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Importance of Research: Past, Present & Future

RESEARCH THROUGH THE YEARS

1798 First
Successful Vaccine
developed by Edward Jenner

and introduced to combat
Smallpox.

¥

WHO certified the eradication

of Small in 1979. Today
many vaccines are

now available
including MMR, BCG,
Meningitis, HPV, Hep B & Flu.

1928 Discovery of
Antibiotics
Alexander Fleming was the first to
suggest that the Penicillium mould
must secrete an antibacterial
substance, and the first to

concentrate the active substance

which he named penicillin.

4

300 million prescriptions for

antibiotics issued in the US.
Over 100 different antibiotics
available to cure minor, as well as

life threatening infections.

1978 IVF
The pioneers of this
historical landmark were
two British doctors, Dr.
Robert Edwards and Patrick
Stepbe who materialised the
test tube baby after ten
years of hard research.

@

Over 5 million IVF
babies born world wide.

Adapted from Dooley and Ritzema 2014




Importance of Research: Past, Present & Future

< QUESTIONS raised about research? >

What is research? Who does research?

Why do research? When should you do

research?
Is it hard to do? How long does it take?
Will it make a Where can I find
difference? out more about

research?



# Definition:

# “Research is the systematic and rigorous process of enquiry which aims to
described phenomena and to develop and test explanatory concepts and theories.
Ultimately it aims to contribute to a scientific body of knowledge. More

specifically... it aims to improve health, health outcomes and health services.

Bowling (2009, p.1)

Evidence Based Practice

Clinical Trials Qualitative research study Cohort Studies
Systematic Reviews Case Control Studies
Meta-analysis Editorials Expert Opinion

Case Reports RCT’s — Randomised Control Trials



# The Evidence Base Hierarchy

High Quality

Randomixad Controlled Trzks
Cohort Studies

Case-Lontrol Studies

Case Sermes, Case Reporis

Ediorials, Expart Opinion




# An Example of Qualitative Research

Inter-Professional L.earning in Adult Critical Care
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Vikki Park
Research title
An ethnographic stucy of the Inber-Professional Leaming cullure of NHS staffwithin the aout critical care chnical setting.
Background

Critical care |s acknowledged a5 a complex and fast-paced care snvironment (Riofhschild 2 & 3005 The Intensie eved of patient care results In Tregued
Interactions between differant profiessional groups, Mensfons polemialy iNoreasing ooporurity Tor colaborative practice and inter-Professkonal Leaming
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» L=aming which happens betwesn diferent occupabional groups Mmugh the cofboralive sharng of experiise, knowisoge and expesiance.

o Research Design

¥ To understand inler-Professional Leaming acouming wihin the specic culiune of aoul critical care.

Objectives

» To develop a fich descripbion of Me Inder-Professions Leaming cufture in aduit citical care clinical practcs.

# To undarstand in-depth crifizal care practilionsrs’ perceptions and experiances of Infer-Professional Laaming wihin aduft ertical care cinical practice.
» To kentfy which faciors are pemeived to promete or inniit eMeckve Inter-Professlonal Leaming.

Methodoiogy
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Higginbotiom 2013} Using focused efinography the distinet lssue of IPL will thersfone be exploned spacifcaily In adull oritical care setfings.

Mgtnod
w» Stagel Partai-paricipant cheanabon » Shhpe it |riErsiews
» Sampis; Three adut NHS orfticalcare urits » Sampes = 4-12 per crbcal cane department

All professionals within the eméonment 4 pocupational gnoups: Murse, Dochar, Heallh Care Asssiant, Physiolheragest
» Durafon:  Oosenabions sparmingd months perunt . @ Dwaton: Indiedoual Inbendews = 1 hour

Coming to a Critical Care Unit naar you?
It Is proposed the research will {ake piace wiihin Hwes unis within he Norlh of England and the research is curmently Undengoing stages of ethica apovoval

For further information please contact Vikki Park, Senior Lecturer, Morthumbria University, Faculty of Heaith and Life Sciences vikki2.park@northumbria.ac.uk




# The Evidence Base Hierarchy

lratewest:

Backgrouriid:
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Cohort Studies

Case-Lontrol Studies

Case Sermes, Case Reporis

Ediorials, Expart Opinion




# Many Current trials occur in Critical Care

# Below: Trial data taken from the CRN portfolio on the 1st May 2015

‘ Export to Excel Study Status

Closed /
mm

‘ CriticalCare

The grid above shows current activity in the portfolio and may not list every Subtopic.

# Examples from practice:

- Current

- VAP2 - Rapid detection and treatment of Ventilator-Associated
Pneumonia towards antibiotic stewardship.

# Previous

- Oscar: Oscillation ventilation in ARDS

- SPOT(light): Sepsis Pathophysiological & Organisational Timing
- ProMISe: Protocolised Management in Sepsis
- GRIiP: Does GM-CSF restore neutrophil function in critically ill patients?



P ro I\/I I Se (Protocolised Management In Sepsis)

What is ProMI|Se? Primary objectives
A multi-centre. randomised controlled trial of the » To estimate the effect of early, goal-directed,
clinical and cost-effectiveness of early, goal- protocolised resuscitation compared with usual
directed, protocolised resuscitation for emerging resuscitation on mortality at 90-days.
septic shock e To compare the incremental cost-effectiveness,
An important, collaborative, NIHR-funded at one year of early, goal-directed, protocolised

resuscitation versus usual resuscitation.
research effort between emergency, acute and

critical care medicine

Randomixed Controlled Trizis
Cohort Studies

Case-Controd Studies

Caso Seriws, Case Reports

Editorials, Export Opinion

ICNARC (2014)




International Clinical Trials day — 20t May.

» “International Clinical Trials Day is celebrated around the world on or near
the 20 May each year, to commemorate the day that James Lind started
his famous trial on the deadly disease scurvy. It provides a focal point to
raise awareness of the importance of research to health care, and
highlights how partnerships between patients and healthcare practitioners

are vital to high-quality, relevant research.” NIHR (2014)

The Chocolate trial was designed

to raise understanding of

clinical trials during a previous International

Clinical Trials Day event.




Stage Instructions

Enrolment | ¢ Would you like to volunteer for the chocolate trial?
e n=6-10

e Review the “Participant Information Sheet”

e Are you eligible to take part in the study?

e Do you consent to take part?




Participant Information Sheet

We would like to invite you to take part in our research study, “Chocolate”.

Before you decide to take part we would like you to understand why the research is being done and what it would involve for you.

What is the purpose of the study?
Chocolate is delicious treat to enjoy and satisfy hunger at any time, but it could be that the addition of a little flavour will make it even more satisfying.

We are holding a trial today to see if participants find the new chocolate and flavour more satisfying compared to the standard chocolate flavour.

Eligibility
To be eligible to take part in the trial you will need to be willing to eat the piece of chocolate and provide feedback. You will not be able to take part if
you don't like chocolate, are lactose intolerant, or suffer from any food allergies.
N.B. THE INGREDIENT LISTS FOR BOTH PRODUCTS ARE AVAILABLE ON REQUEST.

What will happen to me if | take part?
If you have agreed to take part:
You will be randomly allocated to receive either a piece of standard chocolate or new chocolate. You have an equal chance of getting either.
You will be asked to eat your chocolate straight away and not save it for later.

You will then be asked to provide feedback on the chocolate eaten.

Do | have to take part?

Taking part in the trial is entirely voluntary and you may withdraw your consent at any point without giving a reason.

Thank you for taking the time to read this sheet.



Stage

Instructions

Allocation

° Participants are randomised to one of two arms of the trial.

e  Pick a piece of paper from the bag

e  You will be given either chocolate 1 or chocolate 2 corresponding to the number drawn.

Key points for discussion

e Randomisation is important to this study.

e The experimental arm is the treatment being tested, and the control arm is either a placebo or
the best current treatment for the condition (as in this case).

e Inareal trial blinding is important. If possible neither the participant or the study team should
know who has been given the experimental treatment and who is in the control/-placebo arm.

¢ In emergencies the study can be un-blinded.




Follow-Up Once you have eaten your chocolate (taken your treatment) please feedback.

als.

Chocolate Trial Feedback Sheet

Please put a circle round the statement that best applies to you today.
Which chocolate did you eat today? Option One Option Two
Now that you have eaten your chocolate —do you feel hungry?

Very Hungry A Bit Hungry Ok Not Hungry At All
Have you learnt more about taking part in a clinical trial?

MNot At All A Little Bit Quite A Lot Alot

Thank you for taking part in the Chocolate Trial



Analysis e Data will now be analysed.

e Results will be published and disseminated.

o .7

Quantitative Qualitative

words " Words
e woros
Words

Words

“ Words

Mixed Methods




A Randomised Control Trial

« Volurteers invited to take partin the o

Enrolment

Ineligibie
tor stucdy or
did not give
consent

Allocation

Follow-Up

Analysis.
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P ro I\/I I Se (Protocolised Management In Sepsis)

What is ProMI|Se? Primary objectives
A multi-centre. randomised controlled trial of the » To estimate the effect of early, goal-directed,
clinical and cost-effectiveness of early, goal- protocolised resuscitation compared with usual
directed, protocolised resuscitation for emerging resuscitation on mortality at 90-days.
septic shock e To compare the incremental cost-effectiveness,
An important, collaborative, NIHR-funded at one year of early, goal-directed, protocolised

resuscitation versus usual resuscitation.
research effort between emergency, acute and

critical care medicine

Randomixed Controlled Trizis
Cohort Studies

Case-Controd Studies

Caso Seriws, Case Reports

Editorials, Export Opinion

ICNARC (2014)




P ro I\/I I Se (Protocolised Management In Sepsis)

What is ProMISe?

A multi-centre, randomised controlled trial of the
clinical and cost-effectiveness of early, goal-
directed, protocolised resuscitation for emerging
septic shock

An important, collaborative, NIHR-funded
research effort between emergency, acute and
critical care medicine

Screening/Eligibility

Primary objectives

* To estimate the effect of early, goal-directed,
protocolised resuscitation compared with usual
resuscitation on mortality at 90-days.

e To compare the incremental cost-effectiveness,
at one year of early, goal-directed, protocolised
resuscitation versus usual resuscitation.

Randomisation

Eligibility needs to be confirmed as soon as possible.

The following four inclusion criteria must be met, at
any time, in any order, and just once and within six
hours from presentation at the emergency
department:

* suspected or confirmed infection;

e two or more SIRS criteria;

» evidence of refractory hypotension or
hypoperfusion;

» |V antimicrobials commenced.

As soon as eligibility criteria are met, consent and
randomisation should be completed within two hours.

Following randomisation, early, goal-directed,
protocolised resuscitation commence as soon as
possible or usual resuscitation continues as directed
by the treating clinician(s).

ICNARC (2014)




P ro I\/I |Se (Protocolised Management In Sepsis)

Timeline

Screening
Logs kept

Patient presents at ED
- fulfils efigibility (within & hours)
0 hours Patient mndomised (within 2 hours)

Early, goal-directed, protocolised
Within 1 hour resuscitation inifiated (duration 6
hours) or usual resuscitation

6-72 hours Assessment — physiology/intervention Re Su tS " o o

Survival assessment
90 days Quality of life/resource use and cosls
assessment

Survival assessment
1 year Quality of life/resource use and cosls
assessment

i Lifetime incremental

cost-effectiveness

ICNARC (2014)




P rd IVl | Se (Protocolised Management In Sepsis)
Results

QE Hospital: 90 day mortality: 29.5% in treatment arm compared to 29.2% in control arm.

Essentially NO difference!

Q. But could there really be?!

# Some of the problems experienced with recruitment.

# A&E not referring every patient that met the criteria
# Timeliness of referrals (missed recruitment)

# Bed pressures within Critical Care



# The impact on practice:
Changes to policies, procedures and the body of knowledge/Evidence Based Practice

# Future research:

Build on knowledge gained, develop/test theories, try new interventions, combine
findings.



# The impact on practice:
Changes to policies, procedures and the body of knowledge/Evidence Based Practice

# Future research:

Build on knowledge gained, develop/test theories, try new interventions, combine
findings.

ProMISe is complemented by two similar trials
internationally:

e ProCESS
Protocolized Care for Early Septic Shock
» ARISE
Randomized Controbed Trials Australasian Resuscitation In Sepsis
Evaluation

Cohort Studias e e . . .
An individual patient data meta-analysis will be

Catn Gt Bikidiee performed across the three trials.

Case Sermes, Case Reporis

Editorials, Export Opinion

ICNARC (2014)




The importance of research: past, present and future
Research informs and guides future practises

Types of Research
There are many different types of research and the
research design should fit the research question

Clinical Trials
Data from clinical trials are considered to be of high
quality and often lead to direct influences on practice

Using research findings in practice

Research influences clinical practice in a variety of
ways. Ranging from using EBP to taking new
approaches to care.
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