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The Role of the Study Director

The Study Director represents the single point of study control with ultimate responsibility
for the overall scientific conduct of the study. This is the prime role of the Study Director, and
all duties and responsibilities as outlined in the GLP Principles stem from it. Experience has
shown that unless responsibility for the proper conduct of a study is assigned to one person,
there is a potential for personnel to receive conflicting instructions, which can result in poor
implementation of the study plan. There can be only one Study Director for a study at any
given time. Although some of the duties of Study Director can be delegated, as in the case of
a subcontracted study, the ultimate responsibility of the Study Director as the single central
point of control cannot.

In this regard, the Study Director serves to assure that the scientific, administrative and
regulatory aspects of the study are controlled. The Study Director accomplishes this by
coordinating the inputs of management, scientific/technical staff and the Quality Assurance
programme.

In multi-site studies which involve work at more than one test site and the Study Director
cannot exercise immediate supervision, study procedures may be controlled by an
appropriately trained, qualified and experienced member of the staff, called the Principal
Investigator. He is responsible for the conduct of certain defined phases of the study in
accordance with the applicable Principles of Good Laboratory Practice, acting on behalf of
the Study Director.
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Scientifically, the Study Director is usually the scientist responsible for study plan design and
approval, as well as overseeing data collection, analysis and reporting. The Study Director is
responsible for drawing the final overall conclusions from the study. As the lead scientist, the
Study Director must coordinate with other study scientists, and/or Principal Investigator(s)
keeping informed of their findings during the study and receiving and evaluating their
respective individual reports for inclusion in the final study report.

Administratively, the Study Director must request and coordinate resources provided by
management, such as personnel, equipment and facilities, to ensure they are adequate and
available as scheduled for the proper conduct of the study.
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Compliance with regulations is also the responsibility of the Study Director. In this role the
Study Director is responsible for ensuring that the study is carried out in accordance with the
Principles of GLP, which require the Study Director’s signature on the final study report to
confirm compliance with the GLP Principles.
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Management Responsibilities

Management of a testing facility is responsible for ensuring that the facility operates in
compliance with GLP Principles. This responsibility includes the appointment and effective
organization of an adequate number of appropriately qualified and experienced staff
throughout the facility, including Study Directors, and, in the event of multi-site studies,
Principal Investigator(s), if needed.

Appointment of Study Directors
Management should maintain a policy document defining the procedures adopted for

selection and appointment of Study Directors, their deputies, and Principal Investigator(s) if
required by national programmes.
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When appointing a Study Director to a study, management should be aware of that person’s
current or anticipated workloads. The master schedule, which includes information on the
type and timing of studies allocated to each Study Director, can be used to assess the volume
of work being performed by individuals within the testing facility and is a useful
management tool when allocating studies.

Replacement of a Study Director and/or Principal Investigator should be done according to
established procedures and should be documented.

Training of Study Directors

Management should ensure that there is documentation of training in all aspects of the Study
Director’s work. A training programme should ensure that Study Directors have a thorough
understanding of GLP Principles and an appropriate knowledge of testing facility procedures.
This may include an awareness and working knowledge of other guidelines and regulations
pertinent to the testing facility and the particular study type, for example, the OECD Test
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Guidelines. Training may include work experience under the supervision of competent staff.
Observation periods or work experience within each discipline involved in a study can
provide a useful basic understanding of relevant practical aspects and scientific principles,
and assist in the formation of communication links. Attendance at in-house and external
seminars and courses, membership in professional societies and access to appropriate
literature may allow Study Directors to maintain current awareness of developments within
their scientific field. Professional development should be continuous and subject to periodic
review. All training should be documented and records should be retained for the period
specified by the appropriate authorities.

Documented records of such a programme should reflect the progression of training and
provide a clear indication of the type of study that an individual is considered competent to
direct. Further training or retraining may be necessary from time to time, for example,
following the introduction of new technology, procedures or regulatory requirements.
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Responsibility of the Study Director

The Study Director is the individual who has overall responsibility for the scientific conduct
of a study and can confirm the compliance of the study with the OECD Principles of Goof
Laboratory Practice.

Study Initiation

The Study Director has to approve the study plan which is prepared before study initiation by
dated signature. This document should clearly define the objectives and the whole conduct of
the study and how they are to be achieved. Any amendments to the study plan have to be
approved as mentioned above. For a multi-site study the study plan should identify and
define the role of any Principal Investigator(s) and any test facilities and test sites involved in
the conduct of the study.

The Study Director should take responsibility for the study by dated signature of the study
plan, at which stage the study plan becomes the official working document for the study
(study initiation date). If appropriate, the Study Director should also ensure that the study
plan has been signed by the sponsor and the management, if required by national
programmes.
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Before the study initiation date the Study Director should make the study plan available to
Quality Assurance (QA) staff for verifying that it contains all information required for
compliance with the GLP Principles.

Before the experimental starting date of the study, the Study Director should assure that
copies of the study plan are supplied to all personnel involved in the study; this should
include Quality Assurance (QA) staff.

Before any work on the study is undertaken, the Study Director should ascertain that
management have committed adequate resources to perform the study, and that adequate test
materials and test systems are available.
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Study Conduct

The Study Director has responsibility for the overall conduct of the study and should ensure
that the procedures laid down in the study plan including amendments are followed and all
data generated during the study are fully documented. Specific technical responsibilities may
be delegated to competent staff, and need to be documented.

The Study Director’s involvement during the course of the study should include overviewing
the study procedures and data to ensure that the procedures laid down in the study plan are
being followed and that there is compliance with the relevant Standard Operating Procedures,
and should include computer-generated data. In order to demonstrate this, the type and
frequency of the reviews should be documented in the study records.

As all decisions that may affect the integrity of the study should ultimately be approved by
the Study Director, it is important that he remains aware of the progress of the study. This is
of particular importance following temporary absence from the study and can only be
achieved by maintaining effective communication with all the scientific, technical and
administrative personnel involved, and for a multi-site study with Principal Investigator(s).
Of necessity, lines of communication should ensure that deviations from the study plan can
be rapidly transmitted and that issues arising are documented.

If data are recorded on paper, the Study Director should ensure that the data generated are
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fully and accurately documented and that they have been generated in compliance with GLP
Principles. For data recorded electronically onto computerised system, the Study Director’s
responsibilities are the same as for paper systems. In addition, the Study Director should also
ensure that computerised systems are suitable for their intended purpose, have been validated,
and are fit for use in the study.
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Final Report

The final report of a study should be produced as a detailed scientific document outlining the
purpose of the study, describing the methods and materials used, summarising and analysing
data generated, and stating the conclusions drawn.

If the Study Director is satisfied that the report is a complete, true and accurate representation
of the study and its results, then and only then, should the Study Director sign and date the
final report to indicate acceptance of responsibility for the validity of the data. The extent of
compliance with the GLP Principles should be indicated. He should also assure himself that
there is a QA statement and that any deviations from the study plan have been noted.

Archives

On completion (including termination) of a study the Study Director is responsible for
ensuring that the study plan, final report, raw data and related material are archived in a
timely manner. The final report should include a statement indicating where all the samples
of test and reference items, specimens, raw data, study plan, final report and other related
documentation are to be stored. Once data are transferred to the archives, the responsibility
for it lies with management.

Sub-contracting
Where parts of any study are contracted out, the Study Director (and QA staff) should have

knowledge of the GLP compliance status of that facility. If a contract facility is not GLP
compliant, the Study Director must indicate this in the final report.
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Study Plan Amendments and Deviations
Study Plan Amendment

A study plan amendment should be issued to document an intended change in study design
after the study initiation date and before the event occurs. An amendment may also be issued
as a result of unexpected occurrences during the study that will require significant action.
Amendments should indicate the reason for the change and be sequentially numbered, dated,
signed and distributed to all recipients of the original study plan by the Study Director.

Study Deviations

Whereas an amendment is an intended change to the study plan, a deviation is an unintended
change which occurs during the execution of the study. Study information such as a deviation
from the study plan should be noted in the study documentation. Such notes may be initiated
by other personnel involved in the study, but should be acknowledged, described, explained
and dated in a timely fashion by the Study Director-and/or Principal Investigator(s) and
maintained with the study raw data. The Study Director should approve any corrective action
taken. The Study Director should consider whether to consult with other scientists to
determine the impact of any such information on the study, and should report (and discuss
where necessary) these deviations in the final report.

ARG D28 B L
ABREF I E DL H

PRERBA A1 IR S ONE D E R 2T 55513, TOZ & 3LELL,
RN EITICBINDRNCREBREHEED A T EEL TRITLRS U b7
W, ARERGH I EOZ T ET BRI TRICE R WEREN AL, 2
T L CHAMER AL E N LB LI N T T2 RITEND bbb, BHEE
WITEEOBAZFLAR L, BLFEZZT, BAZERALTEAL, AR E
FEENSRA DR G B ELZEL-T X TOFIIH L TERAAESN 2T
1I7RB70,

SRR D 1,

T NRBR G EOFH W AR E T THDHDOITKRL ., Bl & 1353 D 3
WZEREZAH TN DOE T ThS, sBREHEEOOMRIE, SBRIZE T 51
WL, BB SR P ICELER LR T TR B, T KO in ek IR BRI
B G- 2RO ENTHIZELH LN, BB E(LH F2 TR E DB
I DL A HERRL . TOEME B AAEZLHEL., FoAET —XELTREL
TR TUTRLRW, R ELE 1T EOT-DLEN TOIISGEIZ
1, EDIHNRBE THo THARLARL UL, MR E(EE T )
HEDIV7RERIZHONTHZ ORI T DB |3 D712, fhod
e b T R_RENEINE B LA TUTARDAR, £, K MEEIC
INHOBEBONEZ L LTI B0 (LWERSIEEERLT5),

Qualifications of the Study Director

Qualifications for a Study Director will be dictated by the requirements of each individual
study. Setting the criteria is the responsibility of the management. Furthermore, management
has the responsibility for selection, monitoring and support of the Study Director to ensure
that studies are carried out in compliance with the GLP Principles. Any minimal
gualifications established by management for the position of Study Director should be
documented in the appropriate personnel records. In addition to a strong technical
background, the coordinating role of the Study Director requires an individual with strengths
in communication and problem solving and managerial skills.

R H OB

R EEH OB, TN NORBROBERIZIEC THRESND, ik
WEOREILEE EFHEDOESE THDH, SOHITHEEFHE L. 7B GLP Ji
HIZ 5P L CEMSN TSI EERIET 5700 iR E(TH 2T, B
BLOXETHIEMLENDD, EEEHENRBRELELVDOHALOT-DIC
BRIELIZE DX 72 B F THRE Y T A A fLdkio S CEEL TRAELR
FHUSZR B0, BN HAN AT B ONZ T BRI RE b BELREN D20
REAEFLZ LU QL. 3o — T ar LR S ERENICB W TET
TWA AN THDHIENFERZIND,

7/10




FER

Interface with the Study

The Study Director has overall responsibility for the conduct of a study. The term
“responsibility for the overall conduct of the study and for its final report” may be interpreted
in a broad sense for those studies where the Study Director may be geographically remote
from parts of the actual experimental work. With multiple levels of management, study
personnel and QA staff, it is critical that there are clear lines of authority and communication,
and assigned responsibilities, so that the Study Director can effectively carry out his GLP
responsibilities. This should be documented in writing. Test facility management should
ensure that for multi-site studies clear lines of communication exist between the Study
Director, Principal Investigator(s), the Quality Assurance Programme(s) and study.

For studies that have delegated responsibilities to Principal Investigator(s), the Study Director
will rely on that individual to assure that relevant phase(s) of the study are conducted in
accordance with the study plan, relevant SOPs and with GLP Principles. The Principal
Investigator should contact the Study Director when event(s) occur that may affect the
objectives defined in the study plan. All communications should be documented.
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Communication between the Study Director and QA is required at all stages of the study.

This communication may involve:

- an active involvement with QA, for example, review of study plans in a timely manner,
involvement in the review of new and revised Standard Operating Procedures, attendance
of QA personnel at study initiation meetings and in resolving potential problems related
to GLP.

- responding to inspection and audit reports promptly, indicating corrective action and, if
necessary, listing with QA staff and scientific and technical personnel to facilitate
responses to inspection/audit findings.
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Replacement of the Study Director

The Study Director has the responsibility for the overall conduct of a study according to the
GLP Principles and he has to ascertain that in every phase of a study these principles are fully
complied with, that the study plan is followed faithfully and that all observations are fully
documented. Theoretically, this responsibility can only be fulfilled if the Study Director is
present all the time during the whole study. This is not always feasible in practice and there
will be periods of absence which might make replacement necessary. While the
circumstances under which a Study Director would be replaced are not defined in the GLP
Principles, they should be addressed to the degree feasible by the facility’s SOPs. These
SOPs should also address the procedures and documentation necessary to replace a Study
Director.
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The decision for replacement or temporary delegation is the responsibility of management.
All such decisions should be documented in writing. There are two circumstances where
replacement might be considered, both of which are of importance only in longer-term
studies, since the continuing presence of a Study Director during a short study may be
assumed. In the event of termination of employment of a Study Director, the need for
replacing this key person is obvious. In this case, one of the responsibilities of the
replacement Study Director is, with the assistance of Quality Assurance personnel, to assure
himself as soon as practicable of the GLP compliance in the study as conducted to date. The
replacement of a Study Director and the reasons for it must be documented and authorized by
management. It is also recommended that the results of any interim GLP review should be
documented in case deficiencies or deviations have been found.

The second circumstance is when a Study Director is temporarily absent because of holidays,
scientific meeting, illness or accident. An absence of short duration might not necessitate the
formal replacement of the Study Director if it is possible to communicate with him if
problems or emergencies arise. If critical study phases are expected to fall into the period of
absence, they may either be moved to a more suitable time (with study plan amendment, if
necessary), or a replacement of the Study Director may be considered, either by formally
nominating a replacement Study Director or by temporary delegation of responsibilities to
competent staff for this specific phase of the study. Should the unavailability of the Study
Director be of longer duration, a replacement should be named rather than delegation to
competent staff.
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The returning Study Director must ascertain as soon as practicable whether or not deviations
from GLP Principles have occurred, irrespective of whether or not he was formally replaced
during his absence. Deviations from GLP Principles during his absence should be
documented by the returning Study Director.
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Legal Status of the Study Director

The Study Director, by virtue of his signature in the final report confirming compliance with
the GLP Principles, assumes responsibility for the performance of the study in compliance
with GLP Principles and for the accurate representation of the raw data in the final report.
However, the legal liability of the Study Director is established by national legislation and
legal processes, and not by the OECD Principles of GLP.
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