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Foreword

This Procedure has been prepared by the UK Panel for Research Integrity in Health and
Biomedical Sciences. It provides organisations with a protocol for the investigation of allegations
of misconduct in research that is thorough and fair to all parties. It is applicable to all fields of
research; while the Procedure was drafted with research in relation to health and biomedical
sciences particularly in mind, it can be used to investigate alleged misconduct in any area of
research.

The Procedure is designed to meet a need that may arise infrequently in most organisations
engaged in research. When it does, it can have wide-ranging and damaging consequences, made
worse if not addressed appropriately. When an allegation of misconduct in research is made,
timely, thorough and objective actions, as described in this Procedure, should enable employers to
carry out a full and fair investigation.

Research is a complex and increasingly specialised activity. It often requires the knowledge and
experience of several experts in the field to discern whether misconduct has taken place. The
Procedure includes routes through which an organisation may contact the UK Research Integrity
Office (UKRIO) for advice and guidance from expert advisers experienced in handling
investigations.

We encourage organisations in which staff conduct research to adopt the Procedure as part of
their policies and systems for the promotion of good practice and integrity in research. Through
the widespread adoption and consistent use of the Procedure, it is anticipated that investigations
into allegations of misconduct in research carried out by universities and other organisations will
be conducted to the standards of objectivity, rigour and fairness set out here.

The Procedure is a key part of a wider system of governance for research enabling employers to
discharge their responsibilities effectively. It is central to the philosophy of the project that the
UK Panel works closely with employers, professional networks and other groups to embed good
practice in research.

We are grateful to members of the UK Panel for Research Integrity in Health and Biomedical
Sciences for the way they applied their time and knowledge to produce this publication and for
their continued commitment in support of its use. Thanks also go to the staff of UKRIO involved.

Tohoar  Secin))

Professor Sir lan Kennedy Professor Michael Farthing Dr Marc Taylor
Chair of the UK Panel Vice-Chair Vice-Chair




Procedure for the investigation of
misconduct in research

Executive Summary

The Procedure described in this document is designed as a model procedure for universities and
other research organisations to follow for the investigation of allegations of misconduct in
research. Such allegations might be brought to an Organisation as the employer of the individual
against whom the allegations are made, or brought to them in another capacity, such as the host
or sponsor of the research. Where a situation is clearly of a very serious nature, the appropriate
authority or regulatory body should be notified at the earliest practicable opportunity. Advice and
guidance are available from the UK Research Integrity Office (UKRIO) on the most appropriate
steps to take in following this Procedure.

It is not intended that the Procedure should be used as part of any disciplinary or regulatory
process. Information gathered in the course of an investigation may become relevant to, and
disclosed in, any such disciplinary or regulatory process. This document provides a blueprint for
how the stages of the investigation should be conducted and how appropriate screening and
investigation panels might be organised. The objectives of the Procedure are to:
e ensure that an investigation is thorough and fair;
e demonstrate that, by using an agreed standard process, there should be fewer errors in the
conduct of investigations; and
e reassure those who are under investigation that the process of investigation will follow a
standard procedure adopted nationally by universities and other research organisations.

By adopting and following the Procedure it should be possible to:

e establish the ethos and mechanisms by which misconduct in research may be addressed
appropriately, investigated effectively and handled fairly;

e enable an expert panel to establish whether the allegations have substance and constitute
misconduct in research;

e enable an expert panel to establish whether, on the balance of probabilities, the evidence
upholds the allegations of misconduct in research (either intentional or reckless in nature);
and

e produce a report on the basis of which the Organisation may initiate appropriate action.

The Procedure should only be used in conjunction with the Principles laid out in Annex 1.
Investigations of misconduct in research should maintain the highest standards of integrity,
accuracy and fairness. All proceedings must be conducted under the presumption of innocence
and carried out with sensitivity and confidentiality.

The stages outlined in the Procedure have been developed for the investigation of the acts or
omissions defined in Annex 2 as misconduct in research. Alternative processes should be used to
investigate other forms of misconduct and misconduct in research that is of sufficient seriousness
should be reported to the appropriate authority or regulatory body. Although the Procedure was




designed for particular application to health and biomedical research, it could be used to
investigate alleged misconduct in all fields of research.

The steps of the Procedure should be followed as closely as is practicable.

Footnote to the first edition

It is the intention of the UK Panel that the Procedure will be reviewed regularly, initially on an
annual basis. The Procedure will be available on the UKRIO website (www.UKRIO.org) and
organisations are recommended to check there for updates.

The website also hosts a route to contact UKRIO to gain access to expert advice and guidance
and to offer feedback on the use of the Procedure and other good practice in addressing
allegations of misconduct in research.
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Background for the use of the Procedure

This Procedure has been developed by the UK Panel for Research Integrity in Health and
Biomedical Sciences to assist Organisations to undertake full and fair investigations of
allegations of misconduct in research brought to their attention by internal or external
sources. Although the Procedure was designed for particular application to health and
biomedical research, it could be used to investigate alleged misconduct in all fields of
research.

The Procedure is intended to be used in accordance with the Principles attached at Annex 1.
Those responsible for implementing the Procedure should be guided by the Principles at all
times to ensure that the Procedure is carried out in a comprehensive, fair, and timely
manner, and with integrity, sensitivity and confidentiality.

The Procedure is a mechanism to investigate allegations of misconduct in research. As such
it is designed to provide a means to facilitate full exploration of potentially complex matters
in research that can arise in situations where misconduct may have taken place.

The Procedure has been designed to be additional to the Organisation’s existing procedures
for handling situations where allegations of misconduct are made. It is designed to be used
in its entirety prior to any use of the Organisation’s standard disciplinary process. It is
intended to allow the full and fair investigation of research-related issues, using an expert
panel to investigate the matters raised, and to reach a conclusion on any allegations prior to
considering any disciplinary or other non-disciplinary steps that might be required or
recommended.

In addition, the individuals responsible for using this Procedure should do so with a good
working knowledge of the statutory obligations of the Organisation and the rights of
employees according to employment law and other relevant legislation, such as the Public
Interest Disclosure Act. Further, they should have knowledge of any additional rights and
obligations that might be particular to the Organisation and/or its employees — for example,
those bestowed by the statutes and ordinances of a university.

Those using this Procedure should also take advantage of advice and guidance available
from UKRIO, the Office which supports the Panel, and other relevant bodies, and should
seek legal advice where appropriate and necessary.

In situations where the allegations are of a serious nature,

Jormal steps should be implemented immediately (see Parts C 5
and C 6).

In research, situations arise that might present as misconduct but are the result of either a
misunderstanding or a dispute between individuals. It may be possible to mediate or resolve




such differences at the individual or local level and this route should be considered and
explored where appropriate, before the formal steps in Part B of this Procedure are initiated.
Where appropriate, opportunities to resolve matters through mediation should be
considered. Options for internal and/or external arbitration and/or dispute resolution might
also be explored. In such situations, Part B of the Procedure should only be taken forward if
the informal route is considered to be inappropriate, due to the serious nature of the
allegations, or where mediation and/or arbitration has been refused or proved unsuccessful.

Note that allegations can be investigated under this Procedure
irrespective of such developments as:
the Complainant withdrawing the allegation at any stage;
the Respondent admitting, or baving admitted, the alleged

misconduct, in full or in part; or
the Respondent or the Complainant resigning, or baving already
resigned, their post.

A8 Those entitled to bring complaints about research are not restricted to being a member of
staff (present or past) of the Organisation.
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Preparatory steps

A research Organisation (the Organisation; see definitions in Annex 2) should designate a
senior member of staff as the Named Person and another member of staff as a nominated
alternate, to act in his/her absence. Additionally, the Organisation should nominate senior
individuals in the Personnel Department, Finance Department/Research Grants Office,
ideally with some experience of research, who should liaise with the Named Person, to
investigate allegations of misconduct in research.

The Named Person should:
a be an individual within the Organisation with significant knowledge and experience of
research.
b have responsibility for:
i receiving any allegations of misconduct in research;
i initiating and supervising the Procedure for investigating allegations of misconduct in
research;
iii maintaining the information record during the investigation and subsequently
reporting on the investigation with internal contacts and external organisations;
iv taking decisions at key stages of the Procedure.
¢ have a nominated alternate who will receive allegations of misconduct in research and
initiate and supervise the Procedure for investigating them in the absence of the Named
Person;

The Named Person and his/her nominated alternate should not be:
a the Head of Organisation;

b the Head of Research; or

¢ the Head of Personnel.

The Organisation should clearly indicate that it is using the Procedure for the investigation
of allegations of misconduct in research and promote it internally and externally in a form
that is both readily accessible and user-friendly. It should also clearly state the Principles
(Annex 1), which are to be used and make clear that all parties involved have access to
advice and guidance from UKRIO and other sources. In support of the Procedure, the
Named Person should secure the agreement from experienced members of the permanent
academic staff to contribute to the work of the Panels (see Annexes 4 and 5).

The Procedure is designed specifically for the investigation of allegations of misconduct in
research as defined in Annex 2. Allegations of misconduct in research are often raised as
departures from accepted procedures in the conduct of research (see definition). The
Procedure should only be used for investigating the intentional and/or reckless behaviour set
out in the definition of misconduct in research (see definition). Allegations relating to other
forms of misconduct should be investigated using the appropriate procedure(s).




For the investigation of allegations in which the respondent is a
student at the Organisation rather than an employee, the

Organisation should follow the relevant student variant of this
Procedure.

B6 The Procedure defined here is designed to provide a report that might require action using
the Organisation’s disciplinary process or through other non-disciplinary processes.

B7 The Procedure is designed to operate in conformity with the Principles outlined in Annex 1.
Those using the Procedure should refer to the Principles with respect to all decisions or
interpretations. Where they are unable to resolve matters by reference to the Principles,
users of the Procedure should seek appropriate guidance from a source such as UKRIO.

10
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The Procedure

The Procedure allows allegations of misconduct in research to be investigated once
submitted to the Named Person formally in writing (where possible). Situations that are not
considered to be serious in nature might be resolved by informal discussion and/or
arbitration and/or dispute resolution, without the requirement for a formal investigation,
should be reviewed through other means at the appropriate level (Part A 7). The Named
Person can seek advice from UKRIO regarding whether such informal mechanisms might be
appropriate for a particular allegation.

The Named Person should establish an accessible means to receive formal allegations from
Complainants, from both within and outside the Organisation. This system must be
confidential and enable allegations to be made without the name of the Complainant being
known except to the Named Person initially. The allegations should be submitted in writing
(where possible) and be accompanied by any supporting evidence that is available to the
Complainant.

An initial approach to the Named Person might be anonymous but to take forward
allegations the Complainant should make a formal written submission, in confidence if it is
so desired, to the Named Person.

Allegations which are in any way linked to the Named Person or which raises the potential
for a conflict of interest for the Named Person — including links with any persons involved
(Respondent or Complainant) or where the Named Person is in some way personally
concerned with the subject matter of the allegations — should immediately be referred to
the Named Person’s alternate who should then implement the Procedure. The Named
Person should declare any such conflicts. The Complainant and Respondent may raise
concerns that they might have that the Named Person may have interests which conflict
with the fair handling of the allegations with the Head of the Organisation. The Head of the
Organisation should act on information passed on, or known about, with respect to any
conflict of interest and invite the Named Person to refer the investigation to his/her
alternate.

Preliminary steps

C5

C6

Upon receipt of allegations of misconduct in research, the Named Person should formally
acknowledge receipt of the allegations by letter to the Complainant (and his/her
representative by agreement), in which he/she should also advise him/her of the Procedure
that will be followed.

The Named Person should review the nature of the allegations and, where they concern
situations that require immediate action to prevent further risk or harm to staff, participants

11
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or other persons, suffering to animals or negative environmental consequences (where this
might contravene the law or fall below good practice), then the Named Person should take
immediate appropriate action to ensure that any such potential or actual danger/illegal
activity/risk is prevented/eliminated.

In taking such actions it should be made clear to all parties that
the actions taken are not to be regarded as disciplinary action

and do not in themselves indicate that the allegation is considered
to be true by the Organisation.

a The nature of the allegations may mean that it is necessary to notify legal or regulatory
authorities, such as in situations as detailed above, where an activity is potentially or
actually illegal and/or a danger to persons, animals and/or the environment. As a
consequence of such notification, the Organisation may be required to comply with an
investigation led by a legal or regulatory body, which will ordinarily take precedence over
this Procedure. The Procedure may continue in parallel but may have to be suspended, to
be concluded later, or may have to be declared void by the Named Person.

b Where allegations include behaviour subject to defined sanctions in the Organisation’s
disciplinary process, then the Named Person should take steps to implement that
disciplinary process. As above, the Procedure may continue in parallel with the disciplinary
process but may have to be suspended, to be concluded later, or be declared void by the
Named Person.

¢ The Named Person should review the nature of the allegations by referring to the
definition of misconduct in research detailed in Annex 2. If the allegations are judged to
fall within the definition, the Procedure should continue to the next stage. Where the
allegations are outside the definition, the Named Person should communicate to the
Complainant in writing:

o the reasons why the allegations cannot be investigated using this Procedure;

e which process for dealing with complaints might be appropriate for handling the
allegations (if any); and

e to whom the allegations should be reported.

d Allegations of misconduct in research that do not require notification to legal or
regulatory bodies or immediate referral to the Organisation’s disciplinary process should
proceed to the next stage in the Procedure.

Where the allegations are within the definition of misconduct in research, the Named
Person should inform the Organisation’s:

e Head of Organisation;

e Head of Personnel;

e Head of Research; and

e Head of Finance;

that allegations of misconduct in research have been received on a particular date and that
it will be investigated using this Procedure. They should be provided in confidence with the
following information:

e the identity of the Respondent;

e the identity of the Complainant;

e details of all sources of internal and external funding;
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o details of all internal and external collaborators for the research in question; and
e other details that the Named Person considers appropriate.

It should be stressed that the allegations of misconduct in research that are to be
investigated are as yet unproven and that the information is confidential.

The Head of the Organisation should not take charge of the investigation or otherwise
become involved in the Procedure at this stage, as he/she may later need to take a role in
the management of the investigation. Should it be clear that the Named Person is not
handling the investigation effectively the Head of the Organisation should take steps to
remedy the situation.

The Named Person should then, in conjunction with the nominated individuals in Personnel
and Finance/ Research Grants Office (see Part B 1), investigate the contractual status of the
Respondent and the contractual details specific to the research project(s) related to the
allegations.

If the Organisation is not the Respondent’s primary employer, the Respondent having only
an honorary or secondary contract with them, the Named Person should contact the
Named Person of the Respondent’s primary employer and inform him/her of the allegations.

The Named Person should investigate whether the research project which the allegations
relate to includes contractual obligations that require the Organisation to undertake
prescribed steps in the event of allegations of misconduct in research being made. Such an
undertaking might be in:

e a contract from a funding organisation;

e a partnership contract/agreement/Memorandum of Understanding; or

e an agreement to sponsor the research.

An external Sponsor, funding organisation and/or collaborators might have a valid interest
in, or responsibility for, the way that the investigation is conducted. The Named Person
should confirm whether the Organisation has any contractual/legal obligations towards such
organisations concerning any aspects of the investigation to ensure that any such
obligations are fulfilled at the appropriate time through the correct mechanisms. The
Named Person should liaise with the Organisation’s Personnel Department to ensure that
the rights of the Respondent and Complainant, and the integrity of the investigation are not
compromised by any such actions.

At all times, the Named Person should empbasise to all parties
that the allegation is to be investigated, is as yet unproven and

that the information is confidential.

Subject to processes that may override the Procedure as defined at Parts C 6 (a) and (b)
(legal or regulatory procedures) or C 8 above (the Procedure to be managed by the
Respondent’s primary employer), the Named Person should inform the Respondent that
allegations of misconduct in research have been made which involve him/her. The
Respondent should be informed of this in a confidential meeting, with a representative of
the Personnel Department in attendance. The purpose of this meeting is to notify the
Respondent formally that allegations of misconduct in research have been made against

13



him/her. The Respondent will be given the opportunity to respond to the allegations and set
out his/her case at a later stage.

The Respondent may be accompanied to this meeting by a colleague or trade union
representative or whoever else is specified in any additional contractual rights (such as by
university statutes and ordinances). If the allegations are made against more than one
Respondent, the Named Person should inform each individual separately and not divulge the
identity of any other Respondent. A summary of the allegations in writing should be given
to the Respondent (and his/her representative by agreement) at the meeting, together with
a copy of the Procedure to be used to investigate the allegations. The Named Person should
outline the Procedure to be used and the opportunities the Respondent will have to
respond. The Named Person should also offer a timetable for the Procedure relating to the
Screening stage.

The Named Person should ensure that, in using any part of the
Procedure for the investigation of the allegation of misconduct in

research, any required actions are carried out to protect the
interests of staff and students of the Organisation and colleagues
and students of the Respondent and/or the Complainant.

Pre-Screening stage

C10 The Named Person should ensure that all relevant information and evidence are secured, so
that any investigation conducted under this Procedure can have access to them. This may
include, but is not limited to:

e securing all relevant records, materials and locations associated with the work;
e liaising with the Personnel Department and the relevant line manager(s) to:
e request the temporary suspension of the Respondent from duties on full pay;
e request the temporary barring of the Respondent from part, or all, of the premises of
the Organisation and any of the sites of any partner organisation(s); and/or
e request a temporary restriction be placed on the Respondent requiring him/her not to
have contact with some or all of the staff of the Organisation and those of any
partner organisation(s).

The Named Person should only take such actions in situations where there is a clear risk to
individuals or that evidence might be destroyed and only after careful consideration of
those risks and consequences. The reason(s) for taking any such actions should be recorded
in writing and communicated to all relevant parties. In taking such action the Named Person
should reassure the Respondent that it is not part of any disciplinary action and does not
indicate that the allegations are believed to be true by the Organisation; rather it should be
stressed that it is essential to ensuring that the allegations of misconduct can be properly
investigated. Steps to suspend or bar a member of staff should take into account his/her
responsibilities for supervision, teaching and management and make alternative
arrangements to meet these responsibilities. Any suspension or barring of the Respondent
should be reviewed throughout the Procedure to ensure that it is not unnecessarily
protracted.

14



It should be noted that securing all relevant records, materials
and locations associated with the research in question is likely to

be essential in order to carry out a full and fair investigation.
Also note that the Respondent is to be provided with copies of any
records and materials that are secured.

C11 In considering the allegations and the information available, the Named Person may decide
that additional investigations into related but separate issues of misconduct in research
need to be instigated.

C12 The Named Person may wish to consult UKRIO regarding allegations of misconduct in
research which have been received. The Named Person can communicate with UKRIO for
advice and guidance, using the forms in Annex 3 to inform UKRIO of the matter raised and
guidance that might be required. The forms are also used to provide updates as the
investigation is taken forward. Information provided to UKRIO will be held in confidence.

C13 Once initiated the Procedure should progress to the natural end-point irrespective of:
o the Complainant withdrawing the allegations at any stage;
e the Respondent admitting, or having admitted, the alleged misconduct, in full or in part;
and/or
e the Respondent or the Complainant resigning, or having already resigned, his/her post.

C14 The Preliminary and Pre-Screening stages of the Procedure should normally be completed
within a maximum of 10 working days from the receipt of the allegations. Any delays
should be explained to all parties in writing, and a revised completion date given.

Screening

C15 The Named Person should carry out an initial investigation of the allegations to determine
whether they are mistaken, frivolous, vexatious and/or malicious. This should be completed
within 10 working days.

In circumstances where it is acknowledged that problems exist
between individuals, it may still be appropriate to conduct an
initial investigation to establish whetber the allegation may bave

sufficient substance to warrant a Formal Investigation of
misconduct in research.

C16 If the Named Person decides that the allegations are mistaken, frivolous, vexatious and/or
malicious, the allegations will then be dismissed. This decision should be reported in writing
to the Respondent and the Complainant (and their representatives by agreement) and all
the parties who had been informed initially.

15



C17 The Named Person should consider recommending to the appropriate authorities that
action be taken under the Organisation’s disciplinary process against anyone who is found
to have made frivolous, vexatious and/or malicious allegations of misconduct in research.

Those who have made allegations in good faith should not be penalised and might require
support (see Annex 6).

The Named Person should also take steps as required and appropriate to the seriousness of
the dismissed allegations, to support the reputation of the Respondent and the research
project(s) (see Annex 6).

C18 If the allegations cannot be entirely discounted at this point, the Named Person should
convene a Screening Panel, as detailed in paragraph C 19 below.

C19 The Screening Stage is intended to determine whether there is prima facie evidence of
misconduct in research. The Screening Panel should be constituted and work in accordance
with the Principles outlined at Annex 1 and the process outlined in Annex 4.

C20 The Screening Panel should determine whether the allegations of misconduct in research:

e are mistaken, frivolous, vexatious and/or malicious;

e should be referred directly to the Organisation’s disciplinary process or other internal
process; or

e have some substance but due to a lack of intent to deceive or due to their relatively
minor nature, should be addressed through education and training or other non-
disciplinary approach rather than through the next stage of the Procedure or other
Formal Proceedings; or

o are sufficiently serious and have sufficient substance to justify a Formal Investigation.

The Named Person should take great care to ensure that all

information on the case is fully and accurately transferred to the
Screening Panel.

C21 The Screening Panel should normally aim to complete its work within 30 working days of
being convened. The Chair of the Screening Panel should make the draft findings available to
the Named Person, who will forward them to the Respondent and the Complainant (and
their representatives by agreement) for comment on the factual accuracy of the report.
Only when the report includes errors of fact, as indicated by the Respondent and/or the
Complainant, should the Screening Panel modify the report. The Chair should judge the
validity of such comments and seek the agreement of the Panel before making amendments
to the Panel’s report.

C22 The Chair should then forward the final version of the Screening Panel’s report to the
Named Person, the Respondent and the Complainant (and their representatives by
agreement).

C23 When the allegations are considered mistaken, frivolous, vexatious and/or malicious, they
will be dismissed. The Named Person should then take such steps, as are appropriate in the
light of seriousness of the allegations, to sustain the reputation of the Respondent and the
relevant research project(s) (see Annex 6).

16



In addition, the Named Person should consider recommending to the appropriate
authorities that action be taken under the Organisation’s disciplinary process against
anyone who is found to have made frivolous, vexatious and/or malicious allegations of
misconduct in research. Those who have made allegations in good faith should not be
penalised and might require support (see Annex 6).

C24 When there is clear evidence of an infringement that might contravene the Organisation’s
disciplinary code, the Named Person should consult the nominated individual in the
Personnel Department (see Part B 2) on the full and accurate transfer of all case information
to the disciplinary process. A full written record should be kept of the decision to transfer to
the disciplinary process.

C25 When the allegations have some substance, but due to a lack of clear intent to deceive or
due to their relatively minor nature, the matter should be addressed through the
Organisation’s competency, education and training mechanisms, or other non-disciplinary
processes, rather than through the Procedure’s Formal Investigation stage. The investigation
using the Procedure would then conclude at this point. The Named Person should take steps
to establish a programme of training or supervision in conjunction with the Respondent and
his/her line manager. This programme should include measures to address the needs of staff
and students working with the Respondent.

C26 When the Screening Panel considers that the allegations are sufficiently serious and have

sufficient substance to warrant recommending a Formal Investigation, the Named Person
should take immediate steps to set up a Formal Investigation.

Formal Investigation

Note that the Formal Investigation is designed to ensure the full
and fair exploration of the allegations in the context of research
and is not intended to replace or subsume any existing

Disciplinary Process. The outcome of the Formal Investigation
might be to recommend a transfer to the Organisation’s
Disciplinary Process

C27 Where the Screening Panel recommends that the Procedure should progress to the Formal
Investigation stage, the Named Person should take immediate steps to set up the
Investigation Panel.

C28 The Named Person should inform the following that a Formal Investigation of the
allegations is to take place:

Respondent (and his/her representative by agreement);

Complainant (and his/her representative by agreement);

Head of Organisation;

Head of Personnel;

Head of Research; and

17
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e Named Person of any Partner Organisation with which either the Respondent and/or
Complainant has an honorary contract, and through him/her the Heads of Organisation,
Personnel and Research.

At this stage, the Named Person may wish to consult UKRIO for advice and guidance (see
paragraph C 12, above), particularly regarding the nomination of members from outside the
Organisation to the Formal Investigation Panel (see C 29 and Composition of the
Investigation Panel in Annex 5).

The Named Person should then convene the Formal Investigation Panel. The Investigation
Panel should be constituted and work in accordance with the Principles outlined at Annex 1
and the process outlined in Annex 5. The Investigation Panel should examine the evidence
collected during the Screening Panel’s investigation following the original allegations and
investigate further as required.

During the Formal Investigation, the Investigation Panel must interview the Respondent and
Complainant (see Annex 5).The role of the Investigation Panel is to review all the relevant
evidence and conclude whether the allegations of misconduct in research are:

e upheld in full;

e upheld in part; or

e not upheld.

The standard of proof used by the Investigation Panel is that of “on the balance of
probabilities”.

The Investigation Panel may conclude that allegations are not upheld for reasons of being
mistaken, frivolous, vexatious and/or malicious.

Should any evidence of Misconduct be brought to light during the course of the Formal

Investigation that suggests:

o further, distinct instances of misconduct in research by the Respondent, unconnected to
the allegations under investigation; or

e misconduct in research by another person or persons,

then the Investigation Panel should submit these new allegations of misconduct in research
to the Named Person in writing, along with all supporting evidence, for consideration under
the initial steps of the Procedure.

The Investigation Panel must be appointed within 30 working days of the submission of the
Screening Panel's report recommending a Formal Investigation. In carrying out the Formal
Investigation the Investigation Panel will not work to a prescribed timetable. The Panel
should conduct the investigation as quickly as possible without compromising the Principles
of the Procedure.

The Chair of the Investigation Panel should report the progress made by the Investigation
Panel, by reference to criteria agreed by the Panel in advance, to the Named Person on a
monthly basis. The Named Person should also then provide appropriate information on the
progress of the investigation to other interested parties, which may include sending details
of progress to UKRIO on the forms included at Annex 3 (see paragraph C 12, above).



C36 The Investigation Panel should provide a draft report of its findings to the Named Person,
who should forward it to the Respondent and the Complainant (and their representatives by
agreement) for comment on the factual accuracy of the report. Only when the report
contains errors of fact and matters that have bearing on the facts as indicated by the
Respondent and/or the Complainant, and accepted by the Investigation Panel, should the
Chair modify the report. The Chair should judge the validity of such comments and seek the
agreement of the Panel before making amendments to the Panel’s report.

C37 The Investigation Panel should then produce a final report that:

e summarises the conduct of the investigation;

e states whether the allegations of misconduct in research have been upheld in whole or in
part, giving the reasons for its decision and recording any differing views;

e makes recommendations in relation to any matters relating to any other misconduct
identified during the investigation; and

e addresses any procedural matters that the investigation has brought to light within the
Organisation and relevant partner organisations and/or funding bodies.

In addition to reaching a conclusion over the nature of the

allegations, the Investigation Panel may make recommendations

with respect to:

a whetber the allegations should be referred to the relevant
organisation’s disciplinary process;

b whether any action will be required to correct the record of

research;

¢ whether organisational matters should be addressed by the
Organisation through a review of the management of research;
and

d otbher matters that should be investigated.

The Report should be sent to the Named Person.

C38 If all or any part of the allegations are upheld, the Named Person, the Head of Personnel
and at least one other member of senior staff should then decide whether the matter
should be referred to the Organisation’s disciplinary process or for other formal actions.

C39 The Named Person should inform the following of the conclusion of the Formal

Investigation:

e The Respondent and the Complainant (and their representatives by agreement);

e The Head of Organisation, the Head of Research, the Head of Personnel, the Head(s) of
the relevant Department(s) and any other relevant members of staff;

o If the Respondent and/or the Complainant are employed on joint clinical/honorary
contracts, the Named Person, the Head of Personnel and the Head of Research of the
other organisation(s);

e Where appropriate, the responsible person within any relevant partner organisations,
funding bodies and/or regulatory or professional bodies;
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Additionally, the Named Person may wish to inform UKRIO of the conclusion of the Formal
Investigation, using the forms at Annex 3.

C40 Should the allegations proceed to the Organisation’s disciplinary process, the report of the
Investigation Panel should form the basis of the evidence that the Disciplinary Panel
receives. All the information collected and brought to light through the Procedure should be
transferred to the disciplinary process.

The Disciplinary Panel will receive all information on the case in
a meeting with the Chair of the Investigation Panel and the

Named Person, to ensure that all relevant material is transferred.

C471 Where allegations have not been upheld (in full or in part), the Named Person should take
such steps as are appropriate, given the seriousness of the allegations, to support the
reputation of the Respondent and any relevant research project(s) (see Annex 6).

C42 As with the Screening Process, where the Investigation Panel concludes the allegations are
frivolous, vexatious and/or malicious, the Named Person should consider recommending to
the appropriate authorities that action be taken under the Organisation’s disciplinary
process against anyone who is found to have made frivolous, vexatious and/or malicious
allegations of misconduct in research.

C43 It is not intended that the Procedure should be used as part of any disciplinary or regulatory
process. Information gathered in the course of an investigation may become relevant to, and
disclosed in, any such disciplinary or regulatory process.

C44 Questions relating to the reports of both the Screening and Investigation Panels can only be
raised with the Chair of either Panel over matters of fact (Annexes 4 and 5). The Respondent
should not have the option of appealing against the reports of either stage of the Procedure.
The Respondent has the statutory right of appeal should the matter be referred to his/her
employer’s disciplinary process.

Those who bave made allegations in good faith should not be

penalised and might require support (see Annex 6).

Actions to consider

C45 Where the Investigation Panel concludes that the allegations are upheld in full or part, there
may be a requirement to consider action in addition to any that might be recommended
through the Organisation’s Disciplinary process. This includes such issues as those that are
addressed in Annex 6. The Named Person should consider the use of the recommendations
set out in any case where misconduct in research has been investigated.

C46 The timing of any actions taken should be compatible with the Organisation’s Disciplinary
Process and Appeals Process.
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Annex
-

Principles

1 Misconduct in research is a serious matter. Equally, the investigation of allegations of
misconduct in research must be conducted in accordance with the highest standards of
integrity, accuracy and fairness.

2 Those responsible for carrying out investigations of alleged misconduct in research should
act with integrity and sensitivity at all times.

3 The following principles of Fairness, Confidentiality, Integrity, Prevention of Detriment, and
Balance as defined below must inform the carrying out of this Procedure (Parts A, B and C)
for the investigation of allegations of misconduct in research

Fairness

4 The investigation of any allegations of misconduct in research must be carried out fairly and
in accordance with the statutory human rights of all parties involved.

5  Those responsible for carrying out this Procedure should do so with knowledge of:
e the statutory obligations of the Organisation and the rights of employees according to
current law;
e any additional rights and obligations particular to the institution and/or its employees —
for example those bestowed by university statutes and ordinances.

6  Where anyone is formally accused of misconduct in research, that person must be given full
details of the allegations in writing *.

* Note the only exception to this Principle might be in

circumstances where the allegations involve matters which are
subject to a covert criminal investigation.

7 When someone is formally investigated for alleged misconduct in research, he/she must be
given the opportunity to set out his/her case and respond to the allegations against
him/her.

8  He/she must also be allowed to:
e ask questions;
e present information (evidence) in his/her defence;
e adduce evidence of witnesses;
e raise points about any information given by any witness (regardless of who has called the
witness in question).
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9  The Respondent, Complainant and any witnesses involved in the Screening Process or the
process before the Investigation Panel may:
e be accompanied by a fellow employee or trade union representative when he/she is
required or invited to attend meetings relating to this Procedure;
e seek advice and assistance from anyone of his/her choosing.

In the case of the Respondent(s), this is a statutory right under
employment law. Some employees may bave additional
contractual rights (such as through university statutes and

ordinances) to be accompanied by persons other than those listed
above, for example a partner, spouse or legal representative.

10  To ensure a fair investigation, an individual may not be a member of both the Screening
Panel and the Investigation Panel and, if he/she has been involved in either, he/she should
not be part of the Organisation’s Disciplinary Process.

Confidentiality

11 The Procedure should be conducted as confidentially as is reasonably practicable. The
confidential nature of the proceedings should be maintained provided this does not
compromise either the investigation of the misconduct allegations, any requirements of
health and safety or any issue related to the safety of participants in research.

12 The confidential nature of the proceedings is essential in order to protect the Complainant,
the Respondent and others involved in the Procedure.

13 It is important that in the conduct of an investigation using this Procedure that the
principles of confidentiality and fairness are applied with appropriate balance for both the
Respondent and the Complainant, (see points 40 to 43 inclusive below).

14 The identity of the Complainant or the Respondent should not be made known to any third
party unless:

e it has been deemed necessary (by those conducting the investigation) in order to carry
out the investigation;

e it is necessary as part of action taken against the Respondent when (at the end of the
Procedure and the Organisation’s disciplinary/appeals processes) the allegations have
been upheld;

e it is necessary as part of action taken against a person who has been found to have made
malicious, vexatious or frivolous allegations;

e it is the stated policy of the employer/funder/other national body that the identity of
individuals proved through appropriate disciplinary and appeals processes to have
committed misconduct in research should be made public.
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Any steps to reveal the name of the Respondent or Complainant in
public, arising from the investigation of allegations of misconduct

in research, should be taken only at the conclusion of the
Organisation’s disciplinary and appeals processes and where
there is a requirement and/or provision to do so.

15 Any disclosure to a third party of the identity of the Complainant or Respondent, or of any
other details of the investigation, should be made on a confidential basis. The third party
should understand this, and that he/she must respect the confidentiality of any information
received.

16 The Organisation and/or its staff may have contractual/legal obligations to inform third
parties, such as funding bodies or collaborating organisation(s), of allegations of misconduct
in research. In such cases, those responsible for carrying this Procedure out should ensure
that any such obligations are fulfilled at the appropriate time through the correct
mechanisms, always keeping in mind the legal rights of the employees involved in the
allegations.

17 While the allegations are under investigation using this Procedure (and/or the Organisation’s
disciplinary process), the Complainant, the Respondent, witnesses or any other persons
involved in this Procedure should not make any statements about the allegations to any
third parties, unless formally sanctioned by the Organisation or otherwise required to by law.

18  Breaching confidentiality may lead to disciplinary action, unless covered by the Public
Interest Disclosure Act and/or the Organisation’s own grievance or whistle-blowing
procedures.

19  In the event of any conflict between the principle of confidentiality and any of the other
principles of this Procedure, those conducting the Procedure should consider the principle of
Balance (see points 40 to 43 inclusive below).

20 An investigation into allegations of misconduct in research using the processes of Screening
or Formal Investigation of the Procedure must be fair and comprehensive. The investigation
should be conducted expediently although without compromise to the fairness and
thoroughness of the process.

21 Anyone asked to take part in the processes as a Panel member (as detailed at Annexes 4 and
5) must make sure that the investigation is impartial and extensive enough to reach a
reasoned judgement on the matter(s) raised.

22 Similarly, those who give evidence to the investigation should do so honestly and

objectively in accordance with the Principles of the Procedure and should be provided with
relevant sections of the Procedure before giving evidence.
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23 All parties involved must inform the Named Person immediately of any interests that they
have which might constitute a conflict of interest as regards any aspect of the allegations,
the investigation, the area(s) of research in question, or any of the persons concerned.
Where the Named Person has any interest which might constitute a conflict, he/she should
declare any such conflicts and refer the investigation to his/her nominated alternate, who
should decide if he/she should be excluded from involvement in the investigation, recording
the reasons for the decision (see C 4, above).

Note: The declaration of an interest by an individual does not
automatically exclude bim/ber from participating in the

investigation. The Named Person should decide if an interest
declared by the individual warrants exclusion from involvement
in the investigation and record the reasons for the decision.

24 In the interests of openness and transparency, inviting members from outside the
Organisation to join both the Screening and Formal Investigation Panels of the Procedure is
recommended.

25 Detailed and confidential records should be maintained on all aspects, and during all stages,
of the Procedure. It is the responsibility of the Named Person to see that such records are
maintained and made available at all stages for any use of the Organisation’s Disciplinary
Processes.

26 At the conclusion of the proceedings, all records should be retained by the Organisation
(Personnel Department), for as long as the Organisation’s policy for maintaining such
records requires. It is recommended that this should not be shorter than six years.

27  To preserve the integrity of this Procedure, great care must be taken to ensure that all
relevant information is transferred to those involved in the various stages of the Procedure,
such as between the Screening Panel and any Investigation Panel and between the
Investigation Panel and any Disciplinary Process.

28 Those responsible for carrying out the Procedure should recognise that failure to transfer
information could lead to the process being unfair to the Respondent and/or the
Complainant. It could also lead to an appeal being made on the grounds of a failure to
observe the Procedure or to the collapse of the investigation.

29 Suggested good practice on the keeping, transfer and storage of records can be found in
Annex 7.

Prevention of Detriment

30 In using this Procedure, and in any action taken as a result of using the Procedure, care must
be taken to protect:
e individuals against frivolous, vexatious and/or malicious allegations of misconduct in
research;
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e the position and reputation of those suspected of, or alleged to have engaged in,
misconduct, when the allegations or suspicions are not confirmed; and

e the position and reputation of those who make allegations of misconduct in research in
good faith, i.e. in the reasonable belief and/or on the basis of supporting evidence that
misconduct in research may have occurred.

The Pre-Screening and Screening stages of the Procedure are intended to determine
whether allegations are mistaken, frivolous, vexatious and/or malicious. Only allegations
that are judged to be sufficiently serious and of sufficient substance will proceed to a
Formal Investigation.

It is acknowledged that allegations may be made for what appear to be malicious reasons.
The Procedure should still be used where the Complainant makes a formal complaint, to
establish whether the allegations are of sufficient substance to warrant investigation.

Anyone accused of misconduct in research is entitled to the presumption of innocence.

Formal Investigation should establish, on the balance of probabilities, the truth of any
allegations.

Any formal steps taken to discipline or otherwise reprimand the Respondent, or take steps
which might undermine his/her good name or reputation (or that of any other party), must
be taken through the Organisation’s disciplinary process which provides the Respondent
with the right of appeal. Only when allegations have been upheld through the
Organisation’s disciplinary process and, where called upon, the appeals process, may it be
appropriate to apply any sanctions to the Respondent.

The Organisation must take all reasonable steps to ensure that the Respondent (or any
other party) does not suffer because of unconfirmed or unproven allegations.

Involvement of the Respondent in the Procedure should not prevent the Respondent from
being considered:

e for promotion;

e or the completion of probation;

e or other steps related to his/her professional development.

The Organisation may choose to suspend the implementation of any promotion,
completion of probation or any similar step, for the period that allegations are investigated
using the Procedure, rather than delay the actual consideration of such matters.

If the allegations are upheld at the end of the Procedure, subject to the Organisation’s
disciplinary process and/or appeals process, the Organisation’s normal rules with respect to
steps related to professional development, such as those detailed above, should apply.

It should be made clear that any actions that might be taken by the Named Person in
response to the notification of allegations of misconduct in research are not to be regarded
as a disciplinary action and do not in themselves indicate that the allegations are believed
to be true by the Organisation. The Named Person and members of any Screening and
Formal Investigation Panels should take steps to make it clear to the Respondent,

25



Complainant and any other involved parties that these actions are necessary to ensure that
the allegations of misconduct in research can be properly investigated.

Note: It is recognised that an organisation may bave existing
internal procedures and/or legal obligations concerning staff who

are under Formal Investigation of any type of misconduct and
these may take precedence over the above guidelines.

39 Appropriate action should be taken against:
e Respondents where the allegations of misconduct in research have been upheld in
accordance with this Procedure; and
e anyone who is found to have made frivolous, vexatious and/or malicious allegations of
misconduct in research.

40  Those responsible for carrying out this Procedure must be aware that there may be
occasions when a balance has to be struck in the application of the Principles: for example,
it may, in certain circumstances prove to be impracticable to undertake a detailed screening
of the allegations without releasing the Complainant’s identity to the Respondent.

41 The Named Person should be responsible for resolving any such conflicts between the
Principles, keeping in mind at all times that the primary goal of this Procedure is to
determine the truth of the allegations. The Named Person can seek guidance from UKRIO
and other bodies, as well as seeking legal advice.

42 In addition, the Named Person should be responsible for ensuring the integrity of this
Procedure and any actions taken as a consequence of it. The Named Person should decide
the course of action to be taken in cases of doubt.

43 The Named Person should keep a written record of all decisions taken throughout all the
steps of the Procedure. The Named Person should liaise closely with the Chairs of the
Screening and Formal Investigation Panels to ensure that a proper record is maintained
throughout the Procedure.
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Annex .

i
Definitions

Accepted Procedures (for research)

Accepted procedures include but are not limited to the following.

e gaining informed consent where required;

e gaining formal approval from relevant organisations where required;

e any protocols for research contained in any formal approval that has been given for the
research;

e any protocols for research as defined in contracts or agreements with funding bodies and
Sponsors;

e any protocols approved by the Medicines and Healthcare products Regulatory Authority
(MHRA) for a trial of medicinal products;

e any protocols for research set out in the guidelines of the employing institution and
other relevant partner organisations;

e any protocols for research set out in the guidelines of appropriate recognised professional,
academic, scientific, governmental, national and international bodies

e any procedures that are aimed at avoiding unreasonable risk or harm to humans, animals
or the environment;

e good practice for the proper preservation and management of primary data, artefacts and
materials.

e any existing guidance on good practice on research.

Note: As well as complying with accepted procedures, researchers

must comply with all legislation that applies to their research.

Accepted procedures do not include:
e un-consented to/ unapproved variations of the above;
e any procedures that would encourage, or would lead to, breaches in the law.

Although allegations of misconduct in research are often raised as departures from accepted
procedures in the conduct of research, investigations should aim to establish intentional
and/or reckless behaviour as set out in the definition of misconduct in research (below).

Complainant
The Complainant is a person making allegations of misconduct of research against one or
more Respondents (see below).

Note: Where reference is made to defined roles (such as
Respondent) or defined bodies (the Organisation) in the

Procedure, reference to the singular should be viewed to include
the plural as appropriate.
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Disciplinary Process
The Disciplinary Process refers to an Organisation’s mechanism for resolving disciplinary
issues amongst its staff.

Employer

The Employer is defined in this Procedure as the person or organisation who has retained
the person (e.g. the Respondent (see below)) to carry out work, usually, but not always,
through a contract of employment.

Formal Investigation

The Formal Investigation is that part of the Procedure which is intended to examine the
allegations of misconduct in research, hear and review the evidence and determine whether
the alleged misconduct occurred, take a view on who was responsible, and which may make
recommendations as to any response that the Organisation might make. The Formal
Investigation will be preceded by the Screening Stage (see below).

Honorary Contract

Honorary contracts are used in a variety of circumstances. As a result, it is not possible to
provide blanket guidance as to which organisation should lead an investigation into
allegations of misconduct in research against someone holding such a contract.

Examples of arrangements that commonly involve the issue of an honorary contract are:

e for a clinical academic working in both a university and an NHS organisation, in which
case the NHS organisation would issue the honorary contract;

e for an NHS consultant with an arrangement to undertake teaching and/or research in a
university, in which case the university would issue the honorary contract;

o for a researcher employed by a university and undertaking a research project in an NHS
organisation, in which case the NHS organisation would issue the honorary contract.

There are significant differences in the responsibilities that an Organisation might have for
an individual according to the type of honorary contract used. For example, in the case of
clinical academics with honorary contracts with an NHS organisation and NHS consultants
with honorary contracts with a university, it is generally held that the honorary contract is a
contract of employment in law and, therefore, depending on the circumstances of the case,
the university or the NHS organisation might take the lead in an investigation of allegations
of misconduct in research.

In the case of a researcher employed by a university and undertaking research in an NHS
organisation, however, the honorary contract issued by the NHS organisation is not
generally considered to be a contract of employment in law (though, in the case of a
dispute, whether it is or not would be for a court to decide) and, in these circumstances,
only the university, as the employer, could take the lead in an investigation of allegations of
misconduct in research.

In either case, however, the outcome of any investigation by one party might affect the
contractual relationship of the individual investigated with the other party. These are
complex issues and it is therefore recommended that legal advice is sought before any
investigation commences and that partner organisations liaise closely.



Misconduct in research
In discussing misconduct in research, which could be investigated using the Procedure, the
following may serve as useful terms by way of guidance. Interpretation of the terms will
involve judgements, which should be guided by previous experience and decisions made on
matters of misconduct in research.
e Fabrication;
e Falsification;
e Misrepresentation of data and/or interests and or involvement;
e Plagiarism; and
e Failures to follow accepted procedures or to exercise due care in carrying out
responsibilities for:
e avoiding unreasonable risk or harm to:
e humans;
e animals used in research; and
e the environment; and
e the proper handling of privileged or private information on individuals collected during
the research.

For the avoidance of doubt, misconduct in research includes acts of omission as well as acts
of commission. In addition, the standards by which allegations of misconduct in research
should be judged should be those prevailing in the country in question and at the date that
the behaviour under investigation took place.

The basis for reaching a conclusion that an individual is responsible for misconduct in
research relies on a judgement that there was an intention to commit the misconduct
and/or recklessness in the conduct of any aspect of a research project. Where allegations
concern an intentional and/or reckless departure from accepted procedures in the conduct
of research that may not fall directly within the terms detailed above, a judgement should
be made as to whether the matter should be investigated using the Procedure.

Named Person

The Named Person is defined in the Procedure as the individual nominated by the
Organisation (see below) to have responsibility for receiving any allegations of misconduct
in research; initiating and supervising the Procedure for investigating allegations of
misconduct in research; maintaining the record of information during the investigation and
subsequently reporting on the investigation to internal contacts and external organisations;
and

taking decisions at key stages of the Procedure. The Named Person should have a nominated
alternate who should carry out the role in his/her absence or in the case of any potential or
actual conflict of interest. The Named Person and the nominated alternate should not be
the Organisation’s Head, Head of Research or Head of Personnel.

Organisation

The Organisation is defined in this Procedure as the establishment that employs the
Respondent, the Named Person and, on occasions, other parties involved in the proceedings
and is the host and (most likely) the Sponsor for the research to which allegations of
misconduct refer.
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The Procedure
The Procedure refers to this publication, the procedure for the investigation of misconduct
in research.

Professional Body

A professional body is an organisation with statutory powers to regulate and oversee a
particular profession, such as doctors or solicitors. Examples relevant to this Procedure
include the General Medical Council, the Nursing and Midwifery Council and the Health
Professions Council.

Regulatory Authority

A regulatory authority is an organisation with statutory powers to regulate and oversee an
area of activity, such as health and safety, or medicines to be used on humans. Examples
relevant to this Procedure include the MHRA, the Healthcare Commission, the Health and
Safety Executive, the Mental Health Act Commission and the Council for Healthcare
Regulatory Excellence.

Research and Scholarship
The Research Assessment Exercise (Research Assessment Exercise 2008, p. 34) defines
research and scholarship as the following:

‘Research’... is to be understood as original investigation undertaken in order to gain
knowledge and understanding. It includes work of direct relevance to the needs of
commerce, industry, and to the public and voluntary sectors; scholarship*; the invention
and generation of ideas, images, performances, artefacts including design, where these
lead to new or substantially improved insights; and the use of existing knowledge in
experimental development to produce new or substantially improved materials, devices,
products and processes, including design and construction.

It excludes routine testing and routine analysis of materials, components and processes
such as for the maintenance of national standards, as distinct from the development of
new analytical techniques. It also excludes the development of teaching materials that do
not embody original research.

Respondent

The Respondent is the person against whom allegations of misconduct in research have
been made. He/she must be a present or past employee of the Organisation that is
investigating the allegations using the Procedure.

Note: Should the policies or practices of an organisation be the

subject of allegations of misconduct the Head of the Organisation
would serve as the Respondent in the Procedure.

* Scholarship... is defined as the creation, development and maintenance of the intellectual infrastructure of
subjects and disciplines, in forms such as dictionaries, scholarly editions, catalogues and contributions to
major research databases.
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Screening Stage

The Screening Stage is that part of the Procedure which is intended to determine whether
there is prima facie evidence of misconduct in research. The Screening Stage does not
determine whether misconduct occurred or who might be responsible.

Sponsor

The Department of Health (DH) Research Governance Framework (Department of Health

2005, p. 22) defines a sponsor as the following:
Individual, organisation or group taking on responsibility for securing the arrangements to
initiate, manage and finance a study. (A group of individuals and/or organisations may
take on sponsorship responsibilities and distribute them by agreement among the
members of the group, provided that, collectively, they make arrangements to allocate all
the responsibilities in this research governance framework that are relevant to the study.)

For full details of the responsibilities of the Sponsor, refer to the latest version of the DH
Research Governance Framework, available on the DH website (see reference in Annex 8).
The DH definition of sponsor is used here rather than that defined by the MHRA, as it is
broader in scope and relevant to research in health and biomedical sciences, rather than
specifically to clinical trials.
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Forms for communication with UKRIO

Forms for consultation with, and for reporting the progress of an investigation into allegations of
misconduct in research to, the UK Research Integrity Office.

Initial Report

To be used by the Named Person to liaise with UKRIO (and others) of the receipt of allegations
of misconduct in research.




Screening Follow-up

To be used by the Named Person to provide information to UKRIO (and others) of progress made
by the Screening Panel when the Panel needs to work for longer than 30 working days.
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To be used by the Named Person to report the conclusions reached by the Screening Panel.

Conclusion of the Screening Panel




Formal Investigation Follow-up

To be used by the Named Person to provide information to UKRIO (and others) of progress made
by the Investigation Panel.
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To be used by the Named Person to report the outcome of the Investigation Panel to UKRIO
(and others).

Conclusion of the Investigation Panel




Annex

n
Operation of the Screening Panel

1 The Screening Stage of the Procedure is intended to determine whether there is prima facie
evidence of misconduct in research. The Screening Panel should be convened to investigate
allegations of misconduct in research, which have passed through initial review by the
Named Person and are therefore considered as:

e not encompassing breaches of the law or areas within the domain of the relevant
regulatory authority;

e not encompassing breaches of the Organisation’s regulations such as might require the
implementation of the disciplinary process;

e constituting research activity for which the Organisation is the Sponsor or for which the
Organisation has primary responsibility;

e involving a Respondent where the Organisation is the primary employer or where it has
primary responsibility, agreed with other employing organisations; and

e having substance, in that it is not considered at this stage, to be mistaken, frivolous,
vexatious and/or malicious.

Terms of Reference for the Screening Panel

2 Members appointed to the Screening Panel should:
e elect a Chair; and
e make a declaration that they:

o will adhere to the Principles of the Procedure (see Annex 1);

o will abide by the Procedure as it affects the work of the Screening Panel;

e will work within the Terms of Reference for the Screening Panel;

o have declared any links to the research and/or the individuals involved in the
allegations or any interests which might conflict with the Principles of the Procedure;
and

o will maintain the confidentiality of the proceedings throughout the work of the Panel
and afterwards, unless formally sanctioned by the Organisation or otherwise required
to by law.

3 The Screening Panel should:

e maintain a record of evidence sought and received, and conclusions reached;

e conduct an assessment of the evidence including interviewing the Respondent and
Complainant and other staff whom the Panel consider relevant to the investigation;

e provide a draft report to the Organisation’s Named Person, who will forward it to the
Respondent and the Complainant (and their representatives by agreement) for comment
on the factual accuracy of the report;

e Only when the report includes errors of fact, as indicated by the Respondent and/or
the Complainant, should the Screening Panel modify the report. The Chair should judge
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the validity of such comments and seek the agreement of the Panel before making
amendments to the Panel's report.
e produce a final report which considers the allegations of misconduct in research and reaches
one of the conclusions below; and
e aim to complete its work within 30 working days.

4 In concluding its work, the Panel should make a recommendation that the allegations of

misconduct in research:

e should be referred directly to the Organisation’s disciplinary process or other internal
process;

o are sufficiently serious and has sufficient substance to justify a Formal Investigation;

e have some substance but due to a lack of intent to deceive or due to their relatively
minor nature, should be addressed through education and training or other non-
disciplinary approach rather than through the next stage of the Procedure or other
Formal Proceedings; or

e are mistaken, frivolous, vexatious and/or malicious.

5  The Report should be sent to the Named Person.

6  Once it has completed the report and reached a conclusion, the work of the Screening Panel
is complete and it should be disbanded and members should take no part in any further
investigation of the matter or make any comment on the continuing investigation, unless
formally sanctioned by the Organisation or otherwise required to by law. They should also
remember that all information concerning the case was given to them in confidence.

Note: the Organisation may add to the Terms of Reference to

address specific aspects of the investigation.

Composition of the Screening Panel

7 The Screening Panel should consist of at least three senior members of staff selected by the
Named Person from those (within the Organisation), who have previously indicated their
willingness to serve on such a Panel.

8  In selecting the Panel members, the Named Person should consider:
o the subject matter of the allegations, including whether it would be advantageous for
members of the Panel to possess any specialised knowledge or investigative skill;
any conflicts of interest that might arise;
any links with any of the persons involved (Respondents or Complainants);
any personal connections with the subject matter of the allegations; and
any connections with the work through, for example, the Organisation’s groups
established to review proposals for research or ethics committees.

9  Members of the Screening Panel should sign a declaration confirming that they will;
e abide by the conditions and provisions of the Procedure as it affects the work of the
Screening Panel;
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10

11

12

13

14

work within the Terms of Reference for the Screening Panel (detailed above);

respect the confidentiality of the proceedings;

adhere to the Principles of the Procedure (see Annex 1); and

undertake the work of the Panel within the timetable of 30 working days from being
convened.

The Named Person must not be a member nor seek to influence the work, of the Screening
Panel.

It is desirable, but not essential, that one or more members of the Screening Panel be
selected from outside the Organisation, rather than members drawn from within the
Organisation. Allegations that involve senior staff and/or that are judged to be especially
serious, complex or controversial may particularly benefit from the presence of someone
external to the Organisation on the Screening Panel. There would be advantage in the
review of allegations that involve staff on joint clinical/honorary contracts for there to be on
the Screening Panel an appropriate member of staff from the other employing
Organisation(s).

Both Respondent and Complainant may raise with the Named Person concerns that they
may have about those chosen to serve on the Screening Panel but neither has a right of
veto over those nominated.

The Named Person may choose to consult UKRIO so as to nominate member(s) from their
Register of Advisers to sit as member(s) of the Screening Panel.

Once convened, the membership of the Screening Panel should not be added to. Members
unable to continue should not be replaced. In the event that the Chair stands down or the
membership falls below three, the Named Person should take steps to recruit additional
members or re-start the Screening process.

The work of the Screening Panel

15

16

17

18

The Screening Panel may call expert witnesses to give advice if necessary and as appropriate
but such witnesses do not become members of the Screening Panel. The Screening Panel
may also seek guidance from UKRIO and its Advisers.

All contributions to the process of screening should be recorded and maintained for
subsequent use.

The Chair has the responsibility to ensure maintenance of a record of all proceedings.

To perform its function the Screening Panel should:

e review the submission and supporting evidence provided by the Complainant;

e review the evidence and supporting documentation from the Respondent who should be
given the opportunity to respond to the allegations, set out his/her case and to present
evidence;
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The findings of the Screening Panel

19

20

21

22

40

e review any background information relevant to the allegations; and
o interview the Respondent, the Complainant and other individuals who might provide
relevant information to assist the Panel.

Note that:

* those interviewed by the Screening Panel may be accompanied
by a fellow employee or a trade union representative;

* furthermore, some employees may bave additional contractual
rights to be accompanied by persons other than those listed

above, for example, a partner, spouse or legal representative;
and

* the Organisation may not be in a position to compel those with
information to attend, or to provide that information to the
Panel.

The Screening Panel should consider the evidence and determine whether the allegations:

e should be referred directly to the Organisation’s disciplinary process or other internal
process; or,

o are sufficiently serious and has sufficient substance to justify a Formal Investigation; or,

e have some substance but due to a lack of intent to deceive or due to their relatively
minor nature, should be addressed through education and training or other non-
disciplinary approach rather than through the next stage of the Procedure or other
Formal Proceedings; or

e are mistaken, frivolous, vexatious and/or malicious.

The Screening Panel’s draft report will be made available to the Respondent and the
Complainant for them to comment on the factual accuracy of the report. Only where the
report includes errors of fact as indicated by the Respondent and/or the Complainant should
the Screening Panel modify the report. The Chair should determine the truth of the
comments made and seek the agreement of the majority of Panel members before making
amendments of substance to the Panel’s report.

The Panel should then inform all relevant parties of its conclusion (including representatives
of the Respondent and the Complainant by agreement) and the reasons for reaching that
conclusion in a final report (see Terms of Reference, above).

The work of the Screening Panel is then concluded and the Panel is disbanded. Members of
the disbanded Screening Panel should not make any comment on the continuing
investigation, unless formally sanctioned by the Organisation or otherwise required to by
law. They should also remember that all information concerning the case was given to them
in confidence.



23

24

25

Any queries or request for comment should be referred to the Named Person.

Those who have contributed to the disbanded Screening Panel should have no further
involvement in the Procedure, unless formally asked to clarify a point in their written report,
at a subsequent part of the investigation.

Involvement in either the Screening or the Investigation Panel rules out participation in any
disciplinary process.
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Operation of the Investigation Panel

1 The Investigation Panel should be convened to investigate allegations of misconduct in
research which have passed through the screening stage and are therefore considered to be:
o sufficiently serious and of sufficient substance to justify a Formal Investigation.

Terms of Reference of the Investigation Panel

2 Members appointed to the Investigation Panel should:
e elect a Chair;

It is desirable, but not essential, for the Panel to include a member
who either bolds or bas beld judicial office or to be a barrister

or solicitor of at least ten year’s standing.

o declare that they:

e will adhere to the Principles of the Procedure (see Annex 1);

o will abide by the Procedure as it affects the work of the Investigation Panel;

o will work within the Terms of Reference for the Investigation Panel;

e have declared any links to the research and/or the individuals involved in the
allegations or any interests which might conflict with the Principles of the Procedure;
and

o will respect the confidentiality of the proceedings throughout the work of the Panel
and afterwards, unless formally sanctioned by the Organisation or otherwise required
to by law.

3 The Investigation Panel should:

e receive all relevant information from the Screening Panel as background for the
investigation;

e set a date for the investigation, which should be conducted as quickly as possible without
compromising the stated Principles of the Procedure;

e maintain a record of evidence sought and received, and conclusions reached;

e conduct an assessment of the evidence;

e hear the Complainant and such other individuals as the Panel consider relevant to the
investigation;

e hold a Formal Hearing, to hear the Respondent’s response to the allegations made;

e consider the allegations of misconduct in research and reach a conclusion on the
allegations with the standard of proof used to reach that decision being “on the balance
of probabilities”;

e provide a draft report to the Organisation’s Named Person, who should forward it to the

42



Respondent and the Complainant (and their representatives by agreement) for comment

on the factual accuracy of the report;

e Only when the report includes errors of fact, as indicated by the Respondent and/or
the Complainant, should the Investigation Panel modify the report. The Chair should
judge the validity of such comments and seek the agreement of the Panel before
making amendments to the Panel’s report.

e report any further, distinct, instances of misconduct in research by the Respondent which
may be disclosed, unconnected to the allegations under investigation and/or misconduct
in research by another person or persons, to the Named Person in writing, along with
supporting evidence; and

e aim to reach a unanimous decision, failing which a majority decision will be acceptable.

Note that the Investigation Panel may conclude that allegations
are upbeld in part as well as concluding that they are upbeld

in full

4 The Investigation Panel should then produce a final report that:

e summarises the conduct of the investigation;

e states whether the allegations of misconduct in research have been upheld in whole or in
part, giving the reasons for its decision and recording any differing views;

e makes recommendations in relation to any matters relating to any other misconduct
identified during the investigation; and

e addresses any procedural matters that the investigation has brought to light within the
Organisation and relevant partner organisations and/or funding bodies.

In addition to reaching a conclusion over the nature of the

allegations, the Investigation Panel may maRke recommendations

with respect to:

a whetber the allegations should be referred to the relevant
organisation’s disciplinary process;

b wbhetber any action will be required to correct the record of
research;
whetber organisational matters should be addressed by the
Organisation through a review of the management of research;
and

d otber matters that should be investigated.

5  The Report should be sent to the Named Person.

6  Once it has completed the report and reached a conclusion, the work of the Investigation
Panel is complete and it should be disbanded and members take no part in any further
investigation of the matter, unless formally asked to clarify a point in their written report at
a subsequent investigation.. As the matter may then give rise to disciplinary or other action,
members of the disbanded Investigation Panel should not make any comment on the
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matter in question, unless formally sanctioned by the Organisation or otherwise required to
by law. They should also remember that all information concerning the case was given to
them in confidence.

Note: the Organisation may add to the Terms of Reference to

address specific aspects of the investigation.

Composition of the Investigation Panel

7

10

1

12

i

The Investigation Panel should consist of at least three, and always an uneven number of,
senior members of staff selected by the Named Person from those with relevant skills and
experience to serve on such a Panel.

In selecting members of the Investigation Panel, the Named Person should consider:

the subject matter of the allegations, including whether it would be advantageous for
members of the Panel to possess any specialised knowledge or investigative skill;

any potential conflicts of interest

any potential links with any of the persons involved (Respondents or Complainants), or
personal connections with the subject matter of the allegations;

whether a nominee was involved in the Screening Panel, as this excludes such a person
from serving on the Investigation Panel; and

any connections with the work through, for example, the Organisation’s groups
established to review proposals for research or its ethics committee(s).

It is a requirement that one or more members of the Investigation Panel be selected from
outside the Organisation. Such external members replace internal members of the
Investigation Panel rather than being in addition to them. Allegations that involve senior
staff and/or that are judged to be especially serious, complex or controversial may benefit
particularly from a member who is not associated with the Organisation. There would also
be advantage in the review of allegations that involve staff on joint clinical/honorary
contracts for there to be on the Investigation Panel an appropriate member of staff from
the other employing organisation(s).

The Named Person may choose to consult UKRIO to nominate member(s) from the Register
of Advisers to sit as member(s) of the Investigation Panel.

At least two members of the Panel should have experience in the area of research in which
the alleged misconduct has taken place, although they should not be members of the
Department concerned. Where allegations concern highly specialised areas of research the
Investigation Panel should have at least one member with specialised knowledge of the
field.

The Named Person must not be a member nor seek to influence the work of the
Investigation Panel



13

14

15

16

The Named Person should nominate members of the Investigation Panel for approval by the
Head of the Organisation or a nominated deputy. The Head of the Organisation, or his/her
deputy, may veto nominations for the Investigation Panel, recording the reason for the veto
in writing and communicating it to all parties.

Both the Respondent and the Complainant may raise with the Named Person any concerns
that they may have about those chosen to serve on the Investigation Panel, but do not have
a right of veto over those selected.

The members of the Investigation Panel should sign a declaration confirming that they will:
e abide by the Procedure as it affects the work of the Investigation Panel;

e work within the Terms of Reference for the Investigation Panel (detailed above);

e respect the confidentiality of the proceedings; and

e adhere to the Principles of the Procedure (Annex 1 of the Procedure).

Once convened, the membership of the Investigation Panel should not be changed or added
to. Members who are not able to continue should not be replaced. In the event that the
Chair stands down or the membership falls below three, the Named Person should take
steps to recruit additional members or re-start the Formal Investigation process.

The work of the Investigation Panel

17

18

19

20

The Investigation Panel may call expert witnesses to give advice, if necessary and as
appropriate. Such witnesses do not become members of the Investigation Panel. The
Investigation Panel may also seek guidance from UKRIO and its Advisers.

The Chair is responsible for keeping a full record of the evidence received and of the
proceedings.

To perform its task the Investigation Panel should review:

e the submission(s) and supporting evidence provided by the Complainant;

e the response(s) and supporting evidence from the Respondent who should be given the
opportunity to respond to the allegations made and to present evidence;

e background information relevant to the allegations; and

e any interviews conducted with the Respondent, the Complainant, and other staff who
may provide relevant information to assist the Investigation Panel.

The Panel must hold a Formal Hearing during which:

e the Respondent must be given the opportunity to set out his/her case and respond to the
allegations made against him/her. He/she will also be allowed to ask questions, to present
evidence, call witnesses and raise points about any information given by any witness
(including the Complainant), regardless of who has called the witness in question; and

o the Complainant and other staff may be invited to provide evidence when members of
the Panel consider that it may have relevance to the investigation.
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Note that:

* those interviewed by the Investigation Panel may be
accompanied by a fellow employee or a trade union
representative;

* furtbermore, some employees may bave additional contractual

rights to be accompanied by persons otber than those listed
above, for example, a partner, spouse or legal representative;
and

* the Organisation may not be in a position to compel those with
information to attend, or to provide that information to the
Panel.

271 Although not working to a prescribed timetable, the Panel should set a date for the
completion of the investigation, which should be as soon as is practical without
compromising the Principles of the Procedure (Annex 1).

22 The Chair of the Investigation Panel should report progress in writing, by reference to the
plans agreed by the Panel, to the Named Person during investigations. If it is believed that
the investigation should take more than one calendar month, reports should be made on a
monthly basis. If it is believed that the investigation will last for one calendar month or less,
reports should be made on a bi-weekly basis.

23 The Investigation Panel’s draft report should be made available to the Respondent and the
Complainant (and their representatives by agreement) for comment on its factual accuracy.
Only when the report includes error of fact as indicated by either Respondent and/or
Complainant should the Investigation Panel modify the report. The Chair should determine
the truth of such comments and seek the agreement of the majority of the Panel, before
making amendments of substance to the Panel’s report.

The findings of the Investigation Panel

24 The role of the Investigation Panel is to consider the allegations of misconduct in research
and reach a conclusion about those allegations. The standard of proof used by the
Investigation Panel is that of “on the balance of probabilities”.

25 A majority decision is acceptable, though a unanimous decision is desirable.

26 It is acceptable for the Investigation Panel to conclude that allegations are upheld in part
rather than in full.

27  Once the Investigation Panel has reached a conclusion it should produce a final report that:
e summarises the investigation;
e states whether the allegations of misconduct have been upheld in full or in part, giving
the reasons for its decision and recording any differing views;
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28

29

30

31

32

e makes informal recommendations to resolve any issues relating to any misconduct it has
found and to address any procedural matters which the investigation has brought to light
within the Organisation and relevant partner organisations and/or funding bodies; and

e reports other matters that should be investigated.

The report should be sent to the Named Person. The Named Person should inform the

following of the conclusion of the Formal Investigation:

e the Respondent and the Complainant (and their representatives by agreement);

e the Head of the Organisation, the Head of Research, the Head of Personnel, the Head(s)
of the relevant Department(s) and any other relevant members of staff;

o If the Respondent and/or the Complainant are employed on joint clinical/honorary
contracts, the Named Person, the Head of Personnel and the Head of Research of the
other employing organisation(s);

e where appropriate, the Named Person should notify any relevant partner organisations,
funding bodies and/or regulatory or professional bodies; and

o Additionally, the Named Person may wish to inform UKRIO of the conclusion of the
Formal Investigation, using the forms at Annex 3.

The work of the Investigation Panel is then concluded and the Panel should be disbanded. As
the matter may then give rise to disciplinary or other action, members of the disbanded
Investigation Panel should not make any comment on the matter in question, unless
formally sanctioned by the Organisation or otherwise required to by law. They should also
remember that all information concerning the case was given to them in confidence.

Any queries or requests for comment addressed to members of the Investigation Panel
should be referred to the Named Person.

Those who have contributed to the disbanded Investigation Panel should have no further
involvement in the Procedure, unless formally asked to clarify a point in their written report
at a subsequent investigation.

Involvement in either the Screening or the Investigation Panel rules out participation in any
disciplinary process.
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Actions and outcomes

The conclusion of the Procedure for the investigation of allegations of misconduct in research and
actions taken either through the Organisation’s disciplinary process or through other steps to
respond to the conclusions reached by the Investigation Panel should take account of the
Principles of the Procedure and the matters listed in (1) to (5) below:

1 Specialised research
It is recognised that the subject area of certain cases may be so specialised as to require
equally specialised advice as to how to resolve or correct matters arising from the
misconduct in research; the recommendations and experience of the Investigation Panel
may prove particularly useful if this is the case.

2 Support provided to the Complainant
Where allegations have been upheld (in full or in part), or found to be mistaken but not
frivolous, vexatious and/or malicious, then appropriate support, guidance and
acknowledgment should be given to the Complainant, given that his/her role in the process
will most likely have been stressful and may well have caused friction with colleagues. The
Named Person should take whatever steps he/she considers necessary to support the
reputation of the Complainant.

For example, if the case bas received any publicity, the

Complainant should be offered the possibility of baving an
official statement released for internal and/or external purposes.

3 Support provided to the Respondent
Where allegations have not been upheld (in full or in part), the Named Person should take
such steps as are appropriate, given the seriousness of the allegations, to support the
reputation of the Respondent and any relevant research project(s). Appropriate support and
guidance should be given to the Respondent, given that his/her role in the process will most
likely have been stressful and may well have caused friction with colleagues

As above, where the case bas received any publicity, the
Respondent should be offered the possibility of baving an official

statement released for internal and/or external purposes.

4 Handling wrongful allegations
If the Screening Panel and/or Investigation Panel has found that the Complainant'’s
allegations were frivolous, vexatious and/or malicious, the Named Person may consider
recommending that action be taken against the Complainant, under the Organisation’s
disciplinary process.
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Those who bave made allegations in good faith should not be

penalised.

Other actions that may be required or be considered appropriate

Following the conclusion of the Procedure, the Investigation Panel may need to recommend
additional measures in addition to those that may be taken by way of the Organisation’s
disciplinary process.

Examples of potential actions that an organisation may consider include:

retraction/correction of articles in journals;

withdrawal/repayment of funding;

notifying patients/patients’ doctors of any potential medical issues that may arise;
notification of misconduct to regulatory bodies (such as the MHRA, the Healthcare
Commission, the Home Office [for research involving animals], professional bodies, etc.);
notifying other employing organisations;

notifying other organisations involved in the research;

adding a note of the outcome of the investigation to a researcher’s file for any future
requests for references; and/or

review internal management and/or training and/or supervisory procedures for research.
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Annex

Communications and record-Reeping

1 Inaccordance with the principle of integrity, appropriate confidential records should be
maintained by the Named Person of all stages of any proceedings under this Procedure.

2 The Chairs of the Screening and Investigation Panels should assume responsibility for
keeping accurate records of the activities, deliberation and reporting of their respective
Panels and pass these records to the Named Person for inclusion in the archive of the case
upon the completion of their Panel's work.

3 At the conclusion of the proceedings, the Head of Personnel should retain all such records
for a period that accords with the Organisation’s policy. It is recommended that this period
should not be less than six years. Access to this archive should be limited to appropriate
members of the Personnel Department, the Named Person and his/her nominated alternate.

4 The Named Person is responsible for ensuring the accurate, timely and confidential transfer
of information between all parties involved in any of the stages of the Procedure.

5 Upon the conclusion of the Procedure, at whatever stage, the Named Person is responsible
for the accurate, timely and confidential transfer of information to any relevant parties, such
as the Organisation’s Disciplinary Panel or the Personnel Department.

6  If the Organisation’s Disciplinary Process is to be invoked as a result of the outcome of this
Procedure, the report of the Investigation Panel should form the basis of evidence that the
Disciplinary Panel receives. In such a case, all of the information relating to the Procedure
should be transferred to the Disciplinary Panel.

7 Depending on the outcome of the Procedure, the Named Person should liaise with the Head
of Personnel to obtain any further relevant information from any relevant parties, such as an
organisation'’s Disciplinary Panel or Human Resources Department, and add it to the
confidential case archive.

Communication with involved parties

1 The Screening and Investigation Panels should be supported by a member of the Named
Person’s staff or a member of staff from the Human Resources Department, through whom
all documentation and all other communication should be passed.

2 No direct communication, either written or oral, should take place between the members
and support staff of the Screening and Investigation Panels and either the Respondent,
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Complainant or any other member(s) of staff concerned outside the formal process, for the
duration of the Procedure and any subsequent disciplinary process.

Communication, either written or oral, by any party (to include Respondent, Complainant or
any other member(s) of staff) directly with members of the either Panel should not be
admitted as part of the documentation relating to the case except when it takes place at
the request of the Panel, or at formal meetings called by the Chair of either the Screening or
Investigation Panel.
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Procedure for the Investigation of Misconduct in Research

By using this Procedure organisations engaged in research can be confident that:
e every investigation will be thorough and fair
e all investigations will be carried out with confidentiality, fairness and sensitivity
e those who are under investigation will be reassured that the process of investigation will follow a standard procedure
adopted nationally by universities and other research organisations.

The Procedure is designed for use in circumstance that may arise infrequently but can have wide-ranging and damaging
consequences, made worse if not addressed appropriately. Through widespread adoption and consistent use of the
Procedure by universities and other organisations, it is anticipated that investigations into allegations of misconduct in
research will be conducted to the standards of objectivity, rigour and fairness set out here.

This publication is also available on the UK Research Integrity Office website www.ukrio.org

About us

The UK Research Integrity Office (UKRIO) is an independent advisory body,
hosted by Universities UK. Launched in 2006, it offers support to both
research organisations and individual researchers in order to further the
good governance of research and to promote good practice in addressing
misconduct in research.

UKRIO welcomes general enquiries on issues relating to integrity in
research as well as requests for assistance with specific matters related to
the conduct of research.

The advice and guidance provided by UKRIO is available to all, including
research organisations and individual researchers. The service can be
accessed:

e by calling the UKRIO Research Integrity Helpline on 0844 77 00 6 44

o by emailing helpline@ukrio.org

e or by contacting the Office, below

UK Research Integrity Office

Woburn House, 20 Tavistock Square,

London WC1H 9HQ

Direct tel + (0)20 7419 5499 direct fax (0)20 7383 4573
Email RIO@UniversitiesUK.ac.uk

Web www.ukrio.org

UK Research Integrity Office ISBN 978-1-84036-157-5
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