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Temperature Mapping

Temperature Mapping is the processes of
recording and mapping the temperature
In a 3 dimensional space.
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Mapping grid
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Guidelines and Requirements

PIC/S Guide to GMP for Medical Products, Part 1,

3.19. Storage areas should be designed or adapted to
ensure good storage conditions. In particular, they should
be clean and dry and maintained within acceptable
temperature limits. Where special storage conditions are
required (e.g. temperature, humidity) these should be
provided, checked and monitored.
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Guidelines and Requirements

USP/General Chapters: <1079> GOOD STORAGE
AND SHIPPING PRACTICES

ESTABLISHING TEMPERATURE PROFILES

Temperature profiles can be compiled by using a suitable
number of thermometers or other temperature recording
instruments. They should be placed throughout the
warehouse in divided sections and should record the
maximum and minimum temperatures during a 24-hour
period for a total of three consecutive 24-hour periods.
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Guidelines and Requirements

EU Guidelines on Good Distribution Practice of
Medicinal Products for Human Use

3.2.1. Temperature and environment control

An initial temperature mapping exercise should be carried
out on the storage area before use, under representative
conditions. Temperature monitoring equipment should be
located according to the results of the mapping exercise,
ensuring that monitoring devices are positioned in the
areas that experience the extremes of fluctuations.

9.4. Products requiring special conditions
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Guidelines and Requirements
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Guidelines and Requirements

XY

ASTM D3103 - 07el1 Standard Test Method for
Thermal Insulation Performance of Distribution

Packages
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Mapping Processes

. Establish a validation plan

. Consider areas at risk

. Develop a validation protocol

. Set up data loggers distribution
. Select suitable devices

. Conduct test

. Retrieve data and analysis
. Remediation

. Documentation
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Mapping Processes

1. Establish a validation plan
» Regulatory compliance

» Quality commitment

> Risk-based approach
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Mapping Processes

—

. Establish a validation plan(cont’d)
Validation Master Plan:
Objective
Roles/Responsibilities
Activities
Schedule
Resources
Procedures
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Mapping Processes

2. Consider areas at risk

Door

Device
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Mapping Processes

3. Develop a validation protocol
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Mapping Processes

4. Set up data loggers distribution

T4 TL - Top level

A mapping grid has always at least 2 levels.
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Mapping Processes

5. Select suitable devices

* Brand
 Data Capacity
« Sampling Rate
* Monitoring

range and

Accuracy
= * Size
g 9( - Battery Life

« Calibrations

« Software

TempTale®4 Dry Ice TempTale®4 Humidity

© Zuellig Pharma. All Rights Reserved.



Mapping Processes

6. Conduct test

> Interventions
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Mapping Processes

/. Retrieve data and

analysis
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Mapping Processes

8. Remediation
» Removing product from problem areas (such
as hot spots near ceilings).

» Changing work practices (such as keeping
doors open or closed).

» Changing racking or shelving configurations.
Repositioning racks or shelving to improve air
circulation.

» Changing the location of heating devices.
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Mapping Processes

8. Remediation(Cont’d)

» Adding air conditioning.

» Improving ventilation.

> Installing more or larger-capacity fans.

» Adding humidification or dehumidification.
> Installing an HVAC control system.
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Mapping Processes

9. Documentation
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Mapping and Monitoring

From mapping study we may collect the
following information:

> The impact of interventions

> Ildentification of hot and cold spots,

> Variation of temperature at a single point,
» Temperature variation across the area,

> Length of time of any temperature excursions.
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Mapping and Monitoring

»Monitoring is the continuous long term
recording process on the identified hot and
cold spots. Additional points may be
considered.

»Temperature mapping is very different from
routine monitoring. One of the key differences
is the number of points the temperature is
measured at in the temperature controlled
area.

- The End -
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