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Manuscript Development Process
The Governance Document contains the overarching editorial policies for the FFB Clinical
Consortium. This document is intended to expand on those policies and provide more details of the
Operations Committee’s process for selecting writing committees and writing manuscripts.
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1.0 Writing Committee (WC) Selection Process
1. Step 1: CC creates a starting list to be reviewed
a. Primary papers:

i. Decide whether or not to poll investigators for interest, or just review list of

highest recruiting investigators for the study.
b. Secondary Papers:

i. Poll all eligible investigators (i.e., those who enrolled at least one participant in
the given protocol) for interest - if paper topics/ideas are available, can also ask
to indicate preference.

2. Step 2: OC reviews the list of options and assigns as follows (OC may get advice from the EC)
a. WC members:

1. Select/prioritize based on expertise on the topic, contributions to study (e.g.
recruitment), willingness to commit to responsibilities (see below)

ii. For secondary papers where interest poll was gathered - Everyone indicating
interest should be offered placement on at least one WC (may not guarantee
their topic of choice).

iii. Also CC staff: The lead statistician is always on the WC. The senior statistician
and/or the project director may also be on the WC depending on level of
contribution.

b. Lead author:

i. Select/prioritize based on expertise on the topic, contributions to study (e.g.
recruitment), willingness to commit to responsibilities (see below)

ii. For primary papers this will typically be the study chair.

c. Author listing:

1. The standard for listing writing committee members is the following. This can
vary (e.g., senior statistician is more heavily involved in writing listed higher,
multiple/co-leads listed as 1st/2nd author, specialty expert listed as senior/last
author, etc.).

1. 1st- Lead author
2. 2nd- Lead statistician
3. Remaining writing committee members in alphabetical order
4. Study chair should be listed as the senior/last author, if they are not the
lead author
3. Step 3: CC formally invites the WC and lead author
a. Ask for confirmation and agreement to responsibilities (see below).
b. Note that member may be removed from the WC if responsibilities are not met.

2.0 Writing Committee and Lead Author Responsibilities
1. WC responsibilities:

a. According to the FFB Clinical Consortium Governance document (which follows the to
the International Committee of Medical Journal Editors (ICJME) recommendation for
authorship) --- Authorship credit should be based on 1) substantial contributions to
conception and design, acquisition of data, or analysis and interpretation of data; 2)
drafting the article or revising it critically for important intellectual content; and 3)
final approval of the version to be published.

2. Lead author responsibilities :
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a. Lead the overall writing efforts in parallel with the CC lead statistician.

b. Draft portions of the paper, often including but not limited to the introduction, clinical
or technical portions of the methods (CC will write study design and statistical
methods), and discussion.

c. Lead the review of comments/edits and revision of drafts in parallel with the CC lead
statistician.
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3.0 Manuscript Writing Process
See flow chart for overview of the typical process. Each paper has its unique requirements and
challenges, so the exact steps may vary.

Manuscript Writing, Review and Approval Flow Chart

Writing Phase
Define WC
Lo ( N
Define Objectives Decide target journal.
Lead Author ar}d Le.ad statlst1c1an ) <«—»| Lead Author provides suggestions, may get
develop analysis objectives and outline WC/EC input, OC makes final decision.
for data packet - J
* /WC review. \
De.vglop Data Packet — Typically a meeting or conference call to
Lead Statistician develops data packet walk through the data packet and discuss
with review and input by Lead Author interpretations and additional analyses.
* Lead Statistician incorporates feedback
\with Lead Author input. /
Draft Manuscript
Lead Author drafts intro, methods, 4 we .
Start creating and formatting title page, discussion (or outline) <> review.
[ references. and acknowledgements. Lead Statistician drafts study design, Lead Statistician incorporates feedback
statistical methods, results, with Lead Author input.
tables/figures (or shells). Additional iterations as needed.
1
v

Full Manuscript — Decent Shape
Continue iterations of reviews and revisions until major issues are resolved, and a full draft of the manuscript is in good shape, at
which point the manuscript is considered ready for reviews by other entities

Review Phase v
Send for review (typically in parallel) Entities review.
to the following entities: Lead Statistician incorporates feedback
Begin internal approval/ verification process *  Executive Compnttee with Lead Author input.
for items below. e Protocol Investigators 4>  WC review.
e  FFB Leadership! Lead Statistician incorporates feedback
e DSMC (if applicable) with Lead Author input.
e Industry (if applicable) Additional iterations as needed.
Approval/Verification Phase v
Approval by WC
Manuscript checklist completed, including:
Relevant datafreeze closeout verified. l
Master dataset verified.
Analysis program verified. Send for approval ically in parallel) to the following entities: .
Manuscript analysis plan signoff. . El:;l;cutive(tcy(?mmit};ee ’ : ¢ 1 fFf L:g:}i:rr's{;g)
Primary putcome replica'ted (if applicable). e  Protocol Site PI - approval of manuscript and cﬁﬁical & Outcomes
Manuscript numbers verified. acknowledgement list Research
Manuscript proofread (including title page, e  FFB Leadership!' e Reviewers: Chief
acknowledgements, journal ¢ DSMC (if applicable) Executive Officer and
requirements). e Industry (if applicable) Chief Science Officer
References verified (formatting and usage). e If contains genetics
All approvals completed. data, add Senior VP,
Checklist signed off by Project Director and/ Research as reviewer

Manuscript submitted
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