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Qalitex Highlights Role of Stability Testing in
Recent Regulatory Submissions Reviewed
Under Accelerated Timelines

Qalitex highlights shelf-life validation as
key in regulatory submissions as agencies

lerate reviews of health-focused ih
broduct categories. Stability
Testing

Qalitex Highlights its Role in Recent
Regulatory Submissions Reviewed Under
Accelerated Timelines

IRVINE, CA, UNITED STATES, June 9,

2025 /EINPresswire.com/ -- Qalitex A L I T E X
Laboratories acknowledged the

continued importance of stability

testing in regulatory submissions,

particularly for product categories that

have received heightened attention from regulatory agencies in recent months. While formal
testing requirements have not changed, shelf-life validation remains a critical component in
documentation used to support product quality, safety, and labeling accuracy.

The company notes that while faster reviews may benefit emerging product types,
documentation expectations remain unchanged. Properly structured stability testing continues
to play a critical role in confirming product quality, safety, and label accuracy—regardless of the
review timeline.

Understanding Accelerated Regulatory Timelines

Regulatory acceleration refers to the prioritization of certain submissions based on public
interest, safety relevance, or innovation potential. In recent years, agencies such as the U.S. Food
and Drug Administration (FDA) and European Medicines Agency (EMA) have publicly discussed or
implemented mechanisms to streamline the review of nutritionals, health supplements, and
topically applied functional products, especially those tied to emerging consumer demand or
specific health categories.


http://www.einpresswire.com
http://qalitex.com
http://qalitex.com
https://qalitex.com/shelf-life-stability-testing/
https://qalitex.com/shelf-life-stability-testing/

While the parameters of such fast-tracking may vary across
“ jurisdictions, the technical expectations of submission
content—including shelf-life validation—remain in place.
For physical products like dietary supplements or cosmetic
creams, stability testing is often used to verify expiration
dating, packaging integrity, and long-term ingredient
performance.

Stability testing remains
essential in regulatory
submissions. Clear, well-
documented data helps
ensure products meet safety

and shelf-life expectations.” . o o
Nour Abochama, VP for Stability Testing in the Context of Regulatory Submissions

Stability testing is commonly required to support claims

Operations . o
made on product labels and in regulatory submissions.

These tests are conducted under controlled environmental conditions to assess how a product
performs over time. Parameters typically assessed include:

Potency of active ingredients

Physical stability, such as consistency, color, or phase separation
pH stability, particularly for emulsions or topicals

Microbial safety under expected storage conditions

Packaging interaction, to evaluate potential degradation or leaching

These findings are compiled into structured reports used by regulatory reviewers to evaluate
whether the shelf-life stated by a manufacturer is scientifically supported. Depending on the
product and region, both accelerated and real-time testing protocols may be submitted.

Public Focus on Time-Sensitive Categories
Several health-related categories have received heightened attention in recent agency
communications, including:

Immune support formulations, such as vitamin blends, botanical extracts, and zinc-based
products

Nutricosmetics, or ingestible beauty supplements formulated with actives like collagen, biotin, or
ceramides

Functional skincare, particularly creams and serums containing probiotics, antioxidants, or
adaptogens

Reformulated legacy products re-entering regulated markets under updated labels or
ingredients

Qalitex continues to serve brands operating in these categories. While the company does not
publish client-specific testing volumes or performance data, it affirms that shelf-life
documentation remains a consistent requirement across all reviewed categories—whether
reviewed under standard or shortened timelines.


https://qalitex.com/dietary-supplement/

No Change to Regulatory Testing Requirements

To date, no regulatory agency has announced changes to how stability data should be prepared
or submitted. However, the timeframe in which such data is reviewed may become more
condensed for certain categories. In this context, documentation quality and completeness are
essential to ensure reviewers have what they need to evaluate a submission in full.

Technical reviewers may request:

Tabulated stability test results over designated time points

Information on testing conditions, including temperature and humidity levels
Confirmation that packaging used in testing matches commercial packaging
Justification for shelf-life claims based on observed degradation or pH shift
Microbiological assessments in support of “preservative-free” or “natural” claims

Qalitex maintains internal processes to produce structured stability reports that align with these
core expectations.

Structured Documentation Supports Efficient Review

Structured testing documentation allows regulatory reviewers to evaluate product claims without
requesting further clarification or rework. When timelines are compressed—either due to public
urgency or agency prioritization—having clean, clearly labeled data reduces the risk of a
submission being paused for additional information.

Qalitex continues to support product teams in assembling submission-ready testing
documentation across various formats, including:

Time-point stability tables

Graphical trend summaries of potency or pH

Narrative summaries of observed changes (e.g., color, viscosity)
Metadata about test method, lab conditions, and storage simulations

These materials are provided in formats that are adaptable to both digital submission systems
and physical regulatory dossiers.

Monitoring the Review Landscape

As part of its routine compliance tracking, Qalitex monitors public agency communications,
industry working group updates, and evolving submission practices related to shelf-life
documentation. While the company does not speculate on future policy changes, it maintains
awareness of submission formatting guidelines and reviewer preferences across multiple
jurisdictions.

At this time, Qalitex recommends that all product teams preparing for regulatory
submission—regardless of product type—ensure that shelf-life claims are backed by structured



data and that packaging configurations match those used during testing.

Efficiency Requires Readiness

As some health-related product categories receive faster attention from regulators, the
importance of accurate, well-organized stability testing data becomes more pronounced. While
the timelines may shrink, the expectations around scientific rigor and traceability do not.

Qalitex remains committed to supporting brands in preparing clear, regulator-ready
documentation for supplement, cosmetic, and wellness products—regardless of the pace at
which they move through the regulatory system.

About Qalitex

Qalitex is a testing and compliance services provider supporting supplement, cosmetic, and
wellness brands. Its offerings include stability testing, label accuracy verification, and structured
documentation to support regulatory and retail readiness. Qalitex works with companies seeking
to align their product data with evolving industry standards and submission protocols.
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