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3 questions to ask?

1. Is it new? ——— Novelty
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3 questions to ask?

1. Is it new? ——— Novelty
2. Is it important? — Significance
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3 questions to ask?

1. Is it new? ——— Novelty
2. Is it important? — Significance
3. Is it well done? ——— Quality
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Optimizing Your Chances of Acceptance

“Make a good first impression”
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Optimizing Your Chances of Acceptance

“Make a good first impression”

(you only get one chance)
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Optimizing Your Chances of Acceptance

A badly prepared and written
piece of good science IS o more
likely to get a good review than a
polished piece of poor (minimal
significance) science
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Get the Reviewers on Your Side
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Get the Reviewers on Your Side

e Read the instructions for authors

- specific to the journal

- article types

- references

- word count (approximate)

- copyright

- disclosures

- submission process/signatures
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Get the Reviewers on Your Side

e SPELL check — USE IT, please!!

* Poor grammar and spelling are red flags to
reviewers
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Get the Reviewers on Your Side

e SPELL check — USE IT, please!!

* Poor grammar and spelling are red flags to
reviewers

o “if the author is sloppy with their writing,
maybe the science was sloppy too”
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TR
5‘ CONSORT 2010 checklist of information to include when reporting a randomised trial*

ltem Reported
Section/Topic No Checklist item on page No

Title and abstract

1a Identification as a randomised trial in the fitle
b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts)

Introduction
Background and 2a  Scientific background and explanation of rationale
objectives 2b  Specific objectives or hypotheses
Methods
Trial design 3a  Description of tnial design (such as parallel, factonal) including allocation ratio
3b  Important changes to methods after tnial commencement (such as eligibility criteria), with reasons
Participants 4a  Eligibility cntena for participants
4b  Settings and locations where the data were collected
Interventions 5  The interventions for each group with sufficient details to allow replication, including how and when they were
actually administered
Outcomes ba Completely defined pre-specified primary and secondary outcome measures, including how and when they

were assessed
6b  Any changes to tnal outcomes after the tnal commenced, with reasons
Sample size 7a  How sample size was determined
7b When applicable, explanation of any interim analyses and stopping guidelines
Randomisation:

Sequence 8a  Method used to generate the random allocation sequence
generation 8b  Type of randomisation; details of any restriction (such as blocking and block size)

Allocation 9  Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),
concealment describing any steps taken to conceal the sequence until interventions were assigned
mechanism

Implementation 10  Who generated the random allocation sequence, who enrolled participants, and who assigned participants fo

interventions
Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care providers, those

CONSORT 2010 checkiist Page 1
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Ensure your trial is registered
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e Learn about clinical » Learn more « Learn more s \Using our RSS feeds
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Clinical Trial Registration Adequacy

eregistration is complete before first patient is

randomized
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Clinical Trial Registration Adequacy

eregistration is complete before first patient is

randomized
eoutcomes are defined unambiguously
- not acceptable: “mortality”

- acceptable: “all-cause mortality 30
days after the operation”
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Clinical Trial Registration Adequacy

eregistration is complete before first patient is

randomized
eoutcomes are defined unambiguously
- not acceptable: “mortality”

- acceptable: “all-cause mortality 30
days after the operation”

all outcomes (primary/secondary) are registered
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Clinical Trial Registration Adequacy

All unregistered outcomes should
designated as exploratory analyses
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the Introduction

e Define key concepts and identify topic of study
e Establish importance of the topic

e Summarize existing literature - build a case as
to why your study needed to be done
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the Introduction

e Tell a story that flows — “sell” your story!
eState the purpose of the study
*include a discrete hypothesis, where appropriate

il Canadian Journal of Anesthesia
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the hypothesis

e Look for it in the final paragraph of the
introduction

* Helps identify the primary endpoint

e points to key sections in the methods
- Precise primary endpoint definition
- sample size calculation

- Must exactly match with registration

il Canadian Journal of Anesthesia
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the Methods

e How the study was done

e Omit un-important details
* Write it from the perspective of a reviewer

who may know little about the subject

e Keep the discussion/results out of it

e Statistics

il Canadian Journal of Anesthesia
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the Statistical reporting

* How is the data being presented?
e Tests for normality

* Be precise with describing how the main

endpoints are being compared

 Multiplicity considerations

il Canadian Journal of Anesthesia
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the Discussion

e Re-state the main finding(s)

e Put the findings into perspective

 Expand on the key concepts from the intro
e Connect the paragraphs (telling a flowing
story)

e Strengths and limitations

e Conclusions (watch for excessive repetition)
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Authorship (justification)

» Substantive input:

- Study design

- Patient enrollment
- Data collection

- Data analysis

- Statistical analysis™
- Writing/editing
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Authorship

Inclusivity vs. Exclusivity
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streptokinase and intravenous heparin, accelerated tissue
plasminogen activator (t-PA) and intravenous heparin, or
a combination of streptokinase plus t-PA with intravenous
heparin. (“Accelerated” refers to the administration of t-PA
over a period of 172 hours — with two thirds of the dose
given in the first 30 minutes — rather than the convention-
al period of 3 hours.) The primary end point was 30-day
mortality.

Results. The mortality rates in the four treatment

INCE the landmark trial of intravenous streptoki-
nase by the Gruppo Italiano per lo Studio della
Streptochinasi nell’Infarto Miocardico (GISSI) in
1986, there has been no confirmation that other
thrombolytic regimens provide additional survival

benefit in patients with acute myocardial infarction,
: - = - 2
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