
Guidance Number: 121

Figure 1: Workflow and Decision Tree for Assessing Shipping Processes

A. Stability Data –
Collect and review
product stability data

B. Transit Conditions – Identify worst
case environmental conditions that
product may experience in transit.

C. Packaging Components –
Consider roles packaging
components play in protecting DP.

D. Perform Risk Assessment of shipping
process. See appendix 1 for Risk
Assessment.

Sufficient information
about transit condition
to make an informed
decision about risks?

Collect additional data by monitoring
shipping conditions and evaluating
shipped materials as needed to assess
identified risks

Use data loggers in shipments where
temperature and/or exposure to humid
conditions poses risks to shipped
materials.

E. Shipping
qualification – Is there
known potentials for
quality to be impacted
during shipping?

F. Robust products – Is
SQ recommended for
cost reasons or it is a
local requirement?

Perform shipping
qualification study

Documented data collection and risk
analysis and/or monitoring of each
shipment provides the support needed to
ensure protection of product quality.
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