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Article Contributor Questionnaire & Materials Request
* Indicates required question
Step 1: Please complete the required information.
	AUTHOR INFORMATION *

	Name, Job Title, Aﬃliation, Country *

	

	Public profile link (such as LinkedIn, ResearchGate, Google Scholar) *

	

	“About the Author” Biography (approx. 100 words) *

	




	ARTICLE INFORMATION *

	Article Title *

	

	Article Text (800 – 1,500 words) *
PLEASE REMEMBER
Paste your article text below or simply upload as a separate file (.docx). Images are optional; however, if you include any, please credit all images, figures, and tables used, and add captions to provide context for the reader.

	




Step 2: Upload and submit using our ‘Secure File(s) Upload’ link: https://filerequestpro.com/up/bioqc-article-contributor 
· This completed article contributor questionnaire (.docx)
· Your profile photo (.gif / .png)
· Your article text (.docx)
· Any images, figures, or tables used (.gif / .png) 
Questions?
Contact us at https://bio-qc.com/contact-us/feedback/
Article Example
· https://bio-qc.com/ich-q14-guideline-overview-for-analytical-procedure-lifecycle-management/ 
Article Contributor Guidelines
Useful to know
BioQC is excited to receive and publish your contributed article on our website, www.bio-qc.com, provided it aligns with our focus areas.
· Share practical and pertinent insights on a specific challenge or technological method. You might spotlight a recent development, explore its application, provide valuable user tips, or examine global or regional regulatory changes affecting biopharmaceutical drug development, from initial clinical trials to post-approval manufacturing.
· Topics can range from broad (e.g., What is QC?) to specific (e.g., Glycosylation analysis in vaccine products). See a list of topic ideas on the following pages.
Requirements
· Articles should be up to 1,500 words in length and no less than 800 words.
· UK English should be used.
· [bookmark: OLE_LINK1]Images are optional; however, if you include any, please credit all images, figures, and tables used, and add captions to provide context for the reader.
· Please ensure your article is non-promotional and does not mention products, services, or companies in a marketing context. Sponsored opportunities for Application Notes and eBooks are available here.
· All submitted materials must receive approval from BioQC’s scientific and editorial team before publication. The materials should adhere to our editorial guidelines and fit within the scope of the BioQC website.
· Any content submitted to BioQC must be original to the author and should not include other individuals’ data, words, or images without obtaining permission when necessary and providing proper citations.
· By submitting an article to BioQC, you grant a global, royalty-free, perpetual, and irrevocable licence to BioQC. This permits BioQC to utilise the content, in whole or in part, across its website, social media, and other platforms (such as eBooks and Learning Guides) where no conflicts of interest arise.
· Full credit will be attributed to the author whenever the article is published, with the author’s byline prominently displayed.
· BioQC reserves the right to edit articles to ensure they align with our brand style guidelines.
About Us
BioQC is a global knowledge platform for scientists, researchers and innovators involved in the development and manufacturing of biopharmaceuticals and biologicals.
We deliver in-depth, expert-driven content and facilitate meaningful discussions around the challenges and innovations in CMC and related areas. From FIH studies to market approval, we support every stage of drug development with expert insights delivered via articles, eBooks, webinars, expert forums, and a thriving user community.
Learn from experts across all key disciplines involved in the lifecycle of biologics, including: Upstream Process Development (USP), Downstream Process Development (DSP), Analytical Development (AD), Product Characterisation, Formulation Development, Quality Control (QC), Quality Assurance (QA), Regulatory Affairs, CMC Management, and Manufacturing.
At BioQC, we believe that knowledge sharing accelerates progress — leading to more robust processes, faster development timelines, and safer, high-quality medicines for patients worldwide.
https://bio-qc.com/about-us/ 
Article Topic Ideas
[bookmark: _r009748rnbcc](Each sub-bullet could be a standalone article)
Regulatory Guidelines & Compliance
ICH Q14 – Analytical Procedure Development
· Key Challenges and Solutions in Implementing ICH Q14
· ICH Q14 vs. Analytical Quality by Design (AQbD)
ICH Q2(R2) – Analytical Method Validation
· What Is Method Validation? Why Do We Validate Methods?
· Differences Between Q2(R1) and Q2(R2)
· Understanding the ICH Q2 Guideline
· Key Challenges and Solutions in Adapting to ICH Q2(R2)
· Validation vs. Qualification
ICH Q6B – Specification Setting
· Current Guidelines and Best Practices
· Future Directions: Clinical Relevance in Specification Setting
ICH M10 – Bioanalytical Method Validation
· Key Principles and Implementation Challenges
· Differences Between ICH M10 and FDA/EMA Bioanalytical Guidelines
Annexe 1 – GMP for Sterile Manufacturing
· Impact on Analytical Testing and QC Requirements
Pharmacopeial Harmonisation (USP, EP, JP)
· How Global Standards Are Evolving for Biopharmaceuticals
Data Integrity in Analytical Laboratories
· Best Practices for Ensuring Compliance with ALCOA+ Principles
Total Error Concept

Analytical Science & Methodology

Method Development & Validation
· Best Practices in Method Development
· Updating Analytical Procedures: A Practical Guide to Making Changes
· Method Life-Cycle Management (MLCM) – From Development to Retirement
· Managing Uncertainty in Pharmaceutical Analysis
· Standard Deviation vs. Confidence Interval vs. Tolerance Interval
· Error Propagation – How to Determine the Error in Your Analysis
Advanced Analytical Strategies
· Multi-Attribute Method (MAM) in Biopharmaceutical Analysis
· High-Resolution Mass Spectrometry in Biologics Characterisation
· Comparability Studies for Biologics and Biosimilars
· Real-Time Release Testing (RTRT) in Biopharma

Quality Control & Manufacturing

Quality Control & Assurance
· What Are Critical Quality Attributes (CQAs)?
· QC vs. QA – Understanding the Differences
· Implementing an Effective Quality Management System (QMS)
Pharmaceutical Manufacturing
· Batch vs. Continuous Manufacturing – Pros, Cons, and Trends
· Analytical Considerations for Biopharmaceutical Manufacturing
Analytical Strategies for Cell & Gene Therapy Products
· Unique Challenges in Characterisation and Release Testing
Impurity Profiling in Biologics and Vaccines
· Advances in Detection and Quantification of Process-Related Impurities
· Extractables & Leachables (E&L) in Biopharmaceutical Packaging
· Analytical Approaches for Risk Assessment
Adventitious Agent Testing in Biopharmaceuticals
· Ensuring Safety from Viral and Microbial Contaminants

Analysis and Characterisation

Glycosylation Analysis in Biopharmaceuticals
Managing Host Cell Proteins (HCPs) in Biologic Drug Development
Protein Purity & Control – Ensuring Biologic Consistency
Analytical Challenges in Biosimilar Development
Overview of Methods Used for Nucleotide Analysis

Digitalisation & Informatics

Lab Automation in Analytical Testing
· How Robotics and AI Are Enhancing QC Labs
The Future of AI in Analytical Method Development
· Predictive Modelling and Machine Learning in CMC Analytics
Blockchain for Data Integrity in Pharma
· Could Distributed Ledgers Solve Compliance Challenges?
The Role of Digital Tools in Analytical Method Development
Leveraging AI & Machine Learning in QC and Biopharmaceutical Analysis
Data Integrity & Compliance in Analytical Laboratories
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