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OECD Series on Principles of Good Laboratory Practice and Compliance Monitoring
No. 11 The Role and Responsibilities of the Sponsor in the Application of the Principles of GLP (1998)
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Introduction 3¢
1. Although the revised Principles of Good Laboratory Practice only explicitly assign | 1. 7T GLP JRANZAR L B —DEF(EZ W ONIRLTWNAN FRFEE I
a few responsibilities to the sponsor of a study, the sponsor has other implicit responsibilities. TR R ORIBES N CODEER DD, TV BFEE D LN 1
These arise from the fact that the sponsor is often the party who initiates one or more studies ELL EOFRERZBHAE L, Z DfE S M Y R~ T 5 Y g
and directly submits the results thereof to regulatory authorities. The sponsor must ThHZELITED, i, TRt TR R T T 522 TOIERIK
therefore assume an active role in confirming that all non-clinical health and environmental ZMERERDY GLP (@A L CEMINIZE A MR T DM 70
safety studies were conducted in compliance with GLP.  Sponsors cannot rely solely on the FaAD, TRt 13 RO N BRI i & 25t U7 s BR i 5x DO IRGIET
assurances of test facilities they may have contracted to arrange or perform such studies. FEHIEBETL2ZELTERWV A TOFLEL ZEEHEORBEZ R
The guidance given below attempts to outline both the explicit and implicit responsibilities of e e DITH TR FREH DY RSNV TV D B R LRE R AR S L
a sponsor necessary to fulfil his obligations. TWASEEDOMH S ZIR D,
Definition 7%
2. ”Sponsor means an entity which commissions, supports and/or submits a | 2. “ZEFEECIIIEFEEERE IR TAIEEIR L MR EE Rt BB X
non-clinical health and environmental safety study.” (See revised OECD Principles of GLP, WHDHTIHLHY IR T 5 DZWD”(2kiT OECD GLP JHI
para. 2.2, point no. 5.) 2.2.5 M)
Note:Sponsor can include: HEEE I T EE T,
— an entity’ who initiates and support, by provision of financial or other resources, | — &&Cf DB DRI fEEEEBREE 5D IR e ViR s
non-clinical health and environmental safety studies; PRAAL BT B HEA
— 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 | - GLP J# & 2SR SN ARG BRGSO H 554 L EF 5720 B 24 R
compliance is required. R L BRI D IRRE IR 2 RS Rt D 3R,
! “Entity” may include an individual, partnership, corporation, association, scientific or bOTSRRTSIIE N L ERRE AR E AN B B ERIR, e BUN R
academic establishment, government agency, or organisational unit thereof, or any other BH. S TE DOFRE_E DAL, XXM OIERRIZRE CEHHEEE T,
legally identifiable body.
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Responsibilities of the Sponsor

3. The sponsor should understand the requirements of the Principles of Good Laboratory
Practice, in particular those related to the responsibilities of the test facility management
and the Study Director/Principal Investigator.

Note: If parts of the study are contracted out to subcontractors by the sponsor, the sponsor
should be aware that the responsibility for the whole study remains with the Study
Director, including the validity of the raw data and the report.
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4. When commissioning a non-clinical health and environmental safety study, the
sponsor should ensure that the test facility is able to conduct the study in compliance
with GLP and that it is aware that the study is to be performed under GLP.

Note: There are various tools for assessing the ability of a test facility to conduct a study in
compliance with GLP. It can be useful for the sponsor to monitor contracted
laboratories prior to the initiation of as well as during the study in accordance with its
nature, length and complexity to ensure that its facilities, equipment, SOPs and
personnel are according to GLP. If the test facility is in the national GLP
compliance monitoring programme, the national monitoring authority? may also be
contacted to determine the current GLP compliance status of the test facility.

2 Sponsors should be aware that, notwithstanding any contractual requirements for

confidentiality, national GLP monitoring authorities have access to all data produced by a

GLP compliance facility.
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5. Where several studies are presented to a regulatory authority in a single package,
the responsibility for the integrity of the assembled package of unaltered final reports lies
with the sponsor. It is necessary that the sponsor ensures that adequate communication links
exist between his representatives and all parties conducting a study, such as the Study
Director, Quality Assurance unit and test facility management.

5. BHORBREZOEODHFEN =V EL CY FICIRET 256 ik
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6. The sponsor is explicitly mentioned in several of the requirements of the revised
OECD Principles of GLP:

Characterisation of Test Item: *“In cases where the test item is supplied by the sponsor,
there should be a mechanism, developed in co-operation between the sponsor and the test
facility, to verify the identity of the test item subject to the study.” (See revised Principles,

PEAREEERE 36 KOV & & B 70 & 3R 32 i i g% S i W) 7p a3 2= —va
V%H&om%:&%{%nm%z ERH D,
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2/4



3/4

para. 6.2, point no. 3.)

Note: This requirement has been added to the revised GLP Principles in order to ensure that
there is no mix-up of test items.

Study Plan: “The study plan should also be approved by the test facility management and
the sponsor if required by national regulation or legislation in the country where the study is
being performed.” (See revised Principles, para. 8.1, point no. 1.)

Note: Some Member countries require approval of study plans by sponsors due to legal
considerations related to responsibility for validity of test data.

Content of the Study Plan: “The Study Plan should contain...information concerning the
sponsor and the test facility ...the name and address of the sponsor” (See revised Principles,
para. 8.2, pointno. 2 a.)

“The Study Plan should contain... (the) date of approval of the study plan by signature of
the test facility management and sponsor if required by national regulation or legislation
in the country where the study is being performed.” (See revised Principles, para. 8.2,
point no. 3a.)

Content of the Final Report:
the sponsor and the test facility...name and address of the sponsor.”
para. 9.2, point no. 2 a.)

“The final report should include...information concerning
(See revised Principles,

Storage and Retention of Records and Materials: “If a test facility or an archive
contracting facility goes out of business and has no legal successor, the archive should be
transferred to the archives of the sponsor(s) of the study(s).” (See revised Principles, para.
10.4.)

Note: In this case, the sponsor is expected to arrange for an archive for the appropriate
storage and retrieval of study plans, raw data, specimens, samples of test and
reference items and final reports in accordance with the Principles of GLP.
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Other Issues
Provision of chemical safety information:
7. The sponsor should inform the test facility of any known potential risks of the test

item to human health or the environment as well as any protective measures which should be
taken by test facility staff.

a2l
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FHUFRBIRN,

Characterisation of the test item:

8. The revised OECD Principles of GLP include several requirements related to the
characterisation of the test item (e.g. para. 6.2, point nos. 1 and 2; para. 9.2, point no. 1 d).
These requirements call for careful identification of the test item and description of its
characteristics.  This characterisation is carried out either by the contracted test facility or by
the sponsor.  If the characterisation is indeed conducted by the sponsor, this fact should be
explicitly mentioned in the final report. Sponsors should be aware that failure to conduct
characterisation in accordance with GLP case could lead to rejection of a study by a
regulatory authority in some Member countries.

PRI E O RFED RN E
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9. If characterisation data are not disclosed by the sponsor to the contracted test
facility, this fact should also be explicitly mentioned in the final report.

9. HRMEDRET —ANEEE NSRBI I RSN WEAIL. FD
T 2SS E TR T iR b,

Submission of data to regulatory authorities:

10. The ultimate responsibility for the scientific validity of a study lies with the Study
Director, and not with the sponsor, whose responsibility is to make the decision, based on the
outcome of the studies, whether or not to submit a chemical for registration to a regulatory
authority.

B 4 R ~D7 =442
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