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Evaluation Process Supporting Elimination of Defined
Shipment Temperature Range for Solid Oral Dosage Forms

Introduction
Some GMP sites may be practicing to ship some oral dosage form products from
manufacturing facilities to Distribution Centers under controlled (defined temperature
range) temperature conditions. Given the characteristics and stability performance of
many solid oral dosage form products, shipment under a defined temperature range is
not necessary. This document provides the scientific and risk management assessment
process to support the evaluation and, where appropriate, discontinuation of solid oral
dosage form shipment under defined temperature range conditions, dependent upon
the results of individual product analyses.

Assumptions
1. During summer months and in tropical climates, pharmaceutical products

being shipped under ambient conditions have the potential to be exposed to
elevated temperatures reaching an approximate maximum temperature of 50ºC
(122ºF).

2. Review of central America to United States Distribution Centres shipment
time indicates that the typical shipment time for these pharmaceutical products
from manufacturing facilities to distribution centers is less than two weeks.

The presented rationale may be applied to discontinue defined temperature
range shipments for other shipping routes if the shipment time is known and
falls within the assumptions of this model.

3. Since the maximum exposure to elevated temperatures occurs during day time
hours (approximately 12 hours per day), for a two week shipment time the
actual exposure to elevated temperatures is estimated to be a maximum of one
week as a worst case scenario.

4. Applicability of this document is limited to solid oral dosage forms (e.g.
tablets, hard gelatin capsules, powders, etc.). Given dosage form
characteristics, shipment of other dosage forms (e.g. soft gelatin capsules,
liquid products, etc.) should be performed under temperature conditions in
accordance with product labeling.
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