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2.10. Retest Date
15. Retest Date is the date a test item should be re-examined to ensure

that it is still suitable for use.
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21. To preserve the integrity of the test item, care should be taken to avoid it being
exposed to environmental conditions which may be detrimental. Prior to sending the test
item there should be a mechanism, developed in co-operation between the sponsor (or
the sender) and the test facility, to establish the conditions the test item is expected to
be subject to during transportation. Special care should be taken if the test item is
temperature, light and/or humidity sensitive. Appropriate monitoring measures, such as
the use of data loggers, max/min thermometers or the visual check of the presence of dry
ice on arrival may be required commensurate to risk.

51— (Identity)

24. For each GLP study there should be a mechanism, developed in co-operation
between the sponsor and the test facility, to verify the identity of the test item. The
identity of the test item should be verified upon arrival at the test facility. Verification
should include ensuring that information on the container in which the test item is shipped
and the labelling on the test item matches information recorded on the certificate of
analysis, or other relevant information provided by the sponsor.
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26. Containers used to hold the test item should carry unique identification
information, expiry date and specific storage instructions. If a test item is stored in
a container which is small or difficult to label, it would be appropriate to assign a

unique reference number or identifier to the container which is traceable to
more comprehensive information either in paper or electronic format.
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28.

To ensure retained and archived samples of test item are representative of
the material used during the study, samples should be taken immediately after

receipt or at the first opening of the container, and then stored in the
appropriate conditions.
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34. The Principles of GLP require information on identity, such as name, code,
CAS number, biological parameters, batch number, purity, composition,
concentrations, and, in case of several batches of test item, characteristics to
appropriately define each batch. Stability of the test item under storage and test
conditions should also be available.

35. No or inadequate information on the characterisation of the test item
constitutes a deviation from the Principles of GLP. The impact the deviation
has on the validity of the study data and the extent of compliance with the
Principles of GLP should be described by the Study Director in the GLP compliance
statement of the final study report.

36. Consideration should always be given to whether information on the
characteristics of the test item is needed in order to design the study and issue
the study plan.
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37. There is an expectation that test item administration or application only occurs
when sufficient information is available that confirms the identity of the test item.

38. The characterisation of the test item, including stability, should always be
completed by the end of the study so that information can be detailed in the final
study report.

43. The test facility may be supplied with a certificate of analysis, which usually
provides basic information on the physical characteristics of the test item. In the
absence of a certificate of analysis, information needed to confirm the identity and
properties of the test item may be supplied in alternative formats such as a
laboratory report, safety data sheet, memorandum, letter or email from the
sponsor. All information supplied about the identification of a test item should be
retained.
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7.2. Source of characterisation data
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41. In every case, the final study report should describe who is responsible
for test item characterisation and who performed it. The report may also
provide other relevant information such as the quality system under which
the characterisation was performed.
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7.5.2. Biochemical
7.5.3. Living Organisms
7.5.5. Medical devices

7.5.6. Test items with complex composition
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50. If the test item is a biochemical, for example an antibody, a
peptide, a protein, a viral vector or an enzyme, the need for information
to verify biological activity should always be considered, including the
determination method and its quantification (potency) as part of the
characterisation process. If no information is provided to demonstrate
the biological activity of the test item, the reasons why the test item is
still considered suitable for use in the study should be clearly outlined in
the study plan and in the final study report.
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51. Ifthetestitemis aliving organism, for example a cell, a virus or a
microorganism, the characterisation may require specific information on
properties which are unique to the test item. For example, if the test item
Is a cell line, it may be appropriate to confirm passage number. Other
biological properties that may have to be taken into consideration
because they have an impact on the viability of the test item may include
viability rate, proliferation rate, culture conditions or infectious titer
determination. Information required to characterise living organisms
should be considered on a case-by-case basis and the rationale for
performing the tests described in the study plan.
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53. For studies on medical devices, characterisation data can include
the description of the device, the lot number, the types of materials
of which the device is made (and method of manufacture and name of
the manufacturer of any polymers, colorants, metals), the methods of
manufacture and synthesis of the final device (e.g. injection molding)
and the location of manufacturing facilities.
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7.5.6. Test items with complex composition
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57. Substances of unknown or variable composition, or biological
materials (UVCBSs), complex reaction products or products from animal or
vegetable or natural origin cannot be sufficiently identified by their
chemical composition because the number of their constituents is
relatively large and/or the composition is, to a significant part, unknown
and/or the variability of composition is relatively large or poorly predictable.
In such cases, the composition could then be defined by the process
and/or by the origin description.
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8.2. Data on homogeneity, concentration and
stability of the preparations
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63. There is an expectation that data on homogeneity, concentration and stability

of the test item in a vehicle are generated in compliance with the Principles of GLP.
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