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T Definition from WHO/QAS/08.252 Rev 1 Sept 2009. Proposal for revision of WHO good distribution practices
for pharmaceutical products — Draft for comments.

2 Definition from International Air Transport Association (IATA). 2013/2014 Perishable cargo regulations (ePCR)
& temperature control regulations (eTCR). Geneva: IATA.
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3 Parenteral Drug Association. PDA Technical Report No. 39: Guidance for temperature controlled medicinal
products: maintaining the quality of temperature-sensitive medicinal products through the transportation
environment. Berlin: PDA; 2007.
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4 http://apps.who.int/medicinedocs/documents/s18683en/s18683en.pdf

5 See for example: http://apps.who.int/immunization_standards/vaccine_quality/pgs_catalogue/
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6 High bay pallet racking stores are particularly susceptible to temperature stratification. It is essential that such

stores are comprehensively mapped over their full working height.
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United States Pharmacopeia: Chapter 1079: Good storage & shipping practices.
United States Pharmacopeia: Chapter 1118: Monitoring devices — time, temperature and humidity.
9 US Food & Drug Administration (FDA): 21 CFR part 11.
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0 In very large facilities, this can be up to 20 or 30 metres.
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Figure 1
Typical location of data loggers in a pallet racking storage area

PACKING AREA

Figure 2
Typical location of data loggers in a walk-in cold room

bLca

Additional sensors:
DL17, 18: Directly in front of evaporator grilles
DL19, 20: Near refrigerator unit condensers to
monitor heart build-up

RTD: Recording Temperature Device
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" Duplicate units are sometimes set up so that one system runs most of the time and the other only cuts in at a
higher temperature. This ensures that the second unit runs infrequently and therefore reduces the chances of
a simultaneous breakdown.
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2 Thermal stability will be affected by three main factors: the external ambient temperature; the type of building
construction and the performance of the heating or cooling system. The first two factors are less significant for
freezer rooms and cold rooms built inside an existing structure.
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DL-019 19 0.3
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