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IRVINE, CA, UNITED STATES, March 27, i

2026 /EINPresswire.com/ -- Qalitex
Laboratories, an ISO 17025-accredited
third-party testing laboratory with ICH-
qualified stability testing capabilities
serving pharmaceutical drug
developers and CROs across North
America, today released expert
guidance on ICH Q1A(R2)
pharmaceutical stability testing. The guidance covers storage conditions by climatic zone, testing
intervals, stability data requirements for IND and NDA submissions, and best practices for
designing stability programs that meet FDA expectations.

ICH Q1A(R2) (Stability Testing of New Drug Substances and Products) is the foundational
guideline for pharmaceutical stability studies, establishing storage conditions, testing intervals,
and data requirements for regulatory submissions to FDA, EMA, and other ICH member
authorities. Related guidelines include ICH Q1B (photostability), Q1C (new dosage forms), Q1D
(bracketing and matrixing), and Q1E (stability data evaluation).

The guideline defines four climatic zones worldwide:

Zone | (temperate): UK, Northern Europe, Canada

Zone |l (Mediterranean/subtropical): US, Japan, most of Europe

Zone lll (hot/dry): Middle East, parts of Africa

Zone IVa/b (hot/humid to very humid): Tropical regions of Asia, Africa, Latin America

For global pharmaceutical products, Zone Il conditions (250°C / 60% RH) are typically used for
long-term studies.
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"The stability program design decisions that matter most for regulatory submissions are the
choice of storage conditions, testing intervals, and analytical methods at each time point," said
Nour Abochama, Vice President of Operations at Qalitex Laboratories. "FDA reviewers quickly
identify programs that do not meet ICH Q1A(R2) requirements. Establishing a compliant program
from the start is far more efficient than addressing gaps post-review."

For IND submissions, FDA generally requires stability data demonstrating drug substance and
product stability for the duration of the proposed clinical trial, often including at least six months
of accelerated stability data (400°C/ 75% RH) and any available long-term data. For NDA
submissions, 12 months of long-term data at submission, plus ongoing studies through shelf life,
are standard.

Analytical methods used must be stability-indicating, capable of detecting degradation products
and changes in drug substance or product over time. Methods are validated for specificity,
linearity, accuracy, and precision at expected study concentrations.

Qalitex’s ICH-qualified stability chambers are continuously monitored with automated data
logging, maintaining temperature within £20°C and humidity within £5% RH. The laboratory
offers studies at all ICH-specified conditions and time points, preparing stability data packages
suitable for regulatory submission.

"Our programs are built around each client’s regulatory timeline," added Abochama. "We work
backward from submission deadlines to plan study initiation, time points, and post-approval
commitments. For IND submissions on tight timelines, we can initiate accelerated studies within
days, often the critical path for CMC completion."

Resources:
Full article: Pharmaceutical Stability Testing: ICH Guidelines

About Qalitex Laboratories:

Qalitex Laboratories is an ISO 17025-accredited analytical testing laboratory with facilities in
Irvine and San Diego, California. The laboratory offers COA testing, ICP-MS heavy metal analysis,
USP <61>/<62> microbiology testing, preservative efficacy testing, ICH stability studies, and
regulatory compliance support for pharmaceutical, dietary supplement, cosmetic, and consumer
goods manufacturers. Turnaround times start at 48 hours for standard panels. Testing programs
comply with 210CFR Part 111, California Proposition 65, Amazon supplement standards, and
Health Canada NHP requirements.
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