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An entity who initiates and support, by provision of financial or other
resources, non-clinical health and environmental safety studies.

An entity who submits non-clinical health and environmental safety
studies to regulatory authorities in support of a product registration
or other application for which GLP compliance is required.



Sponsor Test facility

GLP

Regulatory authority Monitoring authority
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‘ OECD Guideline for Testing of Chemicals

‘ EU Regulations

‘ US EPA OPPTS 830 Series

‘ UN, Recommendations on the transport of dangerous goods
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Disposal Receipt

Archiving w \_t m |dentification

Test item

Characterisation Labelling

Storage Sampling

Handling
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A sponsor who may directly be involved in the study

The sponsor and the test facility belong to the
same organisation.

In a multi-site context, the sponsor and one of
the test sites involved in the study belong to
the same organisation.

In a multi-site context, the sponsor conducts
the pathology peer-review.

In @ multi-site context, the test facility and the
sponsor are in the same organisation and the role
of the test facility is limited to the location of the

study director.




A sponsor who may directly be involved in the study

I

Staff from the sponsor can act as study personnel. This

may occur when the routes for administration to
animals require a specific surgical procedure or in viral
clearance studies where the experience of sponsor staff
IS requested to mimic the process in a reduced scale.

The sponsor assumes the role of Quality Assurance (QA)

for the study (or nominates a contractor to conduct the

study specific audits) for example specific critical

phases that require specialist QA personnel to be
Inspected.
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non-GLP GLP

 |n a multi-site context, some sponsors

Indicate that a phase of a study Is too
technically difficult to be performed at a GLP
test facility and wish to conduct the phase in
their own non-GLP laboratory, even if
potentially suitable GLP test facilities exist.
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Sometimes a sponsor can supply specific

reagents, equipment or other resources for
the conduct of the study.

e TFM

e SD GLP

Some sponsors may request the test

facility to collect specific samples of the
preparations of the test item or of specimens.

e SD
GLP

e SD
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non-GLP

e A sponsor may decide to terminate the study in progress
before it has concluded.

e The early termination of a study may occur prior to,
or after, the completion of the experimental phase of
the study, but before the data has been assessed or
Incorporated in a final report.

e The same process about documentation should apply
when the sponsor asks for a GLP study to be changed to
a non-GLP study.
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Sponsors can request test facilities to generate
" Interim reports or intermediate results of studies
that are conducted in accordance with GLP

* < Aninterim reportis a report of a non-completed study.

® < Interim reports are requested by some receiving
authorities in specific circumstances.
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Define the timelines in the study plan
or in any service agreements or
contracts.

Define a maximum time for the
sponsor to review the draft report
after which the final report will be
issued by the SD with or without
comments or additional required
information from the sponsor.

« Delay inthe prompt reporting
of the study

Delay the review e Failure to close the study
 Delay in study archiving

This scenario should also be
considered in multi-site studies.

Define the timelines Increases the risk
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Archiving

Amendment
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OECD GLP No. 21

OECD Position Paper Regarding Possible
Influence of Sponsors on Conclusions of GLP
Studies

Sponsors may request CROs to reopen
reports by amending them to add additional
data.
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e |t would not be appropriate to use a study report amendment to facilitate the reanalysis of data or the addition
of new data to a final report except under exceptional circumstances.

e Exceptional circumstances would include requests from receiving authorities to reopen a GLP study. Such
requests are usually made so that data can be reanalysed.

e Monitoring authorities will usually not allow a study to be reopened if the test facility or study sponsor wants to
reanalyse or add data. However, most monitoring authorities will assess each request to reopen a study on a
case-by-case basis.

e |f additional work is performed that was not required in the original study plan, it should be covered by a study
plan amendment.

e If a GLP study is reopened, any changes to the original text or the addition of new text must be presented in the
form of a report amendment.
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