Research Governance toolkit
for hospices

A resource for independent
settings
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Research Is important to patients

A 97% of public believe the NHS should support
research into new treatments

A 93% feel the NHS should be required to support
research

A 72% would want to be involved in trials if
suffering from a condition affecting their day to

day lives
AMRC Ipsos MORI poll June 2011
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Equity: should the setting matter?

A 3200 hospice and palliative care beds in
UK

A ~ 300 home care services
A ~250,000 people cared for per year

A Vast majority outside the NHS




Delivery In independent settings

A Lack of knowledge
A Lack of processes
A Lack of resources and infrastructure

A Overwhelming clinical demands




Complexities of research

The Clinical Trials
Toolkit - Routemap
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*Version 1.1 — August 2013. Please visit www.ct-toolkit.ac.uk to ensure you

have the latest version of the routemap.




Research governance toolkit:

A Meet varying information needs
A Provide accurate information in simple format
A Provide leverage for mentorship

A Encourage discussion of research as part of

organisational culture
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Toolkit development;

A Initial development group: clinician, R&D dept,
NISCHR CRC

A Individual meetings with hospice managers and
clinicians to refine

A Feedback from NISCHR and All Wales R&D
Managers forum

A Final format
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The Palliative Care RDG has been in existence since April 2010, having the remit of facilitating the
development of palliative care research studies which will become part of the NISCHR study
portfolio, to which patients of Wales will have access. Initially the Welsh Government funded the
Cancer RRG in the area of palliative and supportive care only as it was recognized nationally as
an area of unmet need. Palliative and supportive care has therefore been the area of priority for
the RRG over its first 3 years
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RESEARCH GOVERNANCE TOOLKIT

Your Host Organisation Responsibilities

You or your organisation have been @ A staff member has a possible project
approached to participate in a study idea to improve patient care / service

Is the study research, audit or
service evaluation

» Research
If the study is research this needs » Audit
to be presented and managed with » Service evaiuation
a formalised approach (If audit or
service evaluation local procedures
should be followed)
> Managed
» 551 information
» Reviewing
» Approving
» Audit

WHAT YOU NEED TO DO
1

ensure there dequate resources
onfirm th a study ailable for the duration of the study.
Principal Investigator & s Ensure staff have the appropriate
Confirm that the study has ure the organisation can provide skills to contribute to the study
ethical approval

» Principal Investigator > Resources » Skills

> Ethical Approval » Sufficient Patients

WHY YOU NEED TO DO IT

is coll e
sibility - Individual (P1.C1)

and / or financing of the study \ t 2 . fely by staff wh:
d aspects of the study

To ensure it is ethical for the study to
proceed

> Individual ganisation > » Oversight

> Institution > Ethical

HOW YOU NEED TO DO IT

Remember this is to safeguard the public and to ensure the study is run
safely by staff who understand all aspects of the research

HOT LINKS N

Establish a process for project proposal Study Review Checklist

and app
This might be part of your Clinical Governance Committee or Audit Group

Approvil

Create and maintain a study site file containing all essential documents Study Site File
related to the study ensuring all trial documentation is keptup to date

> Good Clinical

Ensure staff have relevant training. eg, Informed Consent. Good Clinical Practice (GCP) Practice (GCP)

Training 2

Jj
Establish a process to ensure GCP training is updated regularly (every 2 years) Updated

Ensure that all costs to the organisation have been accounted for when Costing the Study
costing the study




RESEARCH GOVERNANCE: A GUIDE FOR HOSPICES

This Toolkit has been developed as a guide for researchers working in independent hospices settings to support development of a research
governance infrastructure and facilitate the research engagement of independent organisations.

RESEARCH GOVERNANCE TOOLKIT

Your Host Organisation Responsibilities

You or your organisation have been approached to @ A staff member has a possible project idea to
participate in a study improve patient care / service

Is the study research, audit or
service evaluation

» Research, Audit, Service Evaluation

service evaluation local procedures
should be followed)

» Managed

If the study is research this needs to
be presented and managed with a
formalised approach (If audit or

WHAT YOU NEED TO DO

Ensure there are adequate_resources Ensure staff have the appropriate

Confirm there is a study Principal

stigator & Sponsor Confirm tha available for the d opn of the d



Defining Research / Audit / Service Evaluation

Research - creates new knowledge and forms the basis of agreed guidelines and standards - what practice should
be

Audit - looks at practice, compares it with guidelines or standards and checks we are doing it as we should; if not
then why - whether practice is as good as it should be

Service evaluation - conducted to define or judge current care or practice — how practice is

Research is concerned with discovering the right thing to do; Audit is ensuring it is done right.

Research

Creates new knowledge

Based on an idea (hypothesis)

May be large scale or over long time
period

May involve patients receiving a
completely new treatment or
intervention

May involve patients being given
treatments/drugs

No built in mechanism to act on
findings

Findings can have a wide influence on
clinical practice

Always requires ethical approval

Audit

Motivated to define current
care

Based on the comparison of
practice against standards

Usually small scale over short
period

Never involves any new
treatments

Does not affect patients
normal treatment

Clear responsibility to act on
findings

Findings can influence new
standards or guidelines

Does not require ethical
approval

Service Evaluation

Motivated to define current
care

Based on judging standards of
practice

Usually small scale over short
period

Never involves any new
treatments

Does not affect patients
normal treatment

Clear responsibility to act on
findings

Findings usually influence local
practice

Does not require ethical
approval

Remember - without research we will not know the most effective practice, without audit/service
evaluation we cannot know if it is being practiced.



Confirm there is a study Principal

Investigator & Sponsor Confirm that
the study has received _ethical

approval

> Principal Investigator
» Sponsor
> Ethical Approval

To ensure there is collective
responsibility - individual (P1,CI),
Institutional (Sponsor) and
Organisational (Host) for the initiation,
management and / or financing of the
study.

To ensure it is ethieal for the study to
proceed

> Individual > Institutional

> Organisational > Ethical

WHAT YOU NEED TO DO

Ensure there are adequate_resources
available for the duration of the study.
Ensure the organisation can_sufficient
patlents in accordance with the
eligibility criteria

» Resources

> Sufficient Patients

I
I

To ensure it is feasible to undertake
the study within your organisation
balanced with the demands of the

clinical workload

> Study Feasibility Checklist

Ensure staff have the appropriate
skills to contribute to the study

> Skills

To ensure appropriate elinical
oversight (P1) and to ensure the study
is run safely by staff who understand
all aspects of the study

> Clinical Oversight




Research Governance Toolkit Skills BACK TO TOOLKIT

Appropriate skills

Appropriate skills are required by different staff groups to ensure the study is run to the highest standard. Training in
relevant areas may be required prior to recruitment taking place.

Postgraduate study

¢ Ensure there is appropriate supervision
* Check the study has followed the correct processes within the University e.g. Peer review of the scientific quality
+ Reguest evidence that the student has been trained sufficiently in the methodology they plan to use e.g. patient interviews

» Training in methodology is available if sufficient training has not been carried out.

Training

All staff involved in the research project will be delegated particular tasks e.g. consenting patients, holding interviews and
taking bloed if required, ensure they have received relevant training for the allocated task. Training Reguirements

Good Clinical Practice (GCP) is a process by which those involved in research can receive a formal instruction on all aspects of

study conduct including regulatory requirements and good practice covering clinical trials and other studies conducted within
health and social care settings in Wales.

Good Clinical Practice (GCP) is a legal requirement for all staff when taking part in a study which involves a medicinal product.

Principal Investigator

+ Responsibilities of the Principal Investigator

Principal Investigator




WHAT YOU NEED TO DO

Confirm there is a study Principal Ensure there are adequaie_resources Ensure siaff have the appropriate

Investigator & Sponsor Confirm that available for the duration of the study. skills to contribute to the study
the study has received ethical Ensure the organisation can _sufficient

approval patients in accordance with the
eligibility criteria

> Principal Investigator > Resources > Skills

> Sponsor > Sufficient Patients

» Ethical Approval

WHY YOU NEED TODO IT

To ensure it is feasible to undertake To ensure appropriate elinical

oversight (Pl) and to ensure the study

balanced with the demands of the is run safely by staff who understand
clinical workload all aspects of the study

To ensure there is collective
responsibility - Individual (P1,CI), the study within your organisation
Institutional (Sponsor) and
Organisational (Host) for the initiation,
management and / or financing of the
study.
To ensure it is ethieal for the study to
proceed

> Individual » Institutional » Study Feasibility Checklist » Clinical Oversight

> Organisational > Ethical







