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2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, Kerridge I, Angstmann K and Heighes P. Prophylactic early
parenteral nutrition in patients undergoing hematopoietic cell transplantation: A multi-centre randomised controlled
trial. NHMRC Project Grant $1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson I, Davies AR, McLean A, Bellomo R, Chesher D, Ferrie S, Harrigan P, Nair P and
Nalos M. Management of refeeding syndrome in critical illness: An AuSPEN endorsed multicentre clinical trial. NHMRC
Project Grant $1,308,800

2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, Reade M, Pollock C, Chesher D, Harrigan P, Devarajan, P, Botha J and
Sweetman EA. Nephro-protective effects of L-amino acids in critically ill patients: A multi-centre randomised controlled
trial. NHMRC Project Grant $829,300

2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | randomised controlled trial. NHMRC Project Grant $1,812,750
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Key lessons | have learned

Your research question must be important.
Know your Funding Agency.

Demonstrate your clinical expertise.
Demonstrate your research expertise.
Choose your team members wisely.

Your written grant must be clear and concise.
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When should you conduct a multi-centre RCT?
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www.EvidenceBased.net



Choosing your research question

When should you conduct a multi-centre RCT?

When a single centre RCT cannot recruit enough patients fast enough.

Maybe not the single best reason....
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Conducting a multi-centre RCT is very complex.

*  Managing your friends in your ICU is difficult. In a multi-centre RCT, you
must manage different colleagues from different sites, many of whom you
don’t even know and who may be senior to you!
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don’t even know and who may be senior to you!

 |n preparation for your grant, you will need at least:

e Management Committee, Data Management Committee and Clinical
Coordinating Committee.

e Each committee needs different people with different skills.

. You need to make sure there is excellent communication within each
committee and between all committees!
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Choosing your research question

Conducting a multi-centre RCT is very complex.

e  Managing your friends in your ICU is difficult. In a multi-centre RCT, you
must manage different colleagues from different sites, many of whom you
don’t even know and who may be senior to you!

 |n preparation for your grant, you will need at least:

e Management Committee, Data Management Committee and Clinical
Coordinating Committee.

e Each committee needs different people with different skills.

. You need to make sure there is excellent communication within each
committee and between all committees!

This level of complexity makes multi-centre trials very expensive.
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Intens;
S

N

(O >
9 UlaqnoN w“\_\,o

Choosing your research question

Conducting a multi-centre RCT is very complex and very expensive.
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Choosing your research question

Conducting a multi-centre RCT is very complex and very expensive.

When should you conduct a multi-centre RCT?
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Choosing your research question

Conducting a multi-centre RCT is very complex and very expensive.

When should you conduct a multi-centre RCT?

Lesson #1. Your research question must be important.

www.EvidenceBased.net

21



&
)

&
5/
c/
2
=

\
2,

2

(o))
&
3

»
F \S’p

What is important?

www.EvidenceBased.net

22



What is important?

At work,

your boss defines what is important!
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At work, your boss defines what is important!
e  When planning your RCT, think of your Funding Agency as your boss!!
e Understand your Funding Agency’s priorities/agenda.
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At work, your boss defines what is important!
e  When planning your RCT, think of your Funding Agency as your boss!!
e Understand your Funding Agency’s priorities/agenda.

Australian National Health and Medical Research Council (NHMRC):

“The desired outcomes of the Clinical Trials and Cohort Studies Grant opportunity are
improvements in health and well-being and health care practice or policy.”
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e  When planning your RCT, think of your Funding Agency as your boss!!
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Australian National Health and Medical Research Council (NHMRC):

“The desired outcomes of the Clinical Trials and Cohort Studies Grant opportunity are
improvements in health and well-being and health care practice or policy.”

e NHMRC is less likely to fund a clinical trial to ‘understand physiology’ with
the end product being ‘new knowledge gained’.
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What is important?

At work, your boss defines what is important!
e  When planning your RCT, think of your Funding Agency as your boss!!
e Understand your Funding Agency’s priorities/agenda.

Australian National Health and Medical Research Council (NHMRC):

“The desired outcomes of the Clinical Trials and Cohort Studies Grant opportunity are
improvements in health and well-being and health care practice or policy.”

e NHMRC is less likely to fund a clinical trial to ‘understand physiology’ with
the end product being ‘new knowledge gained’.

* To be considered ‘important’, | must show the NHMRC my project will:
1) Improve health and well-being and
2) Change practice or policy.
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What is important?

Lesson #2. At work, your Boss defines what is important.
Your Funding Agency is your Boss! Know your Funding Agency.
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early

parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled
trial. NHMRC Project Grant $1,812,750
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early
parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.

subgroup analysis, this overall benelit was atiributable to tnals that compared the use ol early N

delayed EN (OR=0.29, p=0.006).
Figure 1: Standard TPN versus EN. Effect on mortality: Sensitivity analysis and subgroup

analysis

Legend: EN: Enteral nutrition, TPN: Total parenteral nutrition, O 3, N2 Total number of people in
the aroup. n: Number of pecple that died in the aroun
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early
parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750
* |n our grant, we present a systematic review demonstrating early
parenteral nutrition may reduce mortality.

We also present data showing that, despite this systematic review, 46.9%
of eligible critically ill patients in ANZ do not receive early PN.

A database composed of 13 representative control hospitals, obtained from a recent 27 hospital
Australian and New Zealand Intensive Care Society Clinical Trials Group (ANZICS CTG)
Endorsed cluster randomised controlled (¢cRCT) trial of evidence-based ICU feeding guidelines

W hu would qualify for recruitment into

conducted over a six-month period, identified 354 patients
' lid not receive enteral or

the current trial. Of these potentially eligible patients, |16 9%
parenteral nutritional support during their ICU stay, which aver aoed 4.7 + 2.2 days. An additional
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early
parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750

 In our grant, we present a systematic review demonstrating early
parenteral nutrition may reduce mortality.

We also present data showing that, despite this systematic review, 46.9%
of eligible critically ill patients in ANZ do not receive early PN.

e This demonstrates a huge potential for health improvement.

A database composed of 13 representative control hospitals, obtained from a recent 27 hospital
Australian and New Zealand Intensive Care Society Clinical Trials Group (ANZICS CTG)
Endorsed cluster randomised controlled (¢cRCT) trial of evidence-based ICU feeding guidelines

W hu would qualify for recruitment into

conducted over a six-month period, identified 354 patients
' lid not receive enteral or

the current trial. Of these potentially eligible patients, |16 9%
parenteral nutritional support during their ICU stay, which aver aoed 4.7 + 2.2 days. An additional

www.EvidenceBased.net

35




, q?’ ®
Nl

Inteng;,
c,‘:\‘?O\ tensy,,

Example

2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early

parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.
We also present data showing that, despite this systematic review, 46.9%

of eligible critically ill patients in ANZ do not receive early PN.

This demonstrates a huge potential for health improvement.
Finally, we explicitly express our commitment to practice change!!
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early
parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.
We also present data showing that, despite this systematic review, 46.9%

of eligible critically ill patients in ANZ do not receive early PN.

This demonstrates a huge potential for health improvement.
Finally, we explicitly express our commitment to practice change!!

[
concerned with the management of patients in mfensive care.
The management committee is fully dedicated to the successful transfer and translation of any

meaningful results of this trial into clinical practice throughout Australia and New Zealand.

xpected outcomes anc 1nicai signi icance:
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early
parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.
We also present data showing that, despite this systematic review, 46.9%

of eligible critically ill patients in ANZ do not receive early PN.

This demonstrates a huge potential for health improvement.
Finally, we explicitly express our commitment to practice change!!

[
concerned with the management of patients 1n infensive care.
The management committee is fully dedicated to the successful transfer and translation of any

ractice throughout Australia and New Zealand.

meaningful results of this trial nto clinical
Expected outcomes and clinical significance:
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early

parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.
We also present data showing that, despite this systematic review, 46.9%

of eligible critically ill patients in ANZ do not receive early PN.

This demonstrates a huge potential for health improvement.
Finally, we explicitly express our commitment to practice change!!

You may think that a highly-cited publication in a major journal is the end-
deliverable for your project. Members of your Funding Agency may be
more focussed on health change in the real world.
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early
parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled
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2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early
parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled
trial. NHMRC Project Grant $1,812,750

 In our grant, we present a systematic review demonstrating early
parenteral nutrition may reduce mortality.
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#3) Demonstrate your clinical expertise

2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, Solano T, Peake S and Davies A. Early

parenteral nutrition vs. standard care in the critically ill patient: A Level | randomised controlled

trial. NHMRC Project Grant $1,812,750

* In our grant, we present a systematic review demonstrating early
parenteral nutrition may reduce mortality.

Simpson F and Doig GS. Parenteral vs. enteral nutrition in the critically ill patient: A meta-
analysis of high-quality trials. Intensive Care Med 2005;31(1):12-23

www.EvidenceBased.net
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trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.
Simpson F and Doig GS. Parenteral vs. enteral nutrition in the critically ill patient: A meta-
analysis of high-quality trials. Intensive Care Med 2005;31(1):12-23

e We also present data showing that, despite this systematic review, 46%
of critically ill patients in ANZ do not receive early PN.

www.EvidenceBased.net
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trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.

Simpson F and Doig GS. Parenteral vs. enteral nutrition in the critically ill patient: A meta-
analysis of high-quality trials. Intensive Care Med 2005;31(1):12-23

We also present data showing that, despite this systematic review, 46%

of critically ill patients in ANZ do not receive early PN.

Doig GS, Simpson F, Finfer S, Delaney A, Davies AR, Mitchell | and Dobb G for the Nutrition
Guidelines Investigators of the ANZICS Clinical Trials Group. Effect of evidence-based
feeding guidelines on mortality of critically ill patients: a cluster randomized controlled

trial. JAMA 2008 Dec 17;300(23):2731-41.

www.EvidenceBased.net
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trial. NHMRC Project Grant $1,812,750
In our grant, we present a systematic review demonstrating early

parenteral nutrition may reduce mortality.
Simpson F and Doig GS. Parenteral vs. enteral nutrition in the critically ill patient: A meta-
analysis of high-quality trials. Intensive Care Med 2005;31(1):12-23

We also present data showing that, despite this systematic review, 46%

of critically ill patients in ANZ do not receive early PN.

Doig GS, Simpson F, Finfer S, Delaney A, Davies AR, Mitchell | and Dobb G for the Nutrition
Guidelines Investigators of the ANZICS Clinical Trials Group. Effect of evidence-based
feeding guidelines on mortality of critically ill patients: a cluster randomized controlled

trial. JAMA 2008 Dec 17;300(23):2731-41.
Lesson #3. Publish to demonstrate your clinical expertise!
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#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.
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#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based

medicine. Intensive Care Med 2003;29:2119-2127.

www.EvidenceBased.net

48



49

e/

Intens;,
00! Intensjy,
oo

#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based

medicine. Intensive Care Med 2003;29:2119-2127.
Doig GS, Simpson F. Randomization and allocation concealment: a practical guide for

researchers. J Crit Care 2005;20(2):187-191.
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#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based
medicine. Intensive Care Med 2003;29:2119-2127.

Doig GS, Simpson F. Randomization and allocation concealment: a practical guide for
researchers. J Crit Care 2005;20(2):187-191.

Sweetman EA, Doig GS. Failure to report protocol violations in clinical trials: a threat to
internal validity? Trials 2011;12:214.

www.EvidenceBased.net

50



@
N

Inteng;,
Gw_m\ tensjy,,

#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based
medicine. Intensive Care Med 2003;29:2119-2127.

Doig GS, Simpson F. Randomization and allocation concealment: a practical guide for
researchers. J Crit Care 2005;20(2):187-191.

Sweetman EA, Doig GS. Failure to report protocol violations in clinical trials: a threat to
internal validity? Trials 2011;12:214.

Sweetman EA, Heighes PT, Doig GS. The use of adult learning theory in trial site initiation
meetings improves confidence in new research skills. Intensive Care Med 2011;37:567.
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#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based
medicine. Intensive Care Med 2003;29:2119-2127.

Doig GS, Simpson F. Randomization and allocation concealment: a practical guide for
researchers. J Crit Care 2005;20(2):187-191.

Sweetman EA, Doig GS. Failure to report protocol violations in clinical trials: a threat to
internal validity? Trials 2011;12:214.

Sweetman EA, Heighes PT, Doig GS. The use of adult learning theory in trial site initiation
meetings improves confidence in new research skills. Intensive Care Med 2011;37:567.
Simpson F, Sweetman EA, Doig GS. A systematic review of techniques for improving adherence

to inclusion and exclusion criteria during enrolment into RCTs. Trials 2010;11:17.
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#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based
medicine. Intensive Care Med 2003;29:2119-2127.

Doig GS, Simpson F. Randomization and allocation concealment: a practical guide for
researchers. J Crit Care 2005;20(2):187-191.

Sweetman EA, Doig GS. Failure to report protocol violations in clinical trials: a threat to
internal validity? Trials 2011;12:214.

Sweetman EA, Heighes PT, Doig GS. The use of adult learning theory in trial site initiation
meetings improves confidence in new research skills. Intensive Care Med 2011;37:567.
Simpson F, Sweetman EA, Doig GS. A systematic review of techniques for improving adherence

to inclusion and exclusion criteria during enrolment into RCTs. Trials 2010;11:17.
Sweetman EA, Doig GS, Simpson F, Heighes PT. Site monitoring visits miss important
opportunities to improve trial conduct. Am J Respir Crit Care Med 2009;179:A1571.
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#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based
medicine. Intensive Care Med 2003;29:2119-2127.

Doig GS, Simpson F. Randomization and allocation concealment: a practical guide for
researchers. J Crit Care 2005;20(2):187-191.

Sweetman EA, Doig GS. Failure to report protocol violations in clinical trials: a threat to
internal validity? Trials 2011;12:214.

Sweetman EA, Heighes PT, Doig GS. The use of adult learning theory in trial site initiation
meetings improves confidence in new research skills. Intensive Care Med 2011;37:567.
Simpson F, Sweetman EA, Doig GS. A systematic review of techniques for improving adherence

to inclusion and exclusion criteria during enrolment into RCTs. Trials 2010;11:17.
Sweetman EA, Doig GS, Simpson F, Heighes PT. Site monitoring visits miss important
opportunities to improve trial conduct. Am J Respir Crit Care Med 2009;179:A1571.

Reference them appropriately in your grant.
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#4) Demonstrate your research expertise

Use methods papers to demonstrate knowledge of good RCT conduct.

Doig GS, Simpson F. Efficient literature searching: a core skill for the practice of evidence-based
medicine. Intensive Care Med 2003;29:2119-2127.

Doig GS, Simpson F. Randomization and allocation concealment: a practical guide for
researchers. J Crit Care 2005;20(2):187-191.

Sweetman EA, Doig GS. Failure to report protocol violations in clinical trials: a threat to
internal validity? Trials 2011;12:214.

Sweetman EA, Heighes PT, Doig GS. The use of adult learning theory in trial site initiation
meetings improves confidence in new research skills. Intensive Care Med 2011;37:567.
Simpson F, Sweetman EA, Doig GS. A systematic review of techniques for improving adherence

to inclusion and exclusion criteria during enrolment into RCTs. Trials 2010;11:17.
Sweetman EA, Doig GS, Simpson F, Heighes PT. Site monitoring visits miss important
opportunities to improve trial conduct. Am J Respir Crit Care Med 2009;179:A1571.

Reference them appropriately in your grant.

Lesson #4. Publish methods papers to demonstrate your research expertise!

www.EvidenceBased.net
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Prior experience also establishes expertise and ability to lead.
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#4) Demonstrate your research expertise

Prior experience also establishes expertise and ability to lead.

2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, et al. Prophylactic early PN in
patients undergoing bone marrow transplantation: A multi-centre RCT. NHMRC Project Grant
$1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson |, Davies AR, . Management of refeeding syndrome in
critical illness: An AuSPEN endorsed multicentre RCT. NHMRC Project Grant $1,308,800
2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, et al. Nephro-protective effects of L-
amino acids in critically ill patients: A multi-centre RCT. NHMRC Project Grant $829,300
2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, et al. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | RCT. NHMRC Project Grant $1,812,750
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#4) Demonstrate your research expertise

Prior experience also establishes expertise and ability to lead.

2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, et al. Prophylactic early PN in
patients undergoing bone marrow transplantation: A multi-centre RCT. NHMRC Project Grant
$1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson |, Davies AR, . Management of refeeding syndrome in
critical illness: An AuSPEN endorsed multicentre RCT. NHMRC Project Grant $1,308,800
2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, et al. Nephro-protective effects of L-
amino acids in critically ill patients: A multi-centre RCT. NHMRC Project Grant $829,300
2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, et al. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | RCT. NHMRC Project Grant $1,812,750

Show your prior success. It predicts future success!

www.EvidenceBased.net
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#4) Demonstrate your research expertise

Prior experience also establishes expertise and ability to lead.

2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, et al. Prophylactic early PN in
patients undergoing bone marrow transplantation: A multi-centre RCT. NHMRC Project Grant
$1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson |, Davies AR, . Management of refeeding syndrome in
critical illness: An AuSPEN endorsed multicentre RCT. NHMRC Project Grant $1,308,800
2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, et al. Nephro-protective effects of L-
amino acids in critically ill patients: A multi-centre RCT. NHMRC Project Grant $829,300
2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, et al. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | RCT. NHMRC Project Grant $1,812,750

Show your prior success. It predicts future success!

www.EvidenceBased.net
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#4) Demonstrate your research expertise

Prior experience also establishes expertise and ability to lead.

2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, et al. Prophylactic early PN in
patients undergoing bone marrow transplantation: A multi-centre RCT. NHMRC Project Grant
$1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson |, Davies AR, . Management of refeeding syndrome in
critical illness: An AuSPEN endorsed multicentre RCT. NHMRC Project Grant $1,308,800
2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, et al. Nephro-protective effects of L-
amino acids in critically ill patients: A multi-centre RCT. NHMRC Project Grant $829,300
2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, et al. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | RCT. NHMRC Project Grant $1,812,750

Show your prior success. It predicts future success!

www.EvidenceBased.net
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#4) Demonstrate your research expertise

Prior experience also establishes expertise and ability to lead.

2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, et al. Prophylactic early PN in
patients undergoing bone marrow transplantation: A multi-centre RCT. NHMRC Project Grant
$1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson |, Davies AR, . Management of refeeding syndrome in
critical illness: An AuSPEN endorsed multicentre RCT. NHMRC Project Grant $1,308,800
2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, et al. Nephro-protective effects of L-
amino acids in critically ill patients: A multi-centre RCT. NHMRC Project Grant $829,300
2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, et al. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | RCT. NHMRC Project Grant $1,812,750

Show your prior success. It predicts future success!
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#4) Demonstrate your research expertise

Prior experience also establishes expertise and ability to lead.

2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, et al. Prophylactic early PN in
patients undergoing bone marrow transplantation: A multi-centre RCT. NHMRC Project Grant
$1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson |, Davies AR, . Management of refeeding syndrome in
critical illness: An AuSPEN endorsed multicentre RCT. NHMRC Project Grant $1,308,800
2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, et al. Nephro-protective effects of L-
amino acids in critically ill patients: A multi-centre RCT. NHMRC Project Grant $829,300
2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, et al. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | RCT. NHMRC Project Grant $1,812,750

Show your prior success. It predicts future success!
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#4) Demonstrate your research expertise

Prior experience also establishes expertise and ability to lead.

2016-2021 Doig GS, Simpson F, Ward C, Laviano A, Arthur C, et al. Prophylactic early PN in
patients undergoing bone marrow transplantation: A multi-centre RCT. NHMRC Project Grant
$1,131,673.40

2010-2014 Doig GS, Simpson F, Caterson |, Davies AR, . Management of refeeding syndrome in
critical illness: An AuSPEN endorsed multicentre RCT. NHMRC Project Grant $1,308,800
2010-2013 Doig GS, Bellomo R, Davies AR, Simpson F, et al. Nephro-protective effects of L-
amino acids in critically ill patients: A multi-centre RCT. NHMRC Project Grant $829,300
2006-2010 Doig GS, Cooper DJ, Finfer SR, Simpson F, et al. Early parenteral nutrition vs.
standard care in the critically ill patient: A Level | RCT. NHMRC Project Grant $1,812,750

Show your prior success. It predicts future success!
Or, show that you have been learning how to succeed!!!

www.EvidenceBased.net
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Lesson #3. Demonstrate your clinical expertise on your research question.

Lesson #4. Demonstrate your research expertise in multi-centre RCTs.
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Lesson #3. Demonstrate your clinical expertise on your research question.

Lesson #4. Demonstrate your research expertise in multi-centre RCTSs.
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Lesson #3. Demonstrate your clinical expertise on your research question.

Lesson #4. Demonstrate your research expertise in multi-centre RCTSs.

As an alternative to becoming the expert,
invite the true experts to be members of your team!!
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Lesson #3. Demonstrate your clinical expertise on your research question.

Lesson #4. Demonstrate your research expertise in multi-centre RCTSs.

As an alternative to becoming the expert,

invite the true experts to be members of your team!!

2020-? Doig GS, Bellomo R, Myles P, Smith J, Heighes PT, Mcllroy D, Pu H SEHI (% #&R), Baker R,
Painter T. Kidney protection in cardiac surgery patients: An Australian and New Zealand College
of Anaesthetists Clinical Trials Network endorsed multi-centre blinded randomised controlled
trial. NHMRC Clinical Trials and Cohort Studies Scheme $2,084,786.80 requested

www.EvidenceBased.net
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Lesson #3. Demonstrate your clinical expertise on your research question.

Lesson #4. Demonstrate your research expertise in multi-centre RCTSs.

As an alternative to becoming the expert,
invite the true experts to be members of your team!!

2020-? Doig GS, Bellomo R, Myles P, Smith J, Heighes PT, Mcllroy D, Pu H SEHI (% #&R), Baker R,
Painter T. Kidney protection in cardiac surgery patients: An Australian and New Zealand College
of Anaesthetists Clinical Trials Network endorsed multi-centre blinded randomised controlled
trial. NHMRC Clinical Trials and Cohort Studies Scheme $2,084,786.80 requested
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Lesson #3. Demonstrate your clinical expertise on your research question.

Lesson #4. Demonstrate your research expertise in multi-centre RCTSs.

As an alternative to becoming the expert,
invite the true experts to be members of your team!!

2020-? Doig GS, Bellomo R, Myles P, Smith J, Heighes PT, Mcllroy D, Pu H SE®I (R #R), Baker R,
Painter T. Kidney protection in cardiac surgery patients: An Australian and New Zealand College
of Anaesthetists Clinical Trials Network endorsed multi-centre blinded randomised controlled
trial. NHMRC Clinical Trials and Cohort Studies Scheme $2,084,786.80 requested
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Lesson #3. Demonstrate your clinical expertise on your research question.

Lesson #4. Demonstrate your research expertise in multi-centre RCTSs.

As an alternative to becoming the expert,
invite the true experts to be members of your team!!

2020-? Doig GS, Bellomo R, Myles P, Smith J, Heighes PT, Mcllroy D, Pu H & HI (5% #&R), Baker R,
Painter T. Kidney protection in cardiac surgery patients: An Australian and New Zealand College
of Anaesthetists Clinical Trials Network endorsed multi-centre blinded randomised controlled
trial. NHMRC Clinical Trials and Cohort Studies Scheme $2,084,786.80 requested
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#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:
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#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:
1) An experienced grant writing team
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#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:

An experienced grant writing team
This team must have clinical and research expertise.

Must include senior biostatistician or academic clinical trialist.

1)

www.EvidenceBased.net
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#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:
1) An experienced grant writing team
2) A data management team

www.EvidenceBased.net
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#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:
1) An experienced grant writing team
2) A data management team

* Collaborate with a recognised Data Management Centre.
 Led by biostatistician or academic trialist who is named on your grant.

www.EvidenceBased.net



#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:
1) An experienced grant writing team

2) A data management team

3) A network of participating sites
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#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:
1) An experienced grant writing team
2) A data management team
3) A network of participating sites
e This can be the most difficult aspect of a multi-centre RCT!

e Make friends. Agree to help your friends in the future if they help you
now!

www.EvidenceBased.net
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#5) Multi-center RCTs are a team sport

To ensure the success of your grant, you must assemble three teams:
1) An experienced grant writing team

2) A data management team

3) A network of participating sites

e These teams should be identified before you write your grant.

e Few people will be members of all three teams.

e Members should be selected because skills are appropriate for specific team.
e Do not make your teams too big.

Lesson #5. Choose your team members wisely!

www.EvidenceBased.net



#6) Your grant must be clear and concise

Your written grant must:
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#6) Your grant must be clear and concise

Your written grant must:
1) Communicate that your research question is important.
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#6) Your grant must be clear and concise

Your written grant must:
1) Communicate that your research question is important.

2) Establish that you and your team have clinical expertise .

www.EvidenceBased.net
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#6) Your grant must be clear and concise

Your written grant must:
1) Communicate that your research question is important.

2) Establish that you and your team have clinical expertise .

3) Establish that you and your team have research expertise.
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#6) Your grant must be clear and concise

Your written grant must:
1) Communicate that your research question is important.

2) Establish that you and your team have clinical expertise .

3) Establish that you and your team have research expertise.

4) Communicate that you and your team can conduct your multi-centre RCT.
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#6) Your grant must be clear and concise

Your written grant must:
1) Communicate that your research question is important.

2) Establish that you and your team have clinical expertise .

3) Establish that you and your team have research expertise.

4) Communicate that you and your team can conduct your multi-centre RCT.

Start putting these elements together 2 to 3 years in advance of writing your grant!

www.EvidenceBased.net
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Summary
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Summary

Writing a successful grant is very difficult.
e Eachyear, only 19% of NHMRC grants receive funding!!
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Summary

Writing a successful grant is very difficult.
e Eachyear, only 19% of NHMRC grants receive funding!!

If your grant fails the first time, don’t give up.

e Make major improvements and submit it again.

www.EvidenceBased.net
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Summary

Writing a successful grant is very difficult.
e Eachyear, only 19% of NHMRC grants receive funding!!

If your grant fails the first time, don’t give up.

e Make major improvements and submit it again.

Good Luck!!!

www.EvidenceBased.net
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Questions?

A pdf version of this talk can be downloaded from the Talks section of
our outreach education web site (www.EvidenceBased.net).

90



Comyrighted Material

Stuart J. Pocock

CLINICAL
CLINICAL [ oo oo

|]+j'lw§:_*;'!|_ Conduct, and Analysis

A Practical Approach

CURTIS L. MEINERT
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