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A goal-directed publication-planning-and-writing process
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e The knowledge base Literature search 1

e The knowledge gap
e The research question
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RESEARCH QUESTION

In P, Is | associated with a lower risk of O
than C?

Aypothesis

In P, | 1S associated with a lower risk of O
than C.

G®OAL

To determine whether | is associated with a lower risk

of O than Cin P.



PICOT elements

* POPULATION/CONDITION

* INTERVENTION

* COMPARATOR

* OUTCOME

* TYPE OF STUDY /TIME
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QUESTIONS?

Clinical research:

In postmenopausal women with hormone-receptor-
positive early breast cancer (Patients)

IS letrozole (Intervention) a more effective treatment for breast
cancer — in terms of reduced mortality and morbidity (Outcome)

- than tamoxifen (Comparator)?
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QUESTIONS

Observational study:

In P Is | associated with a lower risk of O
than C?

Qualitative study:

How do P treated with | perceive O after  T?
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Example of an outline,

_ <% T NEW ENGLAND
background from an abstract in

%" JOURNAL o MEDICINE

The aromatase inhibitor letrozole is e L is more effective than T
a more effective treatment for - for treating metastatic BC (1)
metastatic breast cancer and more - In the neoadjuvant setting  (3)
effective in the neoadjuvant setting

than tamoxifen.

We compared letrozole with e Comparison of L with T as
tamoxifen as adjuvant adjuvant treatment for
treatment for hormone- H-R-P early BCin PM O

receptor—positive early breast
cancer in postmenopausal
women.

N Engl J Med 2005; 353:2747-2757, DOI: 10.1056/NEJM0a052258
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Results — the key driver of a manuscript
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Patient Demography and Baseline

Characteristics Were Similar Across

Treatment Groups Fsc2s0/

Placebo SALS0 FP230 FP500 a0 a0
“Wamabie R S | o O B o = § e R Ll R | L L

FSC300/

63 641 63 64 63 62
Gender (" male) 70% 61" 695 64%  B1% 62%

Race (% white) 94% 94% 93% 94%  96%  95%
Curr Smoker %  48% 49% 46% 43%  46%

Pack years 63 63 61 60 60 62
Prev ICS 27T% 25% 2905 23% 28,

FEV, % pred 42% 41% 4% A%
BD resp. (% pts rev)57: aT% 26% 23%
Emphysema % 72% r3% 1% %

http://www.fda.gov/ohrms/dockets/ac/02/slides/3830s1_01_glaxo/img067.gif
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Figure 3. Age-specific and age-adjusted awareness of high blood pressure among U.S. adults with high blood pressure Table 1. Baseline characteristics of the study patients.
1999-2000 through 2007-2008

TA Group | Non-TA Group | p-Value
100 == 1999-2000 wm 2001-2002 == 2003-2004 wm 2005-2006 2007-2008 {n=47) (n=15)
Age (pears) 6511 6l=11 036
Gender {malefemale) 425 1372 0.78
Body surface area (m') 169 £ 0.15 L70+023 097
Histury
Hypertesusicn 30 (£3.8%) 10 (66.7%) 0.54
Diabetes 15 {11.9%) 3 {(20.0%) 0.36
Dyslipidemia 27 (57.4%) 7 (46.7%) 047
Cusrent smiking 24 (51.0%) 7 (46.7%) 077
Pre-infarctivn angir 15 {31.9%) 4{26.7%) 070
Systolic blood pressure (mmHg) | 128223 136219 0.15
Diistelic blood presere (mmHg) | 74+ 15 821l 017
Heart rate (min-') T1:1B 76+ 14 0.28
Timme from hospital entry it | 105 = 40 102 =22 0.80
Talloon or aspisation (minuses)
Toeal ischemic time {mértes) 298 £ 143 353 = 277 034
Age 18-39 Qe d40-50  Age6Dand  Non-Hispanc  NonHispan Mexican Peak CK (IUJL) 3671£2505 | 4527 £ 3493 021
older' ‘white' black' American Ok = it ki
2K = oot kinase.

! Statistically sgnificant i rend: o 5 0.05.
SOURGE: COCINGHS, Naiona! Hoath snd Nusiton Examination Survey.
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Causality is argued at 3 increasing levels:

1) Association (results — description of how mathematical

variables are related )
2) Necessity (discussion)
3) Sufficiency (discussion)

Mediat
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/

Treatment

—C"

Outcome
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STATISTICAL ERRORS

BY REGINA NUZIO




e P-values can only summarize the data assuming a
specific null hypothesis. It cannot work backwards and
make statements about the underlying reality.

e Avoid the trap of thinking about results as significant or
not significant.

e Always report effect size and confidence intervals ,
they convey what a p-value does not: the magnitude
and relative importance of an effect.
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Material and methods —
the place to establish a study’s internal validity

v
Cause / 2 Effect/outcome
(independent variable) (dependent variable)

-
Other factor
NG (confounding variable)

https://explorable.com/images/third-variable.jpg
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&4 ICMJE guidance about the discussion

“Emphasize new and important aspects and conclusions in
the context of the best available evidence.” www.icmje.org

ii}q.?
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Revisit

INTRODUCTION

Check if the knowledge gap has narrowed

and the context changed while you did the practical work
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* INTERVENTION
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The reading-research-writing continuum
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