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Agenda

1. Planning & Writing the Paper
= Reproducibility / Reporting Guidelines
= Standard Practices in Ethical Reporting
2. Submission & Peer Review
= What Editors want
= Processes
= Reviewer Comments
3. Conclusions and Essential Tips
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Planning

= Before you start, decide what you want the paper to achieve

= What does the ‘end result’ look like?
= Why am | doing this?

What do | want to say? (What is my message?)

Who do | want to say it to? (Who is the audience?)

What is the best way to say it? (What format should | choose?)
Where should | say it? (What publication, outlet?)

1:',1 Wolters Kluwer



What Defines a “Good” Manuscript?

1. Reproducibility
= |s the methodology described in sufficient detail?

2. Ethics
= \Was the research carried out in accordance with standard practices?
3. Readability

= |s the language effective enough that the concepts are being
adequately communicated?
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Research Reporting Guidelines

= Reporting guidelines provide a consistent framework for authors, reviewers,
and editors.

= Conforming to guidelines helps authors to improve their chances of
acceptance.

= EQUATOR Network — www.equator-network.org
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Article Types and Guidelines

Clinical Trial/Experimental Study CONSORT
Observational Study STROBE
Systematic Review and Meta-Analysis PRISMA
Meta-Analysis of Observational Studies in Epidemiology MOOSE
Diagnostic Accuracy Study STARD
Quality Improvement Study SQUIRE
Economic Evaluation Study CHEERS
Clinical Case Report CARE
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Meeting Expectations: Example, CONSORT

= An evidence-based, minimum set of = The CONSORT Statement comprises

recommendations for reporting a 25-item checklist and a flow
randomized trials. diagram.

= |t offers a standard way for authors = The checklist items focus on
to prepare reports of trial findings, reporting how the trial was
facilitating their complete and designed, analysed, and
transparent reporting, and aiding interpreted.
their critical appraisal and = The flow diagram displays the
interpretation. progress of all participants

through the trial.
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http://www.consort-statement.org/consort-statement/checklist
http://www.consort-statement.org/consort-statement/flow-diagram
http://www.consort-statement.org/consort-statement/flow-diagram

In Practice Example: Medicine

= |nstructions For Authors

= Medicine® article types are based upon key reporting guidelines, as defined
by the EQUATOR Network. Authors should prepare their manuscripts in
accordance with the appropriate guidelines(s) and/or checklist(s) for each
type of article. We ask that you use the checklist and flow diagram
templates for the guidelines outlined below available at
http://www.editorialmanager.com/md in the "Files & Resources" section of
the home page.

= The appropriate checklist (and flow diagram, if applicable) must be included
with each submission.
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Completed CONSORT Checklist

r'z CONSORT 2010 checklist of information to include when reporting a randomised trial*

Section/Topic ' Checklist ltem ; oﬁeﬁpogr:e;o
_Title and abstract
1a | Identification as a randomised trial in the title P1
1b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for P2
abstracts)
Background and 2a | Scientific background and explanation of rationale i P3-4
objectives 2b Specific objectives or hypotheses ﬂ
Trial design 3a_: Description of frial de ign (such as parallel, factorial) including alk ratio P4-5
y‘\ﬁonant changes to i such as eligibility criteria), with reasons P4-5
Partici Qa Eligibility criteria for participants P4-5
N 4b sttings and location P4
. The interventions for each group with sufficient details to allow replication, including how and when
Interventions 5 - N P5
they were actually
6a Completely defined pre-specified primary and secondary outcome measures, including how and when P56
Outcomes they were
6b | Any changes P56
Sample size 7a | How sample size was determined P4
7b | When applicable, 1 of any interim analyses and stopping guidelines P4
Randomisation:
Sequence 8a | Method used to generate the random allocation sequence P5
generation 8b | Type of rar ), details of any (such as blocking and block size) P5
Allocation Mechanism used to implement the random allocation sequence (such as sequentially numbered
concealment 9 | containers), describing any steps taken to conceal the sequence until interventions were assigned P5
mechanism
Implementation | 10 Whg generateq the ranQOm allocation sequence, who enrolled participants, and who assigned P5
participants to interventions
CONSORT 2010 checkdist Page 1

Study population

This study was approved by the Scientific and Ethical Committee of the
Shanghai Cancer Center, Fudan University. Written informed consent was obtained

from all partici, before data coll From November 2016 to February 2017,
30 patients with brea a vere recruited through the Yankang E-follow-up
Platfgsarat the Department of Breast Surgery’ udan University, Shanghai Cancer

fadad

erfter. The inclusion criteria i ndergoing unilateral mastectomy

due to breast cancer confirmed by histological examination; 2) had undergone
mastectomy at least six months prior to the start of the study or had completed
radiation therapy at least two months before;3) without evidence of postoperative
relapse; 4) wearing conventional (non-adhesive) breast prostheses; 5) without
abnormal skin or skin lesions; 6) without progressive lymphedema; and 7) 1 d
in conventional and self-adhesive breast prostheses. Exclusion criteria were as follows:
patients 1) with incomplete healing of their surgical wounds; 2) undergoing
chemoradiotherapy or had received chemoradiotherapy less than two months prior to
the beginning of the study: 3) with skin conditions that do not meet the requirements;
4) whose remaining breast is not within the study’s size range; 5) with significant life
changes during the study, including divorce, loyment or dep : 6) relapsed
during the observation period; and 7) had a reaction to the first skin test and unable to
receive the second skin test.
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Completed CONSORT Checklist

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

Blinding M3 hose assessing outcomes) and how -
11b | If relevant description of the similarity of intervemicns -
Statistical 12a | Statis P&
methods 12b | Methods for additional analyses, such as subgroup analyses and adJusted analyses P6
Results
Participant flow (a 13a For each group, the numbers of participants who were randomly assigned, received intended P6
diagram is strongly tre , and were y for the primary outcome
recommended) 13b_: For each group, losses and exclusions after randomisation, together with reasons P6
Recruitment 14a | Dates defining the periods of recruitment and follow-up P6
14b | Why the trial ended or was stopped P6
15 ! Atable showing baseline demographic and clinical characteristics for each group P7
Numbers 16 For each group, number of participants (denominator) included in each analysis and whether the p7
lysed analysis was by original assigned groups
Outcomes and 17a For aach primary and secondary ou?come, results for each group, and the estimated effect size and its P89
R precision (such as 95% confidence interval) /
17b | For binary outcomes, p of both absolute and relative effect sizes is ded Ps-9f

Ancillary analyses | 18

Results of any other analyses performed, including subgroup analyses and adjusted analyses,
distinguishing pre-specified from exploratory

Harms 19 | Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms) / —
Discussion
Limitations o Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, muItmhuNy P12
Generalisability 21 | Genel HH idi licability) of the trial findings P9-12
Interpretation 2 Intgrpretatlon consistent with results, balancing benefits and harms, and considering other relevant P9-12
evidence
_Other information
Reg 23 | Registration number and name of trial registry P12
Protocol 24 | Where the full trial protocol can be accessed, if available P17-22
Funding 25 | Sources of funding and other support (such as supply of drugs), role of funders —-

e srongly recommend teading this satement in conjunction with the CONSORT 2010

for important ¢

onall the items, felevant,we

reading CONSORT

for cluster

v trials,
pragmahc ‘rials. Additional extensions are forthcoming. for those and for up to date roferences relotant to this checklist, 66 st copsort- stalemeutmg

Study li

e present study has some limitations. The sample size was really sm:
‘this was the major shortcoming of this study. Limited by sample size (voluntary
patients who undertook mastectomy), geographical locations (in one cancer cemer)
limate (in \vmter) the study cannot fully reflect the whole plcture of m:
e is usually insufficient to satisfy a comy and, just
hke a Web Service Composition paradigm 1s introduced as a core task of
Itiple services to g a value-added web servicel*]. We
plan to enlarge the sample size and carry out studies in different geographical
locations and seasons for future research, so as to provide adequate information and
support to breast cancer patients who lose breast and in need of breast prostheses.

Conclusion

As a replacement for a real breast, a breast prosthesis can increase a woman's
self-esteem and self-confidence, restore her social credibility, sense of belonging, and
better participation in sports. Women are satisfied with the temperature-controlled
breast prosthesis and are more willing to choose adhesive breast prostheses because
they are more likely to feel like a part of the body. However, they also need careful

In China, still lack information about breast prostheses.

’I'herefore specialist breast nurses should provide such information, assist patients in

i itable breast prostheses, collect feedback about the p . and reduce
patient’s physical and mental discomfott.

CONSORT 2010 checkdist

Page 2
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Completed CONSORT Ch

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

ecklist

Project summary

Breast loss causes negative influence on women physically, psychologically and
socially. Breast prosthesis can improve patient’s figure externally, increase
self-confidence, thus improving quality of life. Prospective study of different breast
prostheses has not yet been performed in China. Our objective was to understand the
knowledge regarding breast prostheses in breast cancer patients, evaluate the quality
of life of patients wearing different types of breast prostheses and to compare the
physical and psychological effects of different temperature-controlled breast
prostheses on patients. We designed a randomized control study in one cancer center
in Shanghai. Eligible particip were rand d into either intervention or control
group. In the first 6 weeks of the study. self-adh breast prosth and
conventional breast prostheses were used in the intervention and control group,
respectively. In the later 6 weeks, t.he breast prostheses used were switched into
another kind. Several di 1 were ined by different
questionnaires at the end of both 6% and 12'h week including scars and skin, survey of
breast prosthesis knowledge, survey assessing the comfort and practicality of breast
prostheses, quality of life instruments for cancer patients and body image scale. We
expected that women would be isfied with the -C lled breast

prosthesis and were more willing to choose self-adhesive breast prostheses.

Clinical Trial Registration

was registrated in “ClinicalTrials. gO\"’ (rem) pestive registration). The

e srongly recommend teading this satement in conjunction with the CONSORT 2010

Blinding M3 hose assessing outcomes) and how -
11b | If relevant description of the similarity of intervemions -
Statistical 12a | Statis P&
methods 12b | Methods for additional analyses, such as subgroup analyses and adJusted analyses P6
Results
Participant flow (a 13a For each group, the numbers of participants who were randomly assigned, received intended P6
diagram is strongly tre , and were y for the primary outcome
recommended) 13b_: For each group, losses and exclusions after randomisation, together with reasons P6
Recruitment 14a | Dates defining the periods of recruitment and follow-up P6
14b | Why the trial ended or was stopped P6
15 ! Atable showing baseline demographic and clinical characteristics for each group P7
Numbers 16 For each group, number of participants (denominator) included in each analysis and whether the p7
lysed analysis was by original assigned groups
Outcomes and 17a For gaph primary and secondary ou?come, results for each group, and the estimated effect size and its P89
R precision (such as 95% confidence interval)
17b | For binary outcomes, p of both absolute and relative effect sizes is ded P89
Ancillary analyses | 18 R_es.ults_of .any other anglyses performed, including subgroup analyses and adjusted analyses, .
distinguishing pre-specified from exploratory
Harms 19 | Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms) —
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of P12
Generalisability 21 | Generalisability (external validity, applicability) of the trial findings P9-12
Interpretation 2 Intgrpretatlon consistent with results, balancing benefits and harms, and considering other relevant P9-12
evidence
_Other information .
Reg 23 ( Registration number and name of trial registry ‘ﬁ P12
Protocol 24 e full trial protocol can be accessed,f available P17-22
Funding 25 | Sources of funding and other support (such as supply of drugs), role of funders —-

for important ¢

on all the items. If relevant, we

reading CONSORT

for cluster

pragmahc trials. Additional extensions are forthcoming; for those and for up > to date roforences relotant to this chccld.lst, see www.consort-statement org.

CONSORT 2010 checkdist

Page 2
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ompleted CONSORT Flow Diagram

|CONSORT 2010 Flow Diagram

Assessed for eligibility (n=30 )
Excluded (a=0)
Randomized (a=30)

i

|

Allocated to Self-adhesive Group (n=15 )
O Received allocated intervention (a=15 )

Allocated to Conventional Group (n=15 )
0 Received allocated intervention (n= 13 )

|

Lost to follow-up (give reasons) (a=0)

Discontinued interveation (give reasons) (a=0)

| Follow-Up(6w) J l

Lost to follow-up (give reasons) (a=0)

Discontinued intervention (give reasons) (a= 0)

|

Allocated to Conventional Group (n=15 )
0 Received allocated intervention (a=15 )

Allocated to Self-adhesive Group (n=15 )
O Received allocated intervention (n=15 )

|

Lost to follow-up (give reasons) (a=0)

Lost to follow-up (give reasons) (a=0)

Follow-Up(12w) 1
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Results
Participant flow

30 participants were recruited and randomized into an intervention group or
control group. In the first 6 weeks, 15 participants in the intervention group used

6

self-adhesive breast prosth while 15 participants in the control group used
e ional breast prosth Related p were ined. In the latter 6
weeks, the treatment each group used was switched. 15 participants in each groups
were examined by the same parameters again in the 12th week (Figure 1)

Baseline data of the two groups of patients
1) Baseline characteristics of the two groups of patients

The average age of the patients was 48.5 years old, and the average duration of
disease was 34.9 months. In all, 66.7% of the patients had a bachelor’s degree or
above, 66.7% of the patients had a monthly income between RMB 5,000 and 15,000
yuan, 90% of the patients had medical insurance, 70% of the patients received
chemotherapy, and 26.7% of the patients received radiotherapy. There was no
significant differences in baseline infc 1 dical information, and initial skin
conditions between the two groups.
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Top strategies for writing a good paper

= Pose a clinically relevant hypothesis
- Your work should answer a specific question

= The selected methodology must be appropriate to answer the research
question

= Describe methodology in detail

Accuracy of the methods must be validated

Patient acquisition should be addressed in detail

Clarify how appropriateness of the study group was established
Presence of a control group is of critical importance

1:',1 Wolters Kluwer



Top strategies for writing a good paper

What does your data really mean?

= Perform a careful analysis

- Having asked a novel question and applied appropriate methodology, some
papers provide a flawed analysis

= Describe what your results yielded or what you found in the research
" Provide data to support the research question

1:',1 Wolters Kluwer



Top strategies for writing a good paper

How do your findings fit with what we already knew?

= Craft the discussion

- Present the most important result in the
first paragraph

- Provide a brief scholarly review of the
literature and place your findings in
perspective

- Acknowledge limitations

- Provide potential explanations and clinical
implications of your work

1:',1 Wolters Kluwer

= Create good figures and legends

[llustrations should be used to draw the
readers attention to important findings

lllustrations should clearly display the
findings

Use arrows, asterisks and other
designations to make the figures easy to
follow

= The message of a good figure can
commonly be summarized in a
single sentence



Standard Practices in Ethical Reporting

Publishers adhere to standard practices as defined by a number of
professional organizations: Committee on Publication Ethics (COPE),
International Committee of Medical Journal Editors (ICMJE), World
Association of Medical Editors (WAME).
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Ethics Policies

= Required policies should be clearly stated on journal web site and/or
instructions for authors. Examples include:

= Redundant or Duplicate Publication

Conflicts of Interest

Permissions to Reproduce Previously Published Material

Patient Consent Forms

Ethics Committee Approval
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Ethics Policies Examples

= https://journals.lww.com/md-journal/Pages/aboutthejournal.aspx

Journal Ethics

Medicine® expects the highest ethical standards from their authors, reviewers and editors when c¢
submitting papers and throughout the peer-review process. Medicine® is a member of the Commit
Ethics (COPE) and follows their recommendations on publication ethics and standards. For additic
COPE please visit http://publicationethics.org/.

Redundant or duplicate publication

Duplicate or redundant publication is a publication that overlaps substantially with one already p
or in an electronic media submission. (International Committee of Medical

Journal Editors. http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues;
publications.html)

Duplicate or redundant submission is the same manuscript (or the same data) that is submitted t
at the same time. International copyright laws, ethical conduct, and cost effective use of resource
readers can be assured that what they are reading is original. (International Council of Medical Jo
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/overlapping-p

Submitted manuscripts should not have been published or currently submitted elsewhere. Duplic
violation of the APA code of ethics (APA Publication Manual, 2010) and will be grounds for prompt
submitted manus cript. If the editor was not aware of the violation and the article has been publi
duplicate submission and the ethical violation will be published.

Conflicts of interest

At the noint of suhmissinn. nalicv reanires that each author reveal anv financial interests or conn

J

Permissions to reproduce previously published material

For permissions to reproduce, please see the license under which the individual article has been published. Articles
published in Medicine® are published under any of the six Creative Commons International 4.0 Licenses.

Patient consent forms

The protection of a patient's right to privacy is essential. Please collect and keep copies of patients' consent forms
on which patients or other subjects of your experiments clearly grant permission for the publication of photographs
or other material that might identify them. If the consent form for your research did not specifically include this,
please obtain it or remove the identifying material.

A statement to the effect that such consent had been obtained must be included in the 'Methods' section of your
paper. If necessary the Editors may request a copy of any consent forms.

Ethics committee approval

All articles dealing with original human or animal data must include a statement on ethics approval at the beginning
of the Methods section. This paragraph must contain the following information: the name and address of the ethics
committee responsible; the protocol number that was attributed by this ethics committee; and the date of approval
by the ethics committee.

The paragraph could read, for example:

"Ethical approval for this study (Ethical Committee N° NAC 207) was provided by the Ethical Committee NAC of
Geneva University Hospitals, Geneva, on 12 February 2007."

3® Wolters Kluwer
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https://journals.lww.com/md-journal/Pages/aboutthejournal.aspx

Reporting of Conflicts of Interest

This work was supported by the 2 projects from Jinhua Science and Technology Bureau (grant
agreement number is 2014-3-054/2019-4-025).

The authors have no conflicts of interest to disclose.

The datasets generated during and/or analyzed during the current study are available from the
corresponding author on reasonable request.

This is an open access article distributed under the terms of the Creative Commons Attribution-Non
Commercial License 4.0 (CCBY-NC), where it is permissible to download, share, remix, transform, and
buildup the work provided it is properly cited. The work cannot be used commercially without
permission from the journal. http://creativecommons.org/licenses/by-nc/4.0

Medicine: July 02, 2020 - Volume 99 - Issue 27 - p 20824
doi: 10.1097/MD.0000000000020824
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Reporting of Ethical Approval

“This study was approved by the clinical research ethics committees of the Jinhua Central
Hospital (2014!81).

This study followed the Good Clinical Practice guidelines and the
guidelines of the Helsinki Declaration. The study protocol was registered at the Chinese
Clinical Trial Registry and the registration number is ChiCTR1900026116.”

“
\,iL WOltel’S Kluwer Meeting Standards for Reporting Research



Reporting of Consent

“Exclusion criteria were: diabetes and osteoporosis prone to brittle fracture; severe
infections (such as hepatitis, pneumonia and pyelonephritis) in the last 2 months;
pregnancy or lactation in women; tuberculosis; tumors, multiple sclerosis, central
nervous demyelination or congestive heart failure; other serious diseases affecting vital
visceral organs such as the heart, liver, or kidney; blood or endocrine system disease.
“esides, all of the patients were required to sign a written informed consent before the
enrollment. The sample size was calculated using GxPower 3.1 based on 1) the study
design (ie, mixed factorial design); 2) a type | error rate of 5% (a=0.05); 3) a statistical
power of 95% (1-B=0.95); and 4) a moderate effect size of 0.34 based on our previous
study.[29] The total estimated sample included 70 patients.”
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Patient Consent

= Non-negotiable. A patient who has not granted consent cannot have their
data publicly shared.

= Patient images. Consent for image use must be granted and every effort must
be made to anonymize the image as much as possible while maintaining the
clinical value of the image.

= The black bar across the eyes is no longer considered adequate.

= Patients who are minors cannot grant consent. It must be obtained by
parents/guardians.

= Patients who are deceased cannot grant consent. It must be obtained by
legal next of kin.
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Seeking Assistance

If needed, where can I find help?

3 Wolters Kluwer

Wolters Kluwer Author Resources
authors.lww.com

Wolters Kluwer Editing Services

wkauthorservices.editage.com
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Submission & Peer Review
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Editorial Workflow

Online Editor & Reviewer Online Blinded Peer Release to
Submission Assignment Review Production

Editorial
Acceptance
(Ed Office)

| Decision
Complete
(Editor)

Assign Assign
Editor (Ed Reviewers
Office) (Editor)

Critique
Paper
(Reviewer)

Check in
(Ed Office)

Submission
(Author)

Manuscript
Corrections

Manuscript
Revisions
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Submission Process

= Be realistic about the journal you want to publish in
- JAMA (rejection rate of 92%)
- The Lancet (rejection rate of 90%)
- NEJM (rejection rate of 92%)
- BMJ (rejection rate of 93%)

Tips for smooth submission

* Read and follow author guidelines and
instructions

* Provide all the required paperwork first
time round (manuscript, figures,
declarations, copyright or licence form)
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What editors look for...novelty, relevance and quality
Novelty

.................................
.................................

"Information about a new drug, new

..................................

patient population, new problem

= Definitive data in a controversial
area

" Extending previous findings

= Large study population
(confirmatory data)

3® Wolters Kluwer



What Editors Look For...

Relevance

" Impact on clinical practice (new answer
for old problem, consolidating evidence,
changing accepted practice)

= Develop/validate a method of diagnosing
or quantifying severity of disease

= Establish a mechanism of disease

" Generate a ‘hypothesis’
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What Editors Look For...

Quality

=Sound methodology
= Comprehensive and analytical
= Well presented and well written

= Follow reporting guidelines and ethical
practice

3® Wolters Kluwer
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Peer Review Process

* Is a process of subjecting an author’s research or ideas to the scrutiny of experts in
the field.

* It is used by journal editors to screen and select submitted manuscripts.
* It helps to ensure balance.

* It is critical to establishing a credible body of knowledge for others to build upon.
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Peer Review Process

Requests from editors and referees Addressing referee comments

= The editor’s initial assessment = Use ‘track changes’ or different color to
- May ask for changes before paper goes for clarify revised text in the manuscript
peer review

= Attach a separate sheet listing
- Most important — let the editor know what you responses to referee comments
have and have not done, and why " Include referee comments in response
- Respond to each comment raised = Respond to individual comments
. .
= Referees report State upfront what action was ta!<en
- Referees can find errors — these must be (Done/NOt done) and then explain the
corrected reason
- Referees can make suggestions — these may be = The editor may send the revised

optional, but it is a good idea to follow these .
priona;, but 1t 15 a 8 manuscript and author responses to
suggestions if possible
referees for a second look

= Often: Length, Clarity, Focus
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Peer Review Process

Common reasons for rejection Avoiding a negative outcome

= Unrealistic target journal = Don’t hide things

- Paper is nothing new - Declare conflicts, funding (institutional or commercial)

. , . - Make sure you know the criteria for authorship and that
u Overlap Wlth Other Work I Salaml everyone meets them

publication’ - Declare the role of other contributors

= Paper is not clinically relevant
= Don’t try to break the “rules”

- NEVER submit to more than one journal at a time

= Study design is fatally flawed

. . .
Peer reviewer comments are madequately - Adhere to deadlines and communicate any changes of

addressed plan
= Paper has been rejected before but

problems have not been addressed before = If rejected?

resubmission - OK to try another journal — but make suggested

, , L improvements first (especially if rejected post peer
= ‘Fraud’” — most often plagiarism review)
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Post Acceptance: Complete the Open Access Process
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select ‘ULA — CC BY' from the license drop down when prompted and ensure you also select ‘ULA’ in Schedule B the License to Publish that the journal requests from you. :::i:"o’y‘;?;m‘ﬁ hu

Show address
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Article Publication Charge
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ULA E

DISCOUNTS APPLIED
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Final Thoughts
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Publishing is about following the rules

= Plan your choices of journal — be realistic
= Consider what editors look for in their journal content?
- Editors want good papers that will be read and cited

" Follow the process
- Be honest and professional
- Never withhold information
- Don’t break the rules

= Take heed of comments from the editor and peer reviewers
" Be aware you may not be successful —but don’t give up!

" The process takes time
- On average, expect 2-3 months for peer review

- 3-12 months for publication after acceptance (depending on the journal), but often articles are
published as non-final versions online before print
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