take place over 18 - 24 months.

Allowable HRB costs include salary-related costs, running costs (including small items of equipment,
hardware, software and remuneration for international support), dissemination costs, and overhead
contribution (based on the HRB Policy on Overhead Use).

The budget requested must reflect the scale and nature of the proposed project and the personnel

requested to carry out the project. Reviewers will thoroughly assess this when reviewing the



proposal. The maximum funding envelope available is not an invitation to apply for the maximum
amount.

The award will offer funding under the following categories:
1. Project-related costs
2. Overheads contribution

1. Project-related costs:

e Salary-related costs in line with the IUA most recent scale or stipend and fees related
costs for funded personnel necessary for the proposed research project.

e Running costs for the project, including specific details on international collaboration

e Equipment cost

e Dissemination and knowledge exchange activities.

2. An overhead contribution of 25% of the Total Direct Modified Costs (TDMC) of the award
for desk based project.

Please see budget section for additional guidance.

6. HOST INSTITUTION

A HRB Host Institution’ is a research performing organisation that is approved by the HRB for the
purpose of receiving and administering HRB grant funding and is responsible for compliance with all
general and specific terms and conditions of awards. HRB Host Institution status is a requirement to
submit an application under all of the HRB’s award schemes. The Host Institution for the award is
normally that of the Lead Applicant but it may be another organisation/institution designated by the
research team, where it is clearly justified. In order to be eligible to apply for funding, an Institution
must be an approved HRB Host Institution no later than two calendar months before the closing
date of a call. A list of currently approved HRB Host Institutions and information on the application
process for research performing organisations to be approved as HRB Host Institutions can be found
on the HRB website”.

Host Institution Letters of Support must be provided for (1) all Lead Applicants in a contract
position and (2) Co-Applicants in a contract position who are seeking their own salary. The formal
letter on headed notepaper, dated and signed by the Head of School/Research Centre/Hospital must
include the following information; [Host Institution - insert name] which is the host institution of
[applicant - insert name] confirms that [applicant - insert name]: (i) holds an employment contract
which extends until [insert date] or will be recognized by the host institution upon receipt of the HRB
award as a contract researcher; (ii) has an independent office and research space/facilities for which
he/she is fully responsible for at least the duration of the award, and (iii) has the capability and

? http://www.hrb.ie/funding/funding-schemes/before-you-apply/all-grant-policies/hrb-policy-on-approval-of-
host-institutions/
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authority to mentor and supervise post-graduate students and post-doctoral researchers. Electronic
signatures are acceptable for letters that are uploaded on the HRB GEMS system.

It is the responsibility of the Lead Applicant to ensure that applications are completed in full and all
necessary documentation is received by the HRB on, or before, the closing dates indicated.

7. APPLICATION PROCESS
Applications must be completed and submitted through the HRB online Grant E-Management
System (GEMS) (https://grants.hrb.ie).

e GEMS will close the full application form for this award automatically at the stated
deadline and timeline (13:00, Wednesday 10" of April).

Prior to final submission to the HRB, all applications must first be reviewed and approved within
GEMS by the Dean of Research (or equivalent) at the Host Institution. It is critical therefore that
the Lead Applicant leaves sufficient time in the process for the signatories in their nominated Host
Institution to review, seek clarifications and approve applications prior to the final submission
date. This may involve being aware of and complying with any internal Host Institution deadlines
for review and approval, distinct from the HRB deadline.

8. REVIEW PROCESS

The HRB is committed to an open and competitive process underpinned by international peer
review. Following an initial eligibility check, eligible applications are then sent to international
peer-reviewers for assessment and short-listing. Short-listed candidates will be invited to attend
for interview by an international Interview Panel who will make final funding recommendations to
the Board of the HRB.

To ensure the integrity of the assessment process, conflict of interest and confidentiality are
applied rigorously in each stage of the process.

Panel review

An international multidisciplinary Interview Panel will be convened comprising of 2-3 members
and an independent Chair. Panel member experts are selected based on the expertise and skillset
needed.

Short-listed applicant teams are invited to attend an interview with the Interview Panel. The
interview will begin with a short presentation of their research proposal vision followed by
qguestioning by the Interview Panel members.

At the end of the Panel meeting, a final score is collectively agreed for each applicant team and
then ranked according to score. HRB staff members are present at this meeting to ensure the
integrity of the HRB process and to take notes for feedback.

11
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Note: The HRB Gender Policy came into effect on 1 June 2016™. Gender balance of the Lead
Applicant will be among the ranking factors to prioritise proposals with the same scores in the
Panel ranking list.

The recommendations of the Interview Panel are presented for approval at the next scheduled
HRB Board meeting. When the Board of the HRB has approved the process and recommendations,
HRB staff will contact the applicants to notify them of the outcome.

The reviewers will evaluate all applications based on the following assessment criteria, as

approved by the HRB Board.

Assessment criteria

The reviewers will evaluate all applications based on the following assessment criteria, as approved
by the HRB Board, and successful applications will be expected to score highly in all:

e The quality, relevance and the potential of the proposal to be applied in a real life setting of
creating national infrastructure for the linkage of health datasets;

e Feasibility of the proposal in terms of availability and accessibility of facilities, infrastructure,
data, and/or other supports and in terms of the designated timescale;

e Capacity and capability of the team to undertake the variety of technical aspects of the
model and communication skills for engagement and dissemination elements, including
their track record;

e Strength of dissemination and engagement activities proposed.

9. CONFLICT OF INTEREST

Conflict of interest rules are applied rigorously. Where a conflict of interest exists, the reviewer is
requested to inform the HRB immediately so that an alternative reviewer may be appointed.
International peer reviewers will not provide comments or scores on any application on which they
have a conflict of interest.

Reviewers are required to respect the confidentiality of the peer review process, which is designed
to protect and preserve the integrity of the HRB’s advisers and processes. Reviewers may not
discuss any aspect of the scoring or assessment with applicants or colleagues. All such requests
must be referred to the HRB.

Timeframe

For this award an application phase of 3 months is anticipated. This is to allow applicants to develop
and explore the feasibility of partnerships and resolve project compliance issues.

Key Dates

Guidelines and cover note presented to Board December 2018

1% http://www.hrb.ie/research-strategy-funding/policies-guidelines-and-grant-conditions/policies-and-
position-statements/gender-policy/
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Call open to applicants January 2018
Closing date April 2019
Review period April 2019
Panel meeting April /May 2019
Board approval of selection June 2019
Applicants informed of outcome June 2019

10. Contact

For further information on the Proof of Concept technical model for ‘DASSL’ award contact:

Aileen Sheehy

Programme Officer — Data Policy
E. asheehy@hrb.ie

T.01-2345 258

The HRB reserves the right to reject any application that does not meet the terms of this call. The
HRB’s procedure for appealing funding decisions is available at
http://www.hrb.ie/funding/funding-schemes/before-you-apply/relevant-policies/

13
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Appendix 1: Detailed Guidance on the Application Form
Only registered users of the GEMS system can apply for grants. In order to submit an online
application to the HRB, applicants are required to register at the following address:

https://grants.hrb.ie

Please refer to the GEMS Technical Guidance Notes for further information.
The Lead Applicant-Researcher must create the application.

A Lead Applicants can register on GEMS and they will receive an email to confirm their
registration and log in details. The Lead Applicant can then add information on their contact
and CV details in ‘Manage My Details’ section of GEMS.

Lead Applicants previously registered on GEMS can login to GEMS and update any
information regarding their contact and CV details in ‘Manage my details’.

Once logged in to GEMS applicants are taken directly to the Home page which is the starting point to
create a new Grant application.

Once the Lead Applicant-Researcher selects scheme on GEMS, s/he will be asked to go through a
check list of mandatory Yes/No questions. In order to start the application the Lead Applicant-
Researcher must satisfy the conditions of this check list.

The Lead Applicant-Researcher will be then able to start the application. Further details for
completing each of the main sections of the application form are provided below:

Lead Applicant Declaration
Agreement to share personal data in application

| understand that personal data provided as part of this application, including but not limited to CV
information, may be shared with person(s) based outside of the European Economic Area (EEA) for
the specific purpose of obtaining peer reviews of this application. Y/N

1. Host Institution and Signatory Notification

1.1 Host Institution

A HRB Host Institution is a research performing organisation that is approved by the HRB for the
purpose of receiving and administering HRB grant funding and is responsible for compliance with all
general and specific terms and conditions of awards. HRB Host Institution status is a requirement to
submit an application under all of the HRB’s award schemes. The Host Institution for the award is
normally that of the Lead Applicant Researcher but it may be another organisation/institution
designated by the research team, where it is clearly justified. In order to be eligible to apply for
funding, an Institution must be an approved HRB Host Institution no later than two calendar months
before the closing date of a call. Approved HRB Host Institutions are listed on our website'’.

" http://www.hrb.ie/funding/funding-schemes/before-you-apply/all-grant-policies/hrb-policy-on-approval-of-
host-institutions/
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Information is available on the same webpage on the application process for research performing
organisations to be approved as HRB Host Institutions.

In GEMS you will be asked to identify a Host Institution (from this list) and type it in full (do not use
acronyms such as UCD, TCD, NUIG). Once you have entered the first 3-4 characters of the HI, you will
be assisted with auto-select options. It is important that the HI name is entered accurately and in full
as an incorrect entry may result in delays in attaining HI approvals.

1.2 Signatory Notification (within Host Institution)
Once the Host Institution is selected at the initial stages of application creation this will allow the
Lead Applicant Researcher to notify the authorised signatory (Dean of Research or equivalent

person authorised to endorse research grant applications for the Host Institution) in that Host
Institution of the Lead Applicant-Researcher’s intention to submit an application. The signatory’s
details are pre-populated in the system so the applicant just needs to click ‘NOTIFY’ within GEMS.
We recommend that you notify the HI signatory of your intention to apply as soon as possible in the
application process. The signatory will receive an email from GEMS with the name and email details
of the Lead Applicant-Researcher and if they have any queries or clarifications they can engage
directly to resolve them with the Lead Applicant-Researcher. The HI signatory must confirm their
willingness to participate as HI for the application through GEMS and once they do this a PDF of the
application will be available for them to review with a view to them ultimately approving the final
version for submission to the HRB.

2. Lead Applicant-Researcher, Lead Applicant-Knowledge User, Co-Applicants
and Collaborators details

2.1 Lead Applicant-Researcher’s Details

The Lead Applicant will serve as the primary point of contact for the HRB during the review process
and on the award, if successful. The Lead Applicant will be responsible for the scientific and technical
direction of the research programme. They have primary fiduciary responsibility and accountability
for carrying out the research within the funding limits awarded and in accordance with the terms
and conditions of the HRB.

The Lead Applicant must:

e Hold a post (permanent or a contract that covers the duration of the award) in a HRB
recognised Host Institution in the Republic of Ireland (the “Host Institution”) as an
independent investigator. For clinicians, an adjunct position in a HRB recognised Host
Institution is acceptable, OR

e Be an individual who will be recognised by the Host Institution upon receipt of an award as
an independent investigator who will have a dedicated office and research space for the
duration of award, for which he/she will be fully responsible The Lead Applicant does not
necessarily need to be employed by the Host Institution at the time of the application
submission.

They must show evidence of achievement as an independent researcher* in their chosen research
field by:
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a) Demonstrating a record of research output, with at least three publications of original
research in peer reviewed journals. Where appropriate, they should also provide evidence of
other outputs such as published book chapters, reports to government and/or any other
relevant outputs that have resulted in a significant impact in their field.

b) Demonstrating record of independence by showing that they have secured at least one
peer-reviewed research grant for a research project/s, as either the Lead Applicant or a Co-
Applicant. Funding received for travel to seminars/conferences and/or small personal
bursaries will not be considered in this regard.

c) Show evidence that they possess the capability and authority to manage and supervise the
research team.

For the purpose of this application form Funding Record details should be added directly on to the
application form and will not be pulled through from the ‘manage my details’ section of GEMS.

Additional evidence of experience and expertise relevant to this application

Lead Applicant-Researcher’s may also wish to include any additional experience or expertise that will
support their application. For example, previous experience of working in collaboration with
knowledge users to produce research or evidence for health, evidence of how their research
outcomes have been translated into areas of policy and/or practice or of links with other researchers
(including those from other research disciplines), evidence of Patient Public Involvement in research
that they have undertaken, recognised contributions to research for national need (if not apparent
from other sections), and roles/responsibilities as a constructive and effective change agent. The
word limit is 300 words.

2.4 Co-Applicants
The Lead Applicant Researcher can add up to 10 co-applicants to an application by entering their
name on GEMS. If the Co-applicant is already registered on GEMS, the system will find them and will

allow the Lead Applicant Researcher to select them. Alternatively, a co-applicant can be added
manually by entering their name and email details. GEMS will send them an email with login details
for completing the registration process and will inform them that they have been invited by the Lead
Applicant to participate on the application as a co-applicant. PPI Participants can register in the same
way as Co-Applicants.

Registered Co-applicants can decide whether to accept or reject their participation and consent to
the application being submitted jointly in their name. If a co-applicant rejects participation on an
application the Pl is informed and may revise the application accordingly. Co-applicants which accept
to participate in an application will be able to edit the application. The system will flag through a
pop-up warning if another user is working on the application form at the same time. A member of
the applicant team may choose to over-ride this pop-up message and continue to enter data but it’s
advisable that they contact the other person directly to avoid losing data when applying the override
function.

Prior to validation and submitting the application to the authorised signatory of the nominated Host
Institution for the final approval stage, Co-applicants must also approve the content of the
application.
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Co-Applicants Contact and CV Details

Each co-applicant can manage their contact and CV details (Name, contact information, institution,
present position, employment history, profession and membership details of professional bodies)
under the ‘Manage my Details’ section of GEMS and this information will be automatically included
in any application that involves this individual.

2.5 Researcher Co-Applicants

Researcher Co-Applicants will be asked to provide additional information including their 5 most
relevant publications, their relevant funding record and their current position and status (contract
or permanent) in the application form.

For Researcher Co-Applicants holding contract positions who are seeking their own salary, a Letter
of Support from the Host Institution must also be included.

Host Institution Letters of Support must be provided for (1) all Lead Applicant-Researchers in a
contract position and (2) Researcher Co-Applicants in a contract position who are seeking their own
salary. The formal letter on headed notepaper, dated and signed by the Head of School/Research
Centre must include the following information; [Host Institution — insert name] which is the host
institution of [applicant - insert name] confirms that [applicant - insert name]: (i) holds an
employment contract which extends until [insert date] or will be recognized by the host institution
upon receipt of the HRB APA award as a contract researcher; (ii) has an independent office and
research space/facilities for which he/she is fully responsible for at least the duration of the award,
and (iii) has the capability and authority to mentor and supervise post-graduate students and post-
doctorate researchers. Electronic signatures are acceptable for letters that are uploaded on the HRB
GEMS system.

2.8 Collaborators Details
The Lead Applicant Researcher can add as many collaborators per application as required. Unlike Co-
applicants, the information for Collaborators is _not automatically drawn from the ‘Manage my

Details’ section of GEMS but must be entered by the Lead Applicant Researcher. The Lead Applicant
Researcher must enter contact and CV details for all collaborators including name, contact
information, institution, present position, employment history, profession and membership details
of professional bodies, Publications and Funding Record (if applicable) (five most relevant

publications in peer-reviewed journals and details of any past or current grants held (including HRB

grants) relevant to this application where the collaborator has acted as Principal Investigator or Co-
Applicant).

In addition, for each Collaborator a signed Collaboration Agreement Form must be provided. A
template Collaboration Agreement Form is available for downloaded from GEMS. Forms must be
completed, signed, dated and uploaded where indicated on HRB GEMS. Please label each form with
the name of the relevant collaborator. Electronic signatures are acceptable on letters/forms that are
uploaded on GEMS.

Note: it is not mandatory to have 15 Collaborators but this is to allow for flexibility should this
seem appropriate.
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3. Project Details

3.1 Project Title
You are asked to provide a title that clearly describes the project to which this application is related.
This should be descriptive and concise and should reflect the aim of the project.

3.2 Project Duration and Start date
Please indicate the expected length of the proposed project in months (minimum duration of 18
months and maximum duration is 24 months) and the proposed start date.

3.3 Project Lay Summary
You are asked to provide a brief summary of the proposed project to develop the Proof of Concept
for the DASSL model. This should include objectives, design and expected outcomes.

The lay summary needs to be written as a plain English summary, such that it is clear, easy to
understand, and is easily accessible to a broad, lay audience. Avoid the use of highly technical terms.
This summary may be used when providing information to the public concerning the variety of
research funded by the HRB. The word limit is 300 words.

3.4 Project Abstract

This should be a succinct summary of the proposed project. This structured summary should outline
the background to the project, the aims of the work, including the question to be addressed by the
research, the plan of investigation and a summary of the potential impact on health and social care
policy and/or practice. Ideally it provides a clear synopsis of your proposal and should set the
research proposal in context. The word limit is 300 words.

Please note that this section of the application form will be used as an overall summary, and
therefore, should be a stand-alone section. Any abbreviations used elsewhere in the proposal
should be defined here.

3.5 Keywords
Please enter up to 5 keywords that specifically describe your research project.

4. Project Description

Please ensure that your application is focused and that sufficient evidence is provided to enable the
international peer reviewers to reach a considered judgement as to the quality of your project
proposal, its technical merit and the potential impact of the project to lay the foundations for
national infrastructure of international merit.

The Project Description must include:

e Current knowledge, Background to the area, and Relevance

e Objectives and Deliverables (including Gantt chart or alternative)
e Research Design and Methodological approach

e Stakeholder group

e User and functionality testing

e Qverview of International Support

e Gender issues in the research project
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e Potential Risks and Ethical Concerns
e Engagement and Dissemination Plan
e Summary of relevant experience

e Project Management

4.1 Current knowledge, Background to the area, Relevance and Knowledge Gap

Describe the background to the research proposal and detail international developments relevant to
a national solution. Include evidence from the literature and give references to any relevant projects
and / or initiatives.

Summarise the need for such a project to build capacity, and the rationale for the particular steps
you plan to pursue. Describe the anticipated outputs, outcomes and impact of the proposed project,
indicating the anticipated timescale for any proposed benefits to be realised. Provide a clear
description of the problem to be addressed and explain why it is important and timely, especially in
an Irish context. Be aware that the peer reviewers reading your proposal will be based outside of
Ireland, so it is important to describe the current healthcare delivery context in Ireland when
discussing issues around need, relevance, timeliness and feasibility.

Demonstrate how the proposed research will build on existing research to influence the application
of the research findings into the Irish healthcare system

The word limit is 1200 words.

NOTE: you are strongly advised to read the Guidance Notes and in particular the assessment criteria
when writing this section.

4.2 Objectives and Deliverables
Please add a minimum of 3 research objectives. Objectives should be SMART (specific, measurable,

achievable, realistic and time-bound). For each objective list a subset of deliverables which will be
used to monitor progress throughout the lifetime of the award if successful. Objectives/deliverables
should be mapped against estimated completion timelines in a Gantt chart, and any milestones
highlighted.

The word limit is 60 words for each objective and 150 words for the deliverables.

You must upload a Gantt chart which lists the above objectives and deliverables against the
estimated timelines for completion, together with any additional milestones/key dates.

4.3 Design and Methodological Approach

Summarise the proposed project plan, providing descriptions of any individual work packages and
describe how they integrate to form a coherent project. Include details of the general approaches,
study designs and techniques that will be used. Include details of software and hardware that will
need to be developed bespoke or can be obtained through an international collaborator. Include
details on all stages of the study design instruments and techniques, measures and
analysis/management plans. The word limit is 4500 words.

4.4 Stakeholder Group
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Indicate how the proposed Stakeholder group will be integrated within the project and detail how
they will support the development of the Proof of Concept. The word limit is 500 words.

4.5 User and functionality testing

Briefly describe the user and functionality testing that will be undertaken to ensure that the model
works appropriately and meets international standards. Provide details of how the Stakeholder
group may participate in this element of the project. The word limit is 500 words.

4.6 International support

To the best of our knowledge, a project such as this has not been previously undertaken in Ireland.
However, there are many international experts in the design and implementation of national
infrastructures for health research data based in other countries. For this reason, there is an
expectation that all applicants will liaise with international experts to ensure that the Proof of
Concept meets international standards for data infrastructure.

Indicate how the proposed project plans to use international expertise in the area to support the
development of the Proof of Concept infrastructure. Please provide detail on the specific
organisations and the experts you plan to collaborate with and the support you envisage them
providing. The word limit is 1500 words.

4.7 Gender issues in the research project

A key objective of the HRB is to strive for gender balance in Irish health research. We encourage a
balanced participation between women and men in all research activities. Please identify and
explain how you address sex and/or gender issues in your project.

Indicate whether a potential sex and/or gender dimension may be present or could arise in the
course of your proposed research:

e If so, outline how sex and/or gender analysis will be integrated in the design, implementation,
evaluation, interpretation and dissemination of the results of the research.
¢ If not, outline why it is not relevant to the research proposal.

The word limit is 500 words.

4.8 Potential risks and ethical concerns
Please address any potential risk and/or harm to the safety of the patients or human
subjects/participants in the study, if relevant, and highlight any potential ethical concerns during this
study and/or at follow-up stage, even if not part of this application, and how you propose to deal
with them. The word limit is 400 words.

4.9 Engagement and dissemination plan

Include a clear engagement and dissemination plan to indicate how the outcomes and the outputs
you anticipate producing during and after your project will be disseminated, shared and made
openly accessible, in line with HRB Open Access Policy™2. Research outputs include peer-reviewed
publications, non-peer reviewed publications and conference proceedings, reports, policy briefings,

2 http://www.hrb.ie/research-strategy-funding/policies-and-guidelines/policies/open-access/
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guidelines, training materials and so on. Protection of Intellectual Property should be considered
before data are disseminated®.

Provide details of how you plan to engage with stakeholders - within the stakeholder group and
beyond - along the way of the project. Detail specifically what groups of people you plan to engage
with. Provide information on how you plan to engage policy makers to gain support for the upscaling
of the project to a national level once the technical build has been completed. The word limit is 600
words.

4.10 Relevant Experience

Please provide detail of relevant experience the collaborating team has on delivering large scale
technical infrastructure similar to, or parts of, the DASSL Proof of Concept. Specify the purpose of
these projects and the organisations where these projects were implemented. Highlight how the
skills and experience gained from these projects will transfer and support the development of the
various elements of the Proof of Concept. The word limit is 600 words.

4.11 Project Management

Please describe how the research project will be managed. Describe any oversight, advisory or
governance structures that are crucial to delivery of the project, including a steering committee or
data safety and monitoring committee if applicable. Include how the Stakeholder group will fit
within the project management plan. Outline the processes that will be put in place to ensure that
the project is well managed, commenting on project management, meetings schedules, financial
management etc. The word limit is 600 words.

A file upload option is available to include an attachment to support your Project Description. A
maximum of 5 figures, which can be a combination of images, graphs, tables, scales, instruments or
surveys, may be uploaded as a single document on HRB GEMS. They must not be embedded within
the text of the Project Description. The maximum size is 2MB.

4.12 References

A full description of the Publications cited in the Project Description should be provided. You can
enter a maximum of 30 publications. Please enter references in the same format. For example the
following format may be used:

Gallagher PA, Shoemaker JA, Wei X, Brockhoff-Schwegel CA, Creed JT. Extraction and detection of
arsenicals in seaweed via accelerated solvent extraction with ion chromatographic separation and
ICP-MS detection. Fresenius J Anal Chem. 2001 Jan 1;369(1):71-80. PMID: 11210234.

For book and printed source citations:

Farrell M, Gerada C and Marsden J (2000) External review of drug services for the Eastern Health
Board. London: National Addiction Centre.

3 All HRB Host Institutions must subscribe to the National Intellectual Property Protocol, ‘Inspiring
Partnership- the national IP Protocol 2016: Policies and resources to help industry make good use of public
research in Ireland’, prepared by Government/Knowledge Transfer Ireland to ensure transparent and
consistent procedures for managing Intellectual Property from publicly funded research.
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5. Details of Project Team

5.1 Lead Applicant

Outline the role of the Lead Applicant in this project on a day-to-day basis including the amount of
time to be dedicated to working on this project, either as a percentage or a proportion of a full time
equivalent (FTE). The word limit is 250 words.

5.2 Co-Applicant’s Role
For each Co-Applicant please outline their role in the project. The word limit is 250 words.

5.3 Collaborator’s Role
For each Collaborator please outline their role in the project. The word limit is 250 words.

5.4 Personnel

Please give details of all personnel to be funded through this project including the Lead Applicants if
relevant. Note that you must justify the nature of all research personnel relative to the scale and
complexity of the project. If funding is requested for known personnel, please include the following
details: Name, address, present position, academic qualifications and professional qualifications. The
word limit is 400 words.

6. Infrastructure & Support

Describe the infrastructure, facilities, specialist expertise and other support available at the Host
Institution and/or at other sites where the research will be conducted. Please include details of
critical supports where this is being provided above and beyond the activities/expertise of members
of the research team. The word limit is 400 words.

7. IP considerations

The Lead Applicant together with the Host Institution has a duty to the public to ensure that
discoveries and advancements in knowledge arising from any award are translated for public benefit
including but not limited to commercial development of new therapies, diagnostics, materials,
methodologies and software for health. Please consult with the relevant Technology Transfer Office
for advice on this section, where appropriate.

Please describe any current Intellectual property (IP) that will be relevant for the study and whether
such IP assets are held by the applicants, and/or others outside the research team. Such IP might
include software, checklists, scales, protocols, guidelines, questionnaires, or medicinal products for
example. Has relevant background IP for your study been identified? If IP is required is there
freedom to operate, such that this research can eventually be translated. What arrangements are in
place to manage IP during the study, and ensure it is protected (if appropriate) prior to
dissemination? Do you foresee any barriers to use of IP in order for the research outputs to be
adopted?

The word limit is 1000 words.

9. Project Budget

Please provide a summary and justification of the costs and duration associated with the project.
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A full detailed breakdown of costings and justification for all funding is required for items listed
under each subheading within GEMS.

Overheads Note: Overheads will only be paid on the costs requested from the HRB.

The following costs can be requested under the Proof of Concept project budget: Personnel costs,
Running costs, Equipment costs, Dissemination costs and Overhead costs.

Note: You are strongly advised to seek guidance from the research office/finance office in the host

institution before completing this section of the form. The HRB will not provide additional funding in
the case of either under-estimates or over expenditure.

Funds will be provided for the following:

1. Personnel costs

Must be listed for all salaried personnel

a) Salary

Gross Annual Salary (including 5% employee pension contribution)
negotiated and agreed with host institution. Applicants should use
the IUA website scales for the most up-to-date recommended salary
scales for academic researchers http://www.iua.ie/research-
innovation/researcher-salary-scales/

Please note employee pension contribution of 5% has already been
incorporated into the IUA gross salary figure.

Applicants are advised that public sector pay increases for the period
until end of 2020 have been agreed. Please find new pay scales at
https://www.iua.ie/research-innovation/researcher-salary-scales/ If

your application stretches beyond 2020; please apply a salary
contingency of 2.5% p.a.

Note: The HRB does not provide funding for the salary or benefits of
academic staff within research institutions that are already in receipt
of salary or benefits. The HRB does not provide salary or buy out time
for collaborators.

b) Employer’s PRSI

Employer’s PRSI contribution is calculated at 10.85% of gross salary.

c) Employer Pension
Contribution

Pension provision up to a maximum of 20% of gross salary will be paid
to the host institution to enable compliance with the Employment
Control Framework (an additional 5% employee contribution is part
of the salary). The level of employer contribution should be in
accordance with the model adopted by the host institution.

If applicable, state the amount of employer contribution based on the
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pro rata salary and note the % of pro rata salary used to calculate this
for reference.

Exceptions apply where Circular letter 6/2007 applies. Circular Letter
6/2007 states that the pensions contribution of all Public Health
Service employees who, on or after 1 June 2007, are granted
secondments or periods of special leave with pay to enable them take
up appointments with other organisations, including other Public
Health Sector organisations, will be increased to 25% of gross
pensionable pay. The rate of 25% of gross pensionable pay referred to
in this context is the pension contributions to be paid by the body to
which the employee is seconded — it does not include any pension
contributions which employees make themselves. Where no such
arrangements are in place, the HRB will not be liable for costs.

2. Running Costs

For all costs required to carry out the planned activities including
materials and consumables, survey costs, travel for participants,
transcription costs and any other relevant costs not covered under
the named categories. All costs must be fully justified.

Include costs associated with contributions towards expertise and
access to existing expertise, stakeholder engagement, software and
hardware developed by others for similar models. It is particularly
important to detail the costs of international collaboration.

The following costs are ineligible and will not be funded: training
courses/workshops for funded research personnel, inflationary
increases, cost of electronic journals.

Note: Please see a list of costs that fall within the overhead
contribution below and which should not be listed under running
costs.

3. Equipment

Funding for small items of suitably justified equipment can be
included in this section. Personal/Stand-alone computers will not be
funded as these are considered a standard piece of office equipment,
i.e. overhead. Dedicated laptops or similar equipment that is required
specifically for the project because of the nature of the research, will
be considered where appropriately justified. All costs must be
inclusive of VAT, where applicable.

4. Dissemination Costs

Costs associated with publication of results, seminar/conference
attendance (provide details of name and location, where possible)
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and any other means of communicating/reporting research outcomes
as detailed under knowledge dissemination and exchange activities in
the dissemination and knowledge translation plan as well as costs
related to data sharing. Please refer to the HRB policy on Open Access
to Published Research™. Please list dissemination costs under the
following categories: publications, conferences, other activities
(expanded as necessary.) Note that meetings between the research
team members for purposes of carrying out the research activities
should be submitted under running costs.

5. Overhead Contribution NOTE that overheads will only be paid on the costs requested from
the HRB.

In accordance with the HRB Policy on Overhead Usage, the HRB will
contribute to the indirect costs of the research through an overhead
payment of 30% of Total Direct Modified Costs (TDMC excludes
student fees, equipment and capital building costs) for laboratory or
clinically based research and 25% of Total Direct Modified Costs if
desk based research.

The following items are included in the overhead contribution:
recruitment costs, bench fees, office space, software, contribution to
gases, bacteriological media preparation fees, waste fees,
bioinformatics access.

10. Ethical Approval
Ethical approval is required for all research work that involves human participants and human
material (including tissue).

If ethical approval has already been secured for this grant you will be requested to upload a copy of
the relevant approval letter with this application.

If documents are not currently available, they must be sent to the HRB prior to any work
commencing where the ethical approval is required

11. Submission of Applications
Application closing date 10th April 2019 @ 1pm

1. After successful validation the Lead Applicant Researcher may submit the application. It will
then be routed to the designated signatory at the Host Institution for their approval.

" http://www.hrb.ie/funding/funding-schemes/before-you-apply/all-grant-policies/hrb-policy-on-open-
access//
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2. If a signatory rejects the application the Lead Applicant Researcher will be notified, along
with any feedback the signatory has supplied.

3. The application can then be re-submitted; it will be returned to the signatory and will
continue through the approval process as before.

4. On completion of the final approval by the Host Institution signatory, a grant application
number is assigned to the application.

5. The application automatically gets submitted to the HRB through GEMS for consideration for
funding.

Please note that the HRB will not follow up any supporting documentation related to the
application, such as Host Institution’s Letters of Support, Collaborator Agreement Form, Gantt
charts etc. It is the responsibility of the Lead Applicant Researcher to upload all supporting
documentation prior to submission. If the documentation is not received by the HRB on time, in the
correct format or is not properly signed or submitted, the application will be deemed ineligible
without further review.
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