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PART 1 — BLOG ARTICLE GUIDELINES

SECTION 1

Purpose & Who Should Submit

ClinStandards.org/blog is a community-driven publication platform for clinical programmers,

biostatisticians, data managers, and regulatory professionals. We publish practical, informative, and

thought-provoking content that helps the clinical data community stay current with standards,

regulations, and emerging tools.

Who can submit?

• Any clinical programmer, statistician, or regulatory professional

• Students and early-career professionals are welcome

• Authors do not need to be affiliated with any organisation

• Both first-time and returning contributors are encouraged

SECTION 2

Article Categories

Choose the category that best describes your article's primary focus:

Category What belongs here

Technical
SAS macros, Python scripts, R packages, validation techniques,
SDTM/ADaM implementation, Define-XML, Dataset-JSON, and other
hands-on programming content.

Regulatory
FDA guidance documents, ICH guidelines, eCTD submissions, study data
conformance, SEND, and regulatory compliance topics.

Innovation
AI/ML in clinical trials, new tooling, emerging workflows, DDF/USDM, FHIR,
and forward-looking ideas shaping the field.

Standards
CDISC standards deep-dives, Controlled Terminology, TAUG
walkthroughs, standards adoption strategies, and comparison of
frameworks.
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SECTION 3

Submission Form Fields

The following fields are collected when you submit via clinstandards.org/blog/contribute:

Field Required
?

Notes

Your Name Yes Your full name as it will appear on the article.

Email Yes Used for review notifications only; not published.

About Author First time A short bio (max 400 chars) shown when readers click your
name. Returning authors may leave blank — your previous
bio is reused.

Article Title Yes Concise, informative, title case. Under 100 characters. E.g.
"Implementing SDTM IG 3.4 Findings About Domain".

Category Yes Technical, Regulatory, Innovation, or Standards.

Content Yes Upload a .docx file, paste from Word/Google Docs, or type
directly. Tables, headings, and lists are preserved.

SECTION 4

Article Structure

Structure your article logically so readers can follow your reasoning. The sections below are

recommended — adapt as needed for your topic.

Section Target
Length

Guidance

Title — Concise <100 chars, title case, no all-caps. Hook the reader
immediately.

Introduction 200–400 words State the problem, why it matters, and what the reader will learn.
Open with a question, statistic, or scenario.

Main Body 600–1,400
words

Use H2/H3 headings to divide content. Short paragraphs (3–5
sentences). Typical subsections: Methods, Discussion, Case
Study, Challenges.
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Results If applicable Present findings clearly. Use objective language and quantify
where possible (e.g., "Reduced validation time by 40%").

Conclusion 150–300 words Summarise key points, clinical implications, and a
forward-looking statement.

References As needed Vancouver-style numbered list. See Section 6 for format.

Total target length: 800–2,000 words. Highly technical deep-dives may exceed this.

SECTION 5

Tables, Figures & Code

Tables

• Number sequentially: Table 1, Table 2, …

• Add a caption above the table (e.g., "Table 1: SDTM ADSL Variable Mapping").

• Keep columns clearly labelled; align numbers right, text left.

• Reference every table in the article body ("As shown in Table 1…").

Figures / Screenshots

• Number sequentially: Figure 1, Figure 2, …

• Caption below the figure (e.g., "Figure 1: Python validation output").

• Minimum 300 DPI for any embedded images.

• Use high-contrast colours; avoid relying on colour alone to convey meaning.

• Cite the source in the caption if the image is not original.

Code Blocks

• Wrap all code in a pre-formatted code block (the editor's <Code Block> toolbar button or <pre> tags).

• Specify the language at the top of the block (e.g., /* SAS */ or # Python).

• Keep lines under 90 characters wide to avoid wrapping.

• Include comments explaining non-obvious logic.

SECTION 6

References

Use Vancouver-style numbered references — the standard in clinical and medical fields. List all

references at the end of your article under a "References" heading.
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Journal article:

Smith J, Doe A. Advances in SDTM automation. J Clin Data Sci. 2025;12(3):45–52.
doi:10.1234/jcds.2025.012

Book:

Johnson R. Clinical Standards Handbook. 2nd ed. Medical Press; 2024. p. 100–120.

Website / FDA:

FDA. Guidance on Study Data Standards. U.S. Food and Drug Administration. Updated January 2025.
https://www.fda.gov/... Accessed March 2026.

CDISC standard:

CDISC. SDTM Implementation Guide v3.4. CDISC; 2024.
https://www.cdisc.org/standards/foundational/sdtmig

Reference tips

• In-text: use superscript or bracketed numbers — e.g., "per recent FDA guidance[1]".

• Limit to 10–20 references unless the article is a formal literature review.

• Only cite reliable sources: peer-reviewed journals, official bodies (FDA, ICH, CDISC, EMA).

SECTION 7

Writing Standards

• Tone: Professional yet accessible. Avoid overly academic language; write for a practitioner, not a
textbook.

• Originality: All content must be your own. Do not reproduce text from other sources without proper
citation.

• Clarity: Define acronyms on first use — e.g., "Electronic Data Capture (EDC)". Short sentences beat
long ones.

• Relevance: Content must relate to clinical data standards, programming, or regulatory science.

• SEO (optional): Naturally include terms like "CDISC", "SDTM", "ADaM", "FDA validation" to help
others find your article.

• Proofreading: Check spelling, grammar, and consistency before submitting. Articles with excessive
errors may be returned for revision.

SECTION 8

Review Process

1
Submit
Complete the form at clinstandards.org/blog/contribute. You'll receive a confirmation.
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2
Admin Review
The editorial team reviews for relevance, quality, and policy compliance. Turnaround: 3–7 business
days.

3
Feedback
If revisions are needed, you'll be contacted via the email you provided.

4
Published
Approved articles are published immediately on the blog and appear in the Community Insights feed.
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PART 2 — OPEN SOURCE PROJECT GUIDELINES

SECTION 9

Purpose & Who Should Submit

clinstandards.org/projects is a curated directory of open-source tools, macros, libraries, and

applications built by and for the clinical programming community. Projects should help clinical

programmers do their work faster, better, or with less effort.

Who can submit?

• Any developer, programmer, or researcher with a publicly accessible project.

• The project must be related to clinical data, CDISC standards, FDA submissions, or clinical trial

programming.

• Both solo developers and team projects are welcome.

• Projects do not need to be complete — works-in-progress and beta tools are accepted.

SECTION 10

Project Categories

Category What belongs here

Validation Tool
Tools that validate CDISC datasets — e.g., custom Pinnacle 21 rule sets,
Dataset-JSON validators, SDTM/ADaM checkers, eCTD conformance
utilities.

Data Mapping
Scripts or applications that map source data to SDTM/ADaM — e.g.,
CDASH-to-SDTM mappers, auto-derivation tools, aCRF annotators.

Reporting / TFL
TFL generation tools — e.g., automated table shells, listing programs,
figure generation libraries, CSR formatting utilities.

Utility Library
General-purpose macros or packages for clinical programming — e.g., SAS
macro libraries, R helper packages, Python utility modules.
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SECTION 11

Submission Form Fields

Complete the form at clinstandards.org/projects/add. All fields are explained below:

Field Required
?

Notes

Project Name Yes Short, descriptive name. E.g., "py-sdtm", "SAS CDISC
Toolkit", "R ADaM Validator".

Primary Language Yes Python, SAS, R, SQL, or Other.

Author Name Yes Your name as it will appear on the project card.

Author Email Yes Used for review notifications only; not displayed publicly.

Category Yes One of: Validation Tool, Data Mapping, Reporting/TFL,
Utility Library.

GitHub / Repo Link Yes Full URL to a public GitHub, GitLab, or Bitbucket repository.
The repository must be publicly accessible.

Application Link No Only if you have a live deployed version (e.g., a Shiny app,
Streamlit app, or web tool). Leave blank otherwise.

Description Yes 2–3 sentences. Explain what the tool does, who it is for, and
why it is useful. See Section 12 for guidance.

SECTION 12

Description Best Practices

The description is the most important field — it's what readers see on the project card and use to

decide whether to explore further. Write 2–4 focused sentences that answer:

• What the tool does (its core function).

• Why it exists — the clinical programming problem it solves.

• Who it is for (e.g., "SAS programmers working on oncology submissions").

• How it works at a high level (language, approach, or key dependency).

Example description:
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"py-sdtm is a Python library that automates the transformation of CDASH source data into

SDTM-compliant datasets. Designed for clinical programmers frustrated by repetitive mapping work, it

uses a JSON configuration file to define derivation rules — cutting mapping time by up to 60%.

Compatible with Dataset-JSON output for FDA submissions."

SECTION 13

GitHub / Repository Requirements

The repository link is mandatory. Your repository should include:

• README.md — Explains what the project does, how to install it, and how to use it.

• Public visibility — The repository must be publicly accessible (not private or invite-only).

• License file — Include an open-source license (MIT, Apache 2.0, GPL, etc.).

• Installation / usage instructions — Clear steps to get started.

• Contact or issues tab — A way for users to report problems or ask questions.

How to get your GitHub link:

• Go to github.com and open your repository.

• Copy the URL from your browser's address bar (e.g., https://github.com/username/repo-name).

• Paste it directly into the "GitHub / Source Code Link" field on the submission form.

SECTION 14

Review Process

1
Submit
Complete the form at clinstandards.org/projects/add.

2
Verification
The team verifies the repository is accessible, relevant, and meets basic quality standards.

3
Approval
Approved projects appear on the Projects page with language/category badges, a description card,
and links to the repo and live app (if provided).

4
Updates
If your project evolves significantly, you can resubmit with updated details. The original listing will be
updated.
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Questions or feedback? Contact us at clinstandards.org/contact • We are a non-profit community hub

run by volunteers.


