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Executive Summary

Objective and Scope

The purpose of this study is to develop a compreierunderstanding of the organizations and
policies that define how allegations of researcbaomduct are addressed in Canada and in other
selected countries. The study is to inform a discmsto be led by the Canadian Research
Integrity Committee about how best to strengthenada’s research integrity system.

To this end, the study analyzes both the policlres@ganizations that define how the Canadian
system works and individual research integrity @eB at Canadian research organizations that
set out how allegations of misconduct are responidedn addition, the study provides insight
into the prevalence of research misconduct in Camaad concludes with a discussion of options
for strengthening the country’s research integjtgtem.

The focus of this report is on policies relatedrégearch integrity which emphasize such
principles as honesty, carefulness, and fair reitiogn and to its conversegsearch misconduct
which refers to the unacceptable behaviors relatade scientific process, including fabrication
of data, falsification of data and plagiarism. Tgbwonceptually related, research integrity and
misconduct policies are, in practice, distinct aegarate from those addressragearch ethics
which are concerned with ensuring that the scientifethodology (i.e. how one carries out the
research) is in line with accepted ethical normd @ractices. Research ethics policies are
outside the scope of this study.

The Issue

Though Canada’s system for addressing researdjritytand misconduct, is, as this study finds,

generally well regarded, it is not without shorténgs. Indeed, there is a wide perception within

the broader research community that much more needse done to strengthen Canada’s
approach for addressing research integrity andanthaect lest there be more damaging impacts
following any future revelations of gross researghconduct.

Canada is by no means alone in looking to imprésesystem. This study examines research
integrity systems in eight other countries and ditislat all are in a conversation about how best
to improve their respective approaches.

The global concerns over research misconduct stem & number of negative impacts that each
public case can bring to science as a whole. Tinedede the damage to science as a result of
the wasted time, effort and resources of the rekeas and institutions who follow up on

fraudulent findings; the potential harm to indivadsl and to society should fraudulent research
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lead to the commercialization of unsafe productprocesses, or if falsehoods become widely
known and accepted as truths; and its consequéoicése public’s trust in science, a trust that
ultimately underwrites much of the financial sugdor a country’s public research system.

A Complex Policy Landscape for Research Integrity

The Canadian policy landscape governing reseatelgrity is multi-faceted and multi-levelled,
comprising a mix of policies, codes of conductsd aguidelines directly and indirectly
influencing how actors within the research commuraspond to issues of research integrity and
misconduct. Collectively, these policies have gigson over nearly all publicly funded research
conducted in Canada. Private sector research srgignoutside the reach of Canada’s current
system.

Despite its decentralized character, Canada’s rels@ategrity system has an influential locus of
policy coordination and leadership that residedlite three federal granting councils, and in
particular, through theifri-Council Policy Statement on Integrity in Resgmand Scholarship
(TCPS-IRS) and related documents which are enfortewugh a Memorandum of
Understanding between the granting councils argidd institutions that receive funding and is
signed by institution presidents. The TCPS-IRS basn the most influential mechanism for
achieving a degree of policy coordination and coamale across the research system in Canada,
despite only having formal jurisdiction over acaderand medical research institutions that
receive council funding.

How the System Works

The various policies, codes and guidelines thapeshhe core of the Canadian oversight system
explicitly and implicitly recognize that the respnility for responding to allegations of
misconduct resides with the institutions where theearch misconduct is alleged to have
occurred. Institutions respond to allegationsdoaadance with their own policies for addressing
research integrity and misconduct, which have baeveloped within the framework of the
TCPS-IRS, and other institutional, internationad aor, provincial policies.

As a passive ‘fire alarm’ system, however, insititlas and their policies for responding to
allegations are only one part of the system. @Ag@ailis to the use of an actual fire alarm system,
triggering the alarm depends on individuals who avwere of the policies, have a sense of
professional responsibility, and have assurancastiiere would be no serious repercussions for
speaking up.

Institutional Policies

Of the 42 institutions analyzed in this study,radh-government research institutes and close to
half of the major government science-based depaitsrand agencies contacted have policies in
place that provide guidelines and standards foremthg research misconduct. These policies
generally have jurisdiction over all research adldotarly activity at respective institutions; for
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universities and colleges, they also apply to sttelevolved in research activities which are not
related to their course work.

The majority of these policies are similar in stte and scope owing to the fact that most
publicly funded research in Canada is influenceckally or indirectly by the TCPS-IRS.
Institutions that are compliant with this policyearequired to develop and observe a number of
general principles related to research integritg amsconduct, and outline procedures for
processing allegations and reporting to the coancil

There are nonetheless notable differences in palicent among research organizations due to
the flexibility inherent to the TCPS guidelines tttedlow policies to be tailored to respective
institutional environments. One of the areas wipmiecies differ is in the definition of research
integrity and misconduct. While nearly all policiesplicitly recognize falsification, fabrication
and plagiarism in their definitions of what congtits misconduct, there is far less consensus on
what other misconduct behaviors and practicesdioide.

This study suggests that Canada consider adoptingxplicit national definition of research
misconduct that identifies sanctionable behavinraddition to the current definition of research
integrity. This step would help reduce variationrésearch integrity policies at the institutional
level.

The State of Canada’s Research Integrity System

This study finds a research integrity system in &kanthat, despite a number of inherent
shortcomings, is generally viewed as functioningsamably well among those with experience
working with the system. Canada’s system also coegpaelatively well internationally. Its
decentralized approach that gives primary respdaitgibo research institutions for addressing
allegations is widely viewed in a positive lighg & the role that the granting councils play in
instituting policy requirements. It is accommodagtiaf the complexity of many misconduct
allegations and allows for discretion in dealinghngases, many of which, it is noted, are based
on misunderstanding or due to poor oversight.

Moreover, Canada’s system, not having been legidjdtas maintained a degree of flexibility
that has allowed for improvements as a result afrlieg from experiences. The granting
councils have been introducing new requirements twe years by way of new schedules and
frameworks, while many research institutions hagerbupdating their policies both in response
to the granting councils, and to their own expesénin dealing with allegations.

Because of these strengths, this report suggestsaitly changes to Canada’s research integrity
system should be in keeping with Canada’s currentlagislated approach which defers to the
granting councils for leadership on policy issuks.is revealed in the comparative analysis, the
Canadian approach holds up relatively well in aerimational context and that there is no one
best model that Canada could adopt which doesaw@ drawbacks.
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Canada’s system is not, however, functioning eguattll for all actors and for all areas of
research. The greatest concerns come from thesaiotéhe health sciences - medical research
organizations, universities, and journal editofidis group not only has more experience with
research misconduct, but also heightened undeistarad what is at stake should research
misconduct be left unaddressed.

While this group does recognize the basic strengthise system, it also recognizes the need for
Canada to address its shortcomings, including: akmaess in formal oversight; inadequate
reporting requirements; inconsistent educationdbres; differing definitions as to what
constitutes research misconduct; and poor whistved assistance.

To adequately address key issues related to onergiducation and training and whistleblower
assistance, this report suggests that Canada eorssidational system that gives well-meaning
individuals with concerns a place to go for infotioa and assistance that is independent from
their employer. Canadian researchers have no glacke, leaving those frustrated by existing
processes in dealing with legitimate complaints msdes to become dismissive of the system.
As a central node of the system, such a place ttandato a number of shortcomings in Canada’s
current system by providing:

= visibility and a focal point to the system thatimportant if Canada is to improve
awareness of research integrity issues and to meseffectively to related international
issues;

= a degree of oversight, however informal, that cagoerage institutional compliance with
research integrity policies;

= alogical point for collecting and sharing expedes and other data; and
= support for education and the dissemination ohing guidelines and information.

Prevalence of Research Misconduct in Canada

The 29 institutions that provided data on reseamdhconduct for this study collectively
acknowledge dealing with some 39 cases per yeayether, these institutions account for
approximately 60 percent of publicly funded reskaranducted in Canada.

This estimate should be treated with the appropgaution given the challenges associated with
collecting this information. In addition to reseaiostitutions having little incentive to sharesthi
information, there is a strong likelihood that nasduct cases go unreported by researchers due
to an unwillingness to risk one’s own reputatiorsour relationships with colleagues, or simply
an unwillingness to engage a process that can teddistration and additional work stress.
Under-reporting also comes about when allegatioasreported but are then ‘swept under the
carpet’ at some level of the institution. Anecddtesn interviews conducted for this study attest
to all of these instances.
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Another complicating factor is related to the diiiim of research misconduct itself. Allegations
can only be made in a consistent manner if theeenational consensus - and awareness of this
consensus - on what constitutes research miscandiiéte no one disputes the more serious
breaches of falsification and fabrication, theréaismore scope for under-reporting more minor
violations, some of which may occur frequently in particular research community,
unbeknownst to those perpetuating the miscondoiat,a certain practice is elsewhere viewed as
entirely unacceptable. Nonetheless, as many hatesl nib takes only one major case to damage
the integrity and reputation of the research system

Opportunities for Strengthening Canada’s Researchritegrity System

There are a number of compelling reasons why Caslaolald strengthen its system. Foremost is
the need to ensure that future research misconthrctyhich there will always be a risk, does
not continue to damage Canada’s scientific endsawasr have past scandals. And related to this
is the need to mitigate damage that research nmdsbrbrings to the public trust in science,
which is important both for the funding of scienard for accepting the role of scientific
evidence in public policy making. Finally, in recoigon of the fact that science is now very
much a global activity, Canada must be seen to bEader in maintaining the principles of
research integrity by way of a system that can edgethe confidence of, and engage with, the
international science community. To this end tHeWwing options are put forth for discussion.

Option A — An Evolving Current System: The first option is to maintain the current system

while recognizing that it continues to be strengtt by the Tri-Councils. Indeed, the Tri-

Councils are, at present, completing a review ef TIRPS-IRS and related documents with the
goal of improving existing policies and bolsterihg effectiveness of the system as a whole.

Among the possible changes that should be explmeldvhich would have a positive impact on
the current system with limited disruption are:

= An explicit national definition of research miscaotd that identifies sanctionable
behaviors in addition to the current definitionresearch integrity. This step would help
reduce variation in research integrity policieghatinstitutional level.

= Strengthened reporting requirements that necessit& public reporting on an annual
basis of all cases where research misconduct rifou

= An elaboration of timelines within tHeramework for Tri-Council Review of Institutional
Policies Dealing with Integrity in Researthat set out the number of days to complete
each stage of the process for addressing miscomadlagations. This step would support
fairness and accountability.

Any considerations to enhance the role that theCéuncils play in Canada’s research integrity
system must accommodate two realities. First i$ tha granting councils are only able to

institute changes within their jurisdiction of inéince and mandate for promoting and supporting
research, knowledge acquisition and training. Seéc@n enhanced role can aggravate the
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problem identified in this study of competing olaligpns and interests. While the councils are
well positioned to develop policies related to egsh misconduct, they are not so well situated
for being directly involved in specific cases, asehich can tarnish the reputations of all
involved.

Option B - Office of an Ombudsperson:Establishing an office of an ombudsperson whose
primary role is as a trusted intermediary as opgdsean investigator of allegations, offers a
number of benefits that cannot be readily achidhieough Option A. First, it would provide an
official, centralized point of contact that is imsdent of the research institutions, and which
could carry the label of, and be recognized as,félcal point of Canada’s research integrity
system. Until such a visible node is created,wide spread perception that Canada ‘has no
national research integrity system’ will continue.

If the German model is to be followed, the offickam Ombudsman need not be a costly
institution. If established under the umbrella loé {Tri-Councils, as in the German system, it
could be limited to only one individual appointegithe Tri-Councils on a full or part time basis
for a limited period of time, with assistance ofrstariat support.

Its role as a trusted intermediary, committed ® highest standards of research, would include
providing advice and guidance to researchers asghreh institutions addressing allegations of
research misconduct. The Office would not be datle to undertake investigations.

Option C - Canadian Office of Research Integrity:The third option is to establish a Canadian
Office of Research Integrity that would take on thke of ombudsman as per Option B but with
expanded responsibilities in the area of educatonl training, in advising institutions
undertaking investigations, and with compiling istads on misconduct and best practices for
addressing allegations. As with an Office of theddsman, a Canadian Office of Research
Integrity would serve as a central focal and canpaint to Canada research integrity system but
would broadcast a stronger message internatiorially Canada is committed to upholding
research integrity.

If modelled on the UK Research Integrity OfficeCanadian equivalent would be hosted by the
Association of Universities and Colleges of Canadlén support from government and major
funders of research. Such an office could devalopmber of relevant services made available
to all research organizations and institutions am&la including:

= aresearch integrity helpline;

= a register of advisers and experts who would bdadbta to advise on or be involved in
an institution’s investigation;

= provision of a handbook that outlines in-depthtladl necessary steps and procedures for
investigating various types of research miscondilegations; and

= Education and training services including the depelent of courses.
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In summary, though each has advantages, no optidgts own can adequately address all of the
system gaps identified in Chapter 5. Furthermooage of the three options proposed adequately
address the fact that neither government nor gisactor fall within the jurisdiction of the main
system. However, should either an Office of theb@dsman or an Office of Research Integrity
be considered, its influence need not be limitedinoversities and colleges for it would be a
logical focal point for fielding calls from, and ssieminating information to, both government
and private sector researchers.
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1. Introduction

J11 Study Background

In January 2007, Health Canada, together with thea@ian Research Integrity Committee
(CRIC)Y, hosted a workshop that brought together key rebestakeholders to launch the

development of a Canadian position and plan ofoactin research integrity. The workshop,

Research Integrity: Towards a Canadian Approatad four objectives at the outset: to review
and assess approaches to addressing misconducttardresearch integrity issues in Canada
and other countries; assess strengths and weakdegssify whether improvements should be

made; and what are the appropriate next stepsdimgupossibly, the future role of the CRiC.

One of the outcomes of the workshop was a recomatemdthat CRIC take further steps and
develop a follow-up plan from the workshop, inchglia review and examination of policies
related to research integrity and misconduct inadanand the international community. This
study was commissioned by CRIC to address thismewndation.

Objectives

The purpose of this study is to develop a compreierunderstanding of the organizations and
policies that define how allegations of researcbammduct are addressed in Canada and in other
selected countries so as to inform a discussidretéed by CRIC about how best to strengthen
Canada’s research integrity system.

To this end, the report analyzes the policies amghrozations that define how the Canadian
system works, as well as the research integritycigsl at Canadian research organizations
including universities, colleges, hospitals ane&sce based departments and agencies. For an
international perspective on Canada’s system, apaoative analysis of research integrity
systems in eight advanced economies is includedectd countries are: Australia, Denmark,
France, Germany, Japan, Norway, the UK and the WSorder to gauge the magnitude of the
problem of research misconduct, the study is adsked with estimating the prevalence of
research misconduct in Canada.

L CRIC is an affiliation of 16 Canadian research anddemic institutions including 3 granting cous@hd the Association of
Faculties of Medicine of Canada (see Appendix Anfi@mbership).
2 See Plamondon and Associates, “Research Intaljotkshop Discussion Paper” January 22-23, 2007.
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Scope

The focus of this study is on policies relatedrésearch integrity which emphasize such
principles as honesty, carefulness, and fair reitiogri, and to its converseesearch miscondugct
which refers to the unacceptable behaviors relatade scientific process, including fabrication
of data, falsification of data, and plagiarism. igb conceptually related, research integrity and
misconduct policies are in practice distinct anpidglly separate from those addressiesgarch
ethics the latter of which are outside the scope of shisly.

Whereas research ethics policies are concernedenghbring that the scientific methodology is
in keeping with accepted ethical norms and prasticesearch integrity and misconduct policies
are focused on maintaining the highest standardseséarch and on addressing deceitful
behaviors when they arise, irrespective of whetiher process by which the research was
conducted was in fact ethical. To the extent thattwo areas overlap, it is when one policy
references the other. For example, it is commomlédinitions of research integrity to include as
misconduct any breach of regulations pertainingesearch ethics.

Another area related to research integrity but whscoutside the scope of this study is that of
conflict of interest in research. Though an incregsumber of institutions are developing

policies explicitly addressing conflict of interestow a requirement for those receiving funding
from the federal granting councils - most defimBoof research integrity will also include the

failure to reveal conflict of interest as reseansisconduct. For a more detailed discussion of
definitional issues, see Chapter 4.

|1.2 Research Integrity as a Canadian and Global Issue

Though examples and suspicions of research miscouidile back to earlier eras of science - to,
for example, claims that Gregor Mendel falsifiedadim his seminal 1866 work on geneties
policies for dealing with research integrity andsaanduct are far more recent. Indeed, policies
only began to be developed in the early 1980s, thi¢hUS leading the way, once universities
began to recognize their responsibility in uphajdresearch integrity. According to Steneck in
his 1994 review of US scientific misconduct polgiecontinued confidence in the ‘self-
correction’ process of science, realized primattigough the editorial and peer review process,
had ‘more than any other factor’ delayed the adwoptif policies and processes for dealing with
misconduc?

By the late 1980s, however, the trend was undeguatmiost of the major and about half of the
middle range research universities [in the US] hddpted scientific misconduct policies’, at
which time efforts to legislate processes to deith wases at the federal level in the US were

3 According to Resnik, there are 12 ethical and mprinciples underlying the conduct of science yestists: honesty,
carefulness, openness, freedom, credit, educaomial responsibility, legality, opportunity, mutuaspect, efficiency, and
respect for subjects. See D. Resnik. 199& Ethics of Science: An Introductid®outledge. New York, NY.

4 Hartl D., and D. J. Fairbanks. 2007. “Mud Sticks1 the Alleged Falsification of Mendel's Dat&eneticsl75(3).

5 N. Steneck 1994. “Research Universities and SfieMisconduct”, Journal of Higher Education, Vol 65, no. 3. P. 310.
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well underway By the early 1990s, the US had set up an indepenoledy, the Office of
Research Integrity, to oversee and respond to ¢haearose from the scientific community.

During the 1990s, many other countries followed W& lead including Denmark, Australia and
the UK, each establishing committees and othernozgéions to develop policies and processes
to address research integrity and miscondu€anada also took steps at this time, establishing
among other efforts, a policy statement from theee¢hfederal funding councils for medical,
natural and social sciences, outlining a definitioh research integrity, corresponding
responsibilities and guidelines for promoting intggand investigating allegatioris.

However, despite having had a policy frameworknstitutional systems in place for some time,
countries and their respective research commurtbesinue to debate how well these systems
are working. There are several reasons for thise is that the research environment in Canada
and in other advanced economies has been subjemtetoincreasing productivity pressures.
Governments for their part have been strongly ptorgopartnerships with publicly funded
research organizations so as to extract greataroeto returns from their R&D investments.
This trend has coincided with a greater dependegadapdustry on the public science base for its
innovationg, and with universities themselves seeking privegetor sources of funding to
supplement their research undertakings.

The cumulative effect has been the emergence asaarch environment characterized by
complex public-private relationships that has iased the potential for the corrosion of research
integrity!® Competition among scientists and the growing irtgrare of publication records and
citation rates to career promotion has added furdteess to the research environment, a
manifestation of which is the erosion of collegialt This is so even in the government
research sector where bibliometric indicators, sagltitation rates and publication counts, now
inform assessments of institutional performance.

5 See Steneck 1994. P. 315, and C. B. Pascal (19%@) history and future of the office of researctiegrity: Scientific
misconduct and beyond” in Science and Engineerthicg Volume 5, Number 2, pp. 183-198(16)

" See European Science Foundation. 2008. “Stewdrdistegrity: Institutional Approaches to PromotedaSafeguard Good
Research Practices in Europe”. Strasbourg: ESF.

8 See “Tri-Council Policy Statement: Integrity in $earch and Scholarship”. http:/www.nserc-crsngajblISERC-
CRSNG/Policies-Politiques/tpsintegrity-picintegeiteng.asp.

9 A 1997 study by Narin found that close to threartgrs of the references to published articlesatemts were to public science
organizations and that the number of referencesilbdic science nearly tripled over the six-yearqeicovered. Narin F. K.
Hamilton and D. Olivastro (1997). “The Increasimgkage between US Technology Policy and Public i®e& Research
Policy, Vol. 26, p. 317-330.

9 The phenomenon of medical ghostwriting is one featation of this new environment, whereby compamigaft research
papers in support of their drug and seek out rebess willing to be listed as authors in excharmenfioney and other
benefits. See D. Healy,et Them Eat Prozadorimer: Toronto. 2003. See also J. Thompson tstaic Integrity and the
Public Interest” in J. Turk (edYniversities at RiskLorimer: Toronto 2008, for a discussion of thetfas leading to the
corrosion of academic integrity.

11 Recent research of US scientists has found thnpetition contributes to strategic game-playingdience, a decline in free
and open sharing of information and methods, sgeotd others’ ability to use one’s work, interfecerwith peer-review
processes, deformation of relationships, and cadegjuestionable research conduct.” See Andersoet lel. (2007) “The
Pervasive Effects of Competition on Scientists’ Wand Relationships3cience and Engineering Ethit3: 437-461.
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Yet another reason why research integrity continadse an important issue is the globalization
of science. As a worldwide endeavor, scientifiowtedge is now generated by a much greater
number of countries than at any time prior, somavbich may or may not uphold the same
standards of research. For Canada, this factor €ante play when a Canadian institution
collaborates with an institute in a foreign couniryich may have limited or no policies in place
for dealing with, or promoting, research integriand may not adhere to the same scientific
norms. And as a country that recruits researcledsattracts graduate students from around the
world, cultural differences have become an addaidiactor for a number of institutions in
Canada, as was noted on several occasions inttiig. SWe are trying to get the best people
[from all over the world]”, noted one senior unigigy administrator, but “you can’t assume that
standards of ethics and integrity are the same”.

Heightened interest in the subject of research enidact also stems from the public reactions
that typically follow revelations of gross researoisconduct, often which are accompanied by
renewed calls for re-examining the self-regulatimjure of science and the mechanisms for
dealing with allegation¥ Such re-examining does appear, however, to bendyav positive
effect not only in Canada but in a number of caestreviewed in this study. Drawing on their
experiences in responding to allegations, sevesahities have introduced changes to their
systems or policy frameworks first established hie 11990s. The Canadian federal granting
councils, for example, have been developing thelicgs, adding in a review framework for
institutional research integrity policies, a reguanent for institutions to have a conflict of intgre
in research policy, and new rules around the teansff funds between eligible institutions and
non-eligible institutions?

Despite these improvements, there is a wide paoepiithin the research community that much
more needs to be done in Canada to address resetaghty. Capturing this sentiment is a 2007
editorial from the Canadian Medical Association rdall where the editors ask: “Why has
Canada lagged so far behind its Western counterpadstablishing comprehensive mechanisms
and processes to deal with scientific miscondutt®&’key issue for this study is how Canada’s
institutional system compares to other countries.

Consequences of research misconduct

Research misconduct has a number of negative is\pastidentified in a recent OECD Global
Science Forum workshdp.First is the damage to science as a result ofvésted time, effort
and resources of the researchers who follow upraandtilent findings. In fact, research has

12 The genesis of the Canadian Research Integrity miitiee was the well publicized case of Ranjit Chlrandccused of
committing fraud by the British Medical Journal.eSalso European Science Foundation. 2008. “Stewafrdstegrity:
Institutional Approaches to Promote and SafeguardddResearch Practices in Europe”. Strasbourg: ES

13 See Section 2.1 Schedule 9, part B of the MOU.

14 Kondro W. and P. Hebert. 2007. “Research Miscot®lM¢hat Misconduct?"Canadian Medical Association Journar6(7):
905.

15 OECD Global Science Forum. 2007. “Unofficial Repon Best Practices for Ensuring Scientific Intggand Preventing
Misconduct”. Fourth Draft of August 1 2007.
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shown that this damage can persist long after dioiadf retraction due to the tendency of
researchers to continue to make citations of diitzé work well after the retraction ddfe.

Another negative consequence identified is poteham to individuals and to society should
fraudulent research lead to the commercializatibnuwesafe products or processes, or if
falsehoods become widely known and accepted dsstrRiesearch misconduct can also poison a
research environment of a particular institutioagrhding relations among scientists, between
scientists and students and between the admimnstrand faculty.

Finally, research misconduct has consequence$idopublic’s trust in science which ultimately
underwrites much of the financial support for amoyis public research system. In Canada,
public funding for research is critical to the appmately 120 public research organizations in
Canada, including some 50 universities, 15 federgbrovincial government departments and
agencies, and 30 research oriented hosgitale. 2007, Canada’s research institutions
collectively received some $5.5 billion in fedegipport, of which $2.3 billion supported the
government’s own science based departments andiag&it® The provinces also contribute to
Canada’s research system providing over $1.4 billicunding in 2007°

§1.3 Approach and Methodology

This study assesses research integrity and miscomdCanada at two levels. The first is at a
national level where the focus is on the varios®aech actors and policies that shape oversight
of research integrity in Canada as a whole (Chapteand which determines how the system
should be functioning (Chapter 3). In supportho$ tsystem level assessment, interviews were
conducted with key actors, experts and stakehqgldectuding the federal granting councils,
universities and colleges, scholarly journals amdeties, and higher education associations.

The second level of analysis is from the perspectivthe research institution whose policies
define how specific misconduct allegations are tdeath. At this level, 37 policies were
analyzed, drawing on interviews with respectivetiinBons (Chapter 4). Research integrity
policies were selected from the various types séaech organizations including universities and
colleges, government science based departments agmhcies and medical research
organizations (Figure 1), and from different regi@tross the country (Figure 2).

18 Articles retracted by editors often continue todited long after retraction. According to Redmarale (2008), the “primary
reasons for retraction were research error, irtghiti reproduce, research misconduct and plagiarianthe span of 10
years, the 315 retracted articles cumulatively veiied 3942 times before retraction and 4501 tiafeer retraction.” See B
K Redman, H N Yarandi and J F Merz. “Empirical depenents in retraction’Journal of Medical Ethic2008;34:807-809

1" These numbers are based on institutions with 6@epublications, as recognized by Thompson Scientiicience Citation
Index. Note that in total, there are over 205 futgsearch organizations in Canada include 19#utisns that are eligible
for Tri-Council funding.

18 See Figure 1.1. AUCC. 2008lomentum: the 2008 Report on University Researchkarowledge Mobilization

19 statistics Canada (2008). “Federal Scientific itig#s” 2007/2008, Catalogue No. 88-204-XWE.

20 AUCC 2008. Momentum.
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Interviews with institutions were conducted prinharat the senior level - VPs of Research,
Provosts or Deans of universities or colleges, Bebe Directors of medical research
organizations and Directors or Director Generalsgofernment departments and agencies.
These were semi-structured, 60-90 minutes in leragitd involved mostly open-ended questions
related to the administration of research integuitiicies, the effectiveness of Canada’s research
integrity system as a whole and to the prevaleficesearch misconduct.

These two levels of analysis allow for a criticabmination of the effectiveness of Canada’s

current system (Chapter 5). To gain perspectivli@m Canada’s national system measures up
internationally, the study includes a comparativelgsis of Canada’s system that compares
Canada against eight other countries (Chapter Gase studies profiling each country were

developed drawing on interviews and a documentligarature review (Appendix B).

As part of the system level analysis, this studyo astimates how significant the problem of
research misconduct is in Canada (Chapter 7). Dathis component is drawn from interviews
and a literature review.

Figure 1: Canadian Institutional Research Integrity Policies, by Institution Type

4 4

College

Government

Medical Research Organizations 3

Large* Universities 21 21
Medium* Universities 4 4
Small* Universities 2 2
Journals/Learned Societies/Experts 7 N/A
Higher Education Associations 2 N/A
Federal Granting Councils 4 5
Industry 1 N/A
Other 4 N/A
Total 60 37

*These categorizes, used by Statistics Canada, reflect income from sponsored research. Small Universities are those that conduct
less than $25 million in research, medium universities conduct between $25m and $79m and large conduct more than $80m (18).
See C. Read 2007, “Size counts: Outcomes of intellectual property (IP) commercialization” Innovation Analysis Bulletin, Vol. 9, no. 1.

Figure 2: Canadian Institutional Research Integrity Policies, by Region

Region Policies
9 (Not including Federal Gov't)

Western Canada 6
Prairies 4
Ontario 15
Quebec

Atlantic Canada
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2. Policy Landscape for Research
Integrity Oversight in Canada

The Canadian policy landscape governing reseatelgrity is multi-faceted and multi-levelled,
comprising a mix of policies, codes of conductsd aguidelines directly and indirectly
influencing how actors within the research commuraspond to issues of research integrity and
misconduct. Collectively, these policies have gigson over nearly all publicly funded research
conducted in Canada, and formally define a deckzerh‘fire alarm’ system for responding to
allegations. This fire-alarm system, in contrasta more costly ‘police-patrol systeTh’
achieves monitoring and policy compliance passjesyopposed to through active surveillance,
and is set in motion only by allegations of impropesearch conduct.

Within this system, however, no one policy, codegoideline extends its influence across all of
the research community in Canada. As Figure 3 atdg; these documents have generally been
developed independently around three sets of reseperforming actors: non-government
research institutions, which include universities)leges, research hospitals and other non-
profits; government science-based departments gadcées; and some private companies. A
fourth grouping integral to the research commubity which does not perform research per se,
comprises a number of affiliated actors such aslew& journals and professional societies
which may choose to adhere to national or inteonali policies, codes and or guidelines set by
organizations within or outside of Canada.

|2.1 Non-Government Research Institutions

Despite its decentralized character, Canada’s rels@ategrity system has an influential locus of
policy coordination and leadership that reside$ whe three federal granting councils, Canadian
Institutes of Health Research (CIHR), Natural Scéenand Engineering Research Council
(NSERC) and Social Sciences and Humanities Resdaotimcil (SSHRC). Since the mid
1990s, these granting councils have required slitutions that receive their funding to develop
a policy for research integrity and misconduct tb@amplies with the principles and guidelines
set out in theirTri-Council Policy Statement on Integrity in Resgaand ScholarshigTCPS-
IRS). The TCPS-IRS, which is directed at the redear and the institution, is supported by a
second documentSchedule 4: Integrity in Research and Scholarshybich sets out the
responsibilities of the institutions and the gragtcouncils in supporting research integrity.

2! See McCubbins, Mathew D.; Schwartz, Thomas. “Cesgjpnal Oversight Overlooked: Police Patrols VeiSiie Alarms”
American Journal of Political SciencEeb84, Vol. 28 Issue 1, p165, 15p; (AN 5241535)
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Figure 3: Primary Policy Context for Research Integity (RI) and Misconduct

NON-GOVERNMENT INSTITUTIONS

Federal Granting Agencies’ Tri-Council Policies

Tri-Council MoU on the Roles and

Responsibilities in the Management of

Federal Grants and Awards

 Binds Institutions to Council
schedules related RI policies

Schedule 4: Integrity in Research

Scholarship

» Specifies guidelines and principles for
researchers and institutions

Framework for Tri-Council Review of

Institutional Policies Dealing with

Integrity in Research

» Specifies elements of Institution RI
policies

Related Schedules

» Schedule 8: Investigation of Breaches
of Agency Policies

» Schedule 14: Conflict of Interest in
Research

e Others

Non Tri-Council Policies (Applicability varies)

US42CFR93

« Applicable to institutions receiving
funding from U.S. PHS

¢ Over 40 in Canada

* Overseen by US ORI

Provincial Freedom of Information &
Privacy Acts

Ontario Statutory Powers Procedures

Act (SPPA)

* Recognized by some Ontario
institutions for tribunal proceedings

Manitoba Public Interest Disclosure
Act (whistleblower protection)
* Manitoba government & institutions

Professional Codes & Guidelines
* E.g. COPE, IIMJE
* CFHSS, APEGGA

FEDERAL GOVERNMENT DEPARTMENTS AND AGENCIES

Federal Public Service Codes

A Guide for Ministers and Secretaries

of State

* preserve public confidence in integrity
of management and operations within
departments

* maintain tradition of political neutrality
of Public Service

» Maintain ability to provide
professional, candid and frank advice

Values and Ethics Code for the Public
Service

» Professional Values

« Ethical Values

Other

Public Servants Disclosure Protection
Act (2007)
* Whistleblower protection

Federal Privacy & Access to

Information Acts

« Impacts on internal procedures for
dealing with RI

¢ Financial Administration Act

Federal Policies

PROVINCIAL GOVERNMENT DEPARTMENTS & AGENCIES

No explicit research integrity policies

General reliance of TCPS-IRS and codes of conduct from

professional bodies

PRIVATE SECTOR

No legal requirements for policies

Some evidence of company specific policies

For collaborative research with public research institutions,
companies are indirectly influenced by Tri-Councils MOU
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Schedule 4 is one of 15 schedules that make upradvéadum of Understanding between the
granting councils and eligible institutions thate®e funding and is signed by institution
president$’ To help institutions comply with the TCPS-IRS a®chedule 4, the Tri-Councils
have issued a third documeriramework for Tri-Council Review of Institutionalolties
Dealing with Integrity in Researchwhich outlines those items that should be inctude
institutional research integrity and misconductigek in order to be eligible for funding.

The TCPS-IR® has been the most influential mechanism for adhipa degree of policy
coordination and compliance across the researderays Canada, despite only having formal
jurisdiction over academic and medical researchtin®ns that receive council funding. This
influence is achieved in several ways. First tlg&P¥E-IRS has been used as the quasi national
standard by other organizations, including a nundfescience-based departments and agencies
(SBDAs) which have used it as a template in thesiigpment of their own policies.

Second, by requiring all institutions that recefuading to have in place a policy on research
integrity, the granting councils have succeedegnisuring that all research conducted at eligible
institutions - not just council-funded researchk eovered by a research integrity and misconduct
policy. Finally, the granting councils have extetidee reach of the TCPS-IRS to non-eligible
institutions that collaborate with eligible instians by way of a new MOU schedule (Schedule
9). This schedule, which came into force in 20@@uires non-eligible secondary institutions to
administer funds received from an eligible instd@ntin accordance with the relevant Tri-Council
policies as published in their formal guides anogpam literature and in the MOU.

Research integrity policies developed under the S-S framework are also subject to
provincial policies, notably provincial privacy lstation, which influences how institutions
communicate with others when dealing with misconaases. Every province and territory has
privacy legislation governing the collection, usedalisclosure of personal information. In a
number of provinces — Ontario, Nova Scotia, New Bwick and Manitoba - these are
supplemented by whistleblower protection policigpleable to government department and
agencies and, in the case of Manitoba, to all orgdions governed by thé&inancial
Administration Acincluding universities, colleges and hospifdl$he Manitoba Public Interest
Disclosure Act which came into force in 2007, outlines procedua@d protection for those
making allegations of eligible wrongdoingsOne Manitoba-based institution noted that this
new legislation has led to a discussion over host beaccommodate whistleblower protection

22 Memorandum of Understanding (MOU) on the Roles Brdponsibilities in the Management of Federal Grand Awards,
http://www.nserc.gc.ca/institution/mou_e.htnNote that this MOU comprising 15 schedules arickv as been in effect
since April 1 2008, is a successor to a previoud M@th 8 schedules.

Z TCPS-IRS shall, from this point onwards, be anafee to all Tri-Council documents relevant to aesk integrity.

2 For institutional jurisdiction see: The Public érest Disclosure (Whistleblower Protection) Act G&.M. c. P217),
http://web2.gov.mb.ca/laws/regs/pdf/p217-064.07.pdf

% The Act applies to the following wrongdoings inretating to the public service: (a) an act or @igis constituting an offence
under an Act of the Legislature or the Parliamdntanada, or a regulation made under an Act; (kgaror omission that
creates a substantial and specific danger to theHealth or safety of persons, or to the envirentnother than a danger
that is inherent in the performance of the dutiefunctions of an employee; (c) gross mismanagenieciuding of public
funds or a public asset;(d) knowingly directingcounselling a person to commit a wrongdoing desdriin clauses (a) to
(c). http://web2.gov.mb.ca/laws/statutes/ccsm/pihfe
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in the context of research integrity, adding thapresents a challenge because the provincial
policy is designed for non-academic institutions] as such, some of its provisions are easier to
apply than others.

Though a number of provinces do fund research, tleegot necessarily have research integrity
policies in place and rely instead on the TCPS-tRSed system. None, for example, were
identified for Ontario, whereas in Quebec, the FREQnds de la recherche en santé), which
funds health science research, only makes passfegence to research integrity as part of its
policy on research ethics — despite the fact thaearch integrity is referenced in the policy’s
title.?® The Alberta Cancer Board is one of the exceptiach likely reflects the fact that it is
both a funder and performer of research in thethealiences. It maintains a research integrity
policy that is in keeping with the typical templdéeind at Canadian research organizations (see
Chapter 4) and which is complemented by separatictoof interest policy.

[2.2 Government Research Organizations

On the federal government side, there is no egaimtadocument to the TCPS-IRS that requires
research performing departments and agencies te palicies that deal specifically with
research integrity and misconduct. As a resutymber of SBDAs- five of the eight reviewed -
have no policy document in place that deals diyewaith research integrity and misconduct.
There are, however, two codes of conduct that geothe imperative for SBDAs to maintain
such policies. One & Guide for Ministers and Secretaries of Statéch specifies a number of
Ministerial responsibilities that, inherent to théailfillment, requires research carried out under
their auspices be conducted to the highest stasfiaithese responsibilities are to: preserve
public confidence in integrity of management anéragions within departments; maintain the
tradition of political neutrality of Public Servicend third, maintain the ability to provide
professional, candid and frank advice.

A second framework document applicable to all pubérvants is théalues and Ethics Code for
the Public Servicéeffective as of 2003) which sets outs three pubdirvice values that have a
bearing on research integrity, and which outlinesflact of interest measures and ‘avenues for
resolution’”® With regard to values, it calls upon public seteato first maintain ‘Democratic
Values’ by helping Ministers to serve the publitemest, “giving honest and impartial advice and
making all information relevant to a decision azble to Ministers” as well as loyally
“implementing ministerial decisions, lawfully takénProfessional Values’ are also emphasized
whereby public servants are to serve with competeagcellence, efficiency, objectivity and
impartiality. The third value is that of ethics whicalls upon public servants to act at all tinmes i

such a way as to uphold the public trust. Whemhgdoings’ arise, the Code recommends that

2 gee “Standards du FRSQ sur I'éthique de la rebleezn santé humaine et l'intégrité scientifique$ER 2008)”, p. 6.

27 Government of Canada. 2002. A Guide for Ministarsd Secretaries of State. Privy Council Office.piitlsp-
psd.pwgsc.gc.ca/Collection/CP22-65-2002E.pdf

2 Government of Canada. 2008alues and Ethics Code for Public Servié@anadian Government Publishing. www.tbs-
sct.gc.ca
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any public servant with an issue related to the &Csldould first talk with their manager or
contact the senior official designated by the Dgpigad under the provisions of this Code.

A complaint of research misconduct may also, im@ple, be made undédfublic Servants
Disclosure Protection Actintroduced on April 15, 2067 and which outlines processes and
procedures for addressing allegations of ‘wronggsin According to the Act, wrongdoings are
defined as:

= Violating any Act of Parliament or any Act of thegislatures of Canada'’s provinces and
territories;

= Misusing public funds or a public asset;

= (Gross mismanagement;

= Doing something—or failing to do something—thatates a substantial and specific
danger to the health, safety, or life of persondhe environment;

= Seriously breaching the public sector Code of Cohdu the organization's Code of
Conduct; and

= Knowingly directing or counseling a person to cotwriiongdoing as defined abot.

Under the act, departments and agencies are egcive@ to have procedures in place for
responding to allegations of wrongdoing. A compdant, however, may also direct an allegation
to the Public Sector Integrity Commission, whichs tehared accountability for the Act and
which generally investigates only the more seribteaches, where public interest is deemed to
be sufficiently affected.

Among departments without any explicit researckgnty policy, one representative noted that
this framework, and in particular the Value andi&stCode, was considered adequate for dealing
with research integrity although they did add thay had no experience in dealing with a
misconduct allegation. Another with experience @althg with allegations noted the contrary -
that in practice, the code proved difficult to apgue to its lack of specificity.

Among departments and agencies that do have résedegrity policies, these are generally
comprehensive, and exceed the minimum criteridokskeed in the TCPS-IRS framework. Thus,
in addition to defining research misconduct, pekcioutline processes and procedures for

2 Note that the new Public Servants Disclosure Rtiote Act has replaceBolicy on the Internal Disclosure of Information
Concerning Wrongdoing in the Workpla@overnment of Canada. 2008alues and Ethics Code for Public Service
Canadian Government Publishing.www.tbs-sct.gc.ca http://www.tbs-sct.gc.ca/pubs_pol/hrpubs/tb_85&/veel-
eng.asp#_Toc46202820

%0 Under this Act, Federal employees may make confideallegations directly to their supervisor dreir organization’s
designated Senior Officer for Disclosure, accordmgheir organizations internal procedures, oy thmay choose to notify
directly the Public Sector Integrity Commissionerfinding acts of wrongdoing, procedures requiratthe Commissioner
report to respective chief executives with investiign findings and recommendations for correctivdioa. The
Commissioner may also request that chief executigpsrt back to Public Sector Integrity Canada loa dctions taken,
within a specific timeframe, and may report to Miaister responsible for the related departmeragency, or the board or
governing council of a Crown corporation if theasunended actions have not been taken within a mehs® time frame
or if the situation may constitute an imminent rigksubstantial or specific danger to the life,Ittear safety of persons or
the environment. Source: Canada Public Service é&geambsite http://www.psagency-agencefp.gc.ca
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dealing with research integrity that are specilithte policy and distinct from other departmental
procedures that address wrongdoings.

|2.3 Compliance with US Research Integrity Policy

Canadian institutions that receive funding from th8 National Institutes of Health (NIH)
(Department of Public Health Service (PHS)) musnply further with Policies on Research
Misconduct, 42 Code of Federal Regulations Par(428CFR93), which is overseen by the
Office of Research Integrity (ORI), PHS.In 2007, some 42 Canadian institutions receives o
US$45 million from the NIH including a number ofearch hospitals and the National Research
Council*

Canadian institutions that comply with 42CFR93 gal have more comprehensive research
integrity policies than their non-compliant coumrts due to the more extensive requirements
of the 42CFR93 as compared to Canada’'s TCPS-IR&.ORI has developed a statement that
outlines what is required from foreign institutio@sd which is to be a permanent amendment to
research integrity policies of eligible institutamrAmong the differences with Canada’s TCPS-
IRS is the requirement to inform research employ#ethe designated official responsible for
receiving allegations and to publish their namehaninstitution’s website. Institutions are also
required to submit an “Annual Report on Possibledaech Misconduct” to ORI (via an online
web form) with information on any allegation or @stigation involving “receipt of or requests
for PHS funding or application for PHS funding” amdich falls under PHS definition of
research misconduct of fabrication, falsificatiarptagiarisnt>

One notable outcome which arises with institutitreg comply with US policy is that the name
of any Canadian accused of research misconductvingoUS funds is published by the ORI.
Between 1994 and 2007, the ORI has found threeviththils at two Canadian institutions to
have committed research miscondtfcBrovincial and federal privacy legislation in Cdaa
prevents Canadian institutions from disclosing so@imes.

|2.4 The Private Sector

There is no requirement in Canada for Canadian aaiep conducting and publishing research
to have in place policies for dealing with researthgrity and misconduct issues. The extent to
which companies have developed such policies fedif to determine due to an unwillingness
to disclose such information.

31 Note that the National Science Foundation, whilsio provides money to Canadian institutions, cutyedoes not require
recipient institutions to have a research integpityicy in place. The relevant code, 45CFR68%gstanly that institutions
should have such policies in place.

32 NIH Awards Database, Foreign Institutions, 2007.

33 See Annual Report guidelines at http://ori.dhh&/@ssurance/documents/2005_AR_instructions.pdf.

%4 The individuals are: Jianhua (James) Xu, M.S. vemsity of Alberta in 2003 and Catherine Kerr anaftiara Jones at St.
Mary's Hospital (SMH), Montreal.
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What is known, however, is that in the non-headflated sectors, most R&D carried out by firms
is primarily development focused, and as such duassreadily lend itself to peer reviewed
publications or to misconduct to the same exteriiaasc research. This was underscored in the
response by one R&D based company that noted ‘“tipéc tof [research integrity and
misconduct] is mostly out of scope for the typeadearch that’'s done, or for the results that we
are looking for. For the very few parts that aoteptially applicable, the information would be
too confidential to release.”

In the health related sectors, views on researslcanduct in the private sector are mixed. One
respondent with experience in dealing with healtlerece companies through collaborative
research did indicate that overall the private@ech his view, does a good job of scrutinizing
their own work, adding that companies typically nttowant to fool around’. Yet it is also
evident from public cases and a number of papetsditorials in leading medical journals over
the past ten years that breeches of researchiiytege a problem in some parts of the private
sector, notably in the pharmaceutical indudtryThe existence of companies, including some in
Canada, that “ghost write” papers for academicare$eers is but one visible manifestation of
research misconduct in the private sector. Thesganies craft research papers in support of a
particular drug and seek out researchers willinpedisted as authors in exchange for money
and other benefit®.

|2.5 Non-Research Performing Organizations

The Canadian research system includes a numbergaihiaations that are integral to the
research process but which do not perform reseafdlost numerous among these are the
academic journals, whose editors and participapiegr reviewers are often the first to detect
cases of research misconduct. In dealing with ptessstases, editors may choose to follow
guidelines from professional bodies such as thea@an Association of Learned Journals
(CALJ), the US-based Council of Science Editorg thternational Committee of Medical
Journal Editors (ICMJE), all of which offer adviteeditors who come across potential cases of
research misconduct.

CALJ, for example, which represents over 100 Caradournal titles, updated its ‘Best
Practices Guide to Scholarly Journal Publishin2@®7, making reference to the importance of
scholarly integrity as well as ethical breaches #itors should be aware 8fln more specific
terms ICMJE recommends that: “If substantial douoise about the honesty or integrity of
work, either submitted or published, it is the eds responsibility to ensure that the question is
appropriately pursued, usually by the authors’ spdng institution.®® In addition to outlining

35 See “Just how tainted has medicine beconé® Lancet Vol 359, April 6, 2002.www.thelancet.comFor information on
private sector behavior in the Olivieri case, shempson, Baird and Downie. 2000he Olivieri Report CAUT.

36 See D. Healyl.et Them Eat Prozatorimer: Toronto. 2003. http://www.healyprozasw@hostlyData/default.htm

87 See for example Best Practice Guide to Scholanlynhl Publishing, Canadian Association of Leardearnals

3% |CMJE. “Uniform Requirements for Manuscripts Sutted to Biomedical Journals: Writing and Editing Biomedical
Publication” Updated Oct. 2008., http://www.icmjegbndex.html#publish
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some basic guidelines, ICMJE adds that editors Wwaee questions related to editorial or
scientific misconduct should consult the UK basedn@ittee on Publication Ethics (COPE).

In fact, COPE has arguably become the most inflakatganization maintaining guidelines for
dealing with research misconduct issues amongredittoscholarly publications. In 2008, COPE
received the backing of a number of major academiblishers notably, Elsevier, Wiley—
Blackwell, Springer, Taylor & Francis and the BMdbishing Group, all of which have signed
up their entire catalogue of journal titles as COREmbers. As a result, COPE’s global
membership expanded to over 3800 journals, incudineast 44 Canadian titles.

In addition to a code of conduct and guidelines hoard of directors and editors, COPE
maintains some 17 decision flow charts, each aftebiest practices to editors on specific issues
of research misconduct, including “What to do itiyguspect redundant (duplicate) publication”,
“What to do if you suspect plagiarism”, and “Whatdo if you suspect fabricated dafad’ln
addition to publishing best practices, COPE offgiecture widely on the subject of research
integrity, and organize annual seminars in the WKich are to be extended to North America in
2009 due to COPEs now extensive representatiorbdbdsed titles.

Professional Societies

Some research organizations rely on professiorsaicéstions to provide guidelines on conduct.
One in Alberta, for example, encourages all empmsyte become members of the Association of
Professional Engineers, Geologists and Geophysiofslberta (APEGGA), which maintains a
29 page code of conduct that outlines best practane expected behavior for a range of
professional activitied’

Finally, learned societies may also have guideliredsvant to research integrity as does, for
example, the Canadian Federation of HumanitiesSowial Sciences. This organization, which
represents 70 learned societies, has developee@logd which take into account the fact that
Canadian learned associations generally do notisanmoembers as they may do in the US.

126 Summary

A wide variety of organizations, both within andtside of Canada, are engaged in the
governance of research integrity, each contributioga complex and multifaceted policy

landscape that has developed over time. Thigdagtderscored again in the following chapter’s
look at how the system functions when an allegasanade.

39 See Committee on Publication Ethics. http://putianethics.org/flowcharts.
40 APEGGA, Guideline for Ethical Practice V2.1 Juld®2. http://www.apegga.org/pdf/Guidelines/02.pdf
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3. How Canada’s Research Integrity
System Works

I3.1 Responding to Allegations of Misconduct

The various policies codes and guidelines that eshiap core of the Canadian oversight system
explicitly and implicitly recognize that the respdnility for responding to allegations of
misconduct resides with the institutions where shspected research is conducted. Institutions
respond to allegations in accordance with their poficies for addressing research integrity and
misconduct, which have been developed within thenéwork of the TCPS-IRS, the 42CFR93
or other institutional and, or, provincial policies

At base, this approach is in keeping with acadesalt:governance, a tradition that is associated
with the protection of academic freedom and witle ttapacity for institutions of higher
education to continue to generate valuable knovdetiglso allows universities the flexibility to
tailor external guidelines, such as those of the®?$4aRS, to their own internal and often
complex governance processes and policies. Seuaratrsities, for example, have produced
research integrity policies in the context of oth&lated policy documents, including conflict of
interest policies and research ethics policies. fldaability that this self-governance approach
allows is in some cases critical to meshing nevered requirements to existing and legally
binding contracts such as collective agreements gbaern employment. Institutions whose
collective agreements stipulate employee sanctmms&ppeal processes will defer to these
agreements in their research integrity policies.

As a passive ‘fire alarm’ system, however, insttias and their policies for responding to
allegations are only one part of the system. @Ag@ailis to the use of an actual fire alarm system,
triggering the alarm depends on individuals who awere of the policies, have a sense of
professional responsibility, and have assurancastiiere would be no serious repercussions for
speaking up. As such, research institutions mayeaocessarily be involved in the early stages of
an allegation.

Figure 4 provides a simplified schematic of how &#ais system currently functions when an
allegation arises. The first stage of detection icawlve the widest array of actors within and
outside the Canadian research system, and maydmsiudents, peers or journal editors, all of
whom must decide for themselves whether to pursuallagation of misconduct and thereby
invoke the research integrity policies that makehgCanadian system.
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Figure 4: How allegations are addressed in CanadaResearch Integrity System
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Cases that are pursued generally begin with aicatiibn to either: the journal, where suspected
research was or is being considered for publicatorgranting councils, which are deemed by
some in the research community as a first pointasitact for such cases; or, to the home
institution where the researcher suspected of mchett resides.

The initial response to an allegation depends oitlwbody is first notified. For example, a
journal editor, in keeping with the Committee onbkeation Ethics (COPE) guidelines for
journal editors, will generally engage the authiostfas part of a preliminary investigation,
requesting an explanation or original data setss,lthowever, at the discretion of the editor
whether they choose to notify the home institutamal therefore initiate a more formal process of
inquiry and investigation. Notifications directadlNSERC or SSHRC are generally redirected to
the home institution with a request that the ingbh keep the granting council informed of the
process and outcome. Notifications directed to lkte initially assessed internally and then
reviewed by its Research Integrity Committee toedmatne whether the allegation should be
referred to the appropriate home institution fareistigation. Should an investigation be deemed
necessary, the institution is asked to conductnarestigation and keep CIHR informed of the
process followed and outcome. Finally, if the homstitution is notified directly, they are
obliged to begin procedures for responding to thegation as outlined in their policy on
research integrity.

A number of institutions have appointed an officisho can field confidential questions
regarding allegations and offer advice to thosesiaring a formal complaint. Such complaints,
when made, are in writing and sent to senior adstriative staff which may be a Vice-President
of Research, a President or other designated aiffitiOnce an allegation reaches the home
institution, responsibility for following it up typally rests with a Vice President of Research
(e.g. universities) or a Director of Research (mgdical research organizations). If an allegation
is received and considered to meet the definitibresearch misconduct, institutions typically
begin a two stage investigation process which Isegith an initial and often informal inquiry
headed up by a VP of Research or other design#fieilp to determine whether the case merits
a full investigation. Some institutions encouragedmtion to resolve allegations prior to any
formal investigation. This is in recognition of tfect that, as several of those interviewed made
clear, many allegations arise from interpersonaflaa among colleagues or among supervisors
and students and are not in fact based on clairasta&l research misconduct.

If a case merits a full investigation, institutiongl invoke policy procedures for establishing a

hearing or tribunal that uphold principles of fass applicable to all parties. If misconduct is

found, universities will determine what sanctioms appropriate, given the severity of the case.
If, at any stage, allegations of misconduct ar@gg@atdas unfounded, allegations are cleared. In
cases where the granting councils were notifiedhef complaint, clearing an allegation also

involves reporting to the councils on the outcome.

1 For institutions compliant with 42CFR93, the naamel contact information of the official designatedeceive a complaint
must be posted on the institution’s website.
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|3.2 Accountability and Transparency

As a passive and largely self-governed systemréiigts on the willingness of complainants - be
they a research colleague, a journal editor obadahnician - to submit a complaint, and on an
institution’s responsibility to follow its own palies in managing an allegation, formal
accountability within the overall system is limited\t this level, the system relies primarily on
professional conduct, values, and a cultural nofinomesty, together with a general awareness
and education of relevant institutional policie®ne exception is the use of quality assurance
processes in some medical laboratories that ermlureesearch data is double-checked and
recorded properly. Such processes provide, ircgféa audit function for research, but one that
is specific to a given laboratory and not obliggtor

Awareness is, however, formally enhanced in a nurobevays. First, researchers who apply

for granting council funding must certify by way afsignature that they agree to comply with

the TCPS-IRS. Second, in addition to making thicigs readily available on a website, most

institutions require that all new employees pgpate in orientation sessions which cover all

aspects of institutional policies, including resbaintegrity. Medical research organizations have
often gone further, with dedicated research trgngentres for staff, and workshops and

seminars that address aspects of research integuityh as best practices for running labs and
maintaining primary data.

Accountability at the researcher level may alsehbanced by statements in research integrity
policies regarding a researcher’s obligation tarepny non-compliance with its policies. For
example, in one policy, the following statementgehbeen included in the definition of research
misconduct: “condoning or not reporting the perfanoe by another University member of any
of the acts noted above”; and “encouraging or iftatihg another researcher to carry out
scholarly misconduct; ...or otherwise creating anirmment that promotes misconduct by
another”. Such statements further augment the a@aseamong the research community of their
responsibilities to maintain an environment thatdaducive to the highest standards of research.

Institution level

More formal mechanisms for ensuring accountabuitthin the system exist at the institutional
level. The primary mechanism is the MOU signedMeen the federal granting councils, which
are accountable to Parliament, and the presidérgkgible institutions, most of which are self-
governed. This MOU binds institutions to theirpessibilities for maintaining and invoking
research integrity policies and allows for the imigion of sanctions on institutions that are
found to be in non-compliance with the MOU and its schedules. One of these schedules,
‘Schedule 8: Investigation and Resolution of Bresclof Agency Policies” addresses how
institutional non-compliance with Tri-Council paks is addressed, recognizing three levels of
non-compliance (see Figure 5).

18 HAL INNOVATION PoOLICY EcaoNOMICS I



I How CANADA’' S RESEARCHINTEGRITY SYSTEM WORKS

Figure 5: Three Levels of Institutional Non-Compliance as recognized in Schedule 8: Investigation and
Resolution of Breaches of Agency Policié3.

Level 1

If the Agency and the Institution consider the alleged compliance issue to be minor, the Agency and the Institution will
work informally to investigate and, if necessary, to correct the problem. Relevant Research Administration officials will
be advised, but senior officials of the Institution will generally not be involved in the case.

Level 2

If the Institution or the Agency considers a compliance issue to be serious, either Party, as the case may be, will
document the alleged infractions, the relevant evidence and options for rectification of the situation if a breach is
confirmed.

In consultation with the Agency, relevant Research Administration officials will review the documentation and establish a
realistic schedule for resolving the situation, which may be altered by mutual agreement. All reasonable opportunities
will be provided for affected parties to comment on the situation and to participate in its resolution.

The Agencies agree to share information among themselves concerning systemic institutional non-compliance while
respecting the federal Privacy Act. If the Agency is of the view that a breach has occurred, it may require that the
Institution implement corrective measures, such as appointing a consultant to assist in the development and
implementation of a remedial plan.

Level 3

Should the matter not be resolved at Level 2 or be particularly serious or sensitive, it will be referred to senior level
officials from both the Institution and the Agency as follows:

a. relevant senior Research Administration official (Vice-president or equivalent) of the Institution; and Vice-President(s),
Executive Director(s), Director(s) or Corporate Secretary of the Agency; or

b. chief Executive Head of the Institution and President of the Agency.

Together these officials will establish a realistic schedule for resolving the situation, which may be altered by mutual
agreement. If one Party believes that mediation may be useful to assist in defining a mutually satisfactory solution, the
Agency President will appoint a mediator that both Parties agree is appropriate. The mediator will make non-binding
recommendations to the Parties.

In addition to requiring corrective and remedial measures by the Institution, the Agency may, with prior written
notification, temporarily suspend funding to specific programs or projects until corrective measures, which the Agency
finds satisfactory, are in place.

3.3 Reporting

Accountability within the system is supplementedrbgorting requirements that provide some
additional transparency to how the system is fuumitig. Under the TCPS-IRS, institutions are
required to report on cases of research misconutiie appropriate granting council in two
situations. The first is when misconduct is foundhave occurred in research that had been
funded by a particular granting council; unfounddiégations are not reported. The second is
where the granting councils had been informed pbinwolved in, the notification or detection
stage of the allegation. In such situations, tbenda institution is required to report on the
outcome of the investigation irrespective of whetmésconduct was found. For institutions that
comply with 42CFR93, both investigatiorsd allegations related to misconduct and which
involve NIH funding are to be reported through asmeports submitted via the ORI website.

42 Available at http://www.nserc-crsng.gc.ca/_dociles-Politiques/8-Breaches-Inobservation_eng.pdf
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4. Analysis of Research Integrity
Policies

|4.1 Overview of Research Integrity Policies

Of the 42 institutions reviewed in this study, mdin-government research institutes and close to
half of the major government science-based depatsrand agencies contacted have policies in
place that provide guidelines and standards foremsthg research misconduct. These policies,
of which 37 are included as part of this analygexerally have jurisdiction over all research and
scholarly activity at respective institutions, amtordingly, apply to all researchers, faculty, and
staff as well as to any students involved in suctiviies which are not related to their course
work. In cases where research integrity policresseanbedded within a collective agreement or
employment contract, the policy reach may be lichitsmly to those who are bound by the
agreement.

The majority of these policies are similar in stte and scope owing to the fact that most
publicly funded research in Canada is influenceckatlly or indirectly (as for government

departments and agencies) by the TCPS-IRS. Itstiguthat are compliant with this policy and
related Schedule are required to develop and obseemwumber of general principles related to
research integrity and misconduct, and outline @daces for processing allegations and
reporting to the councils. To further assist ingigns, the Tri-Councils have developed a
framework that outlines in greater detail the eletseexpected in institutional policies (see
Figure 6)*

There are nonetheless notable differences in poboyent among research organizations due to
the flexibility inherent to the TCPS guidelines tttedlow policies to be tailored to respective
institutional environments. One broad area ofedédhce is the type of policy in which principles
and guidelines are laid out. Though the majoritynstitutions reviewed have separate policies
on research integrity and misconduct, a number haeerporated these principles and
guidelines into a broader document. In such casssarch integrity may be embedded within a
policy on research ethics or research conduct (B&eo37 reviewed), or as an article within the
faculty collective agreement (11%). At severatitnsons, relevant research integrity policies
are spread across more than one policy such taatdfinition of research integrity may appear
in a collective agreement and be supported by twaare policies on ethical behaviour, conflict
of interest, research ethics, or whistleblower getion. In one case, procedures for investigating
research misconduct are presented separatelydp@endix of a different policy.

43 See Framework for Tri-Council Review of Institutad Policies Dealing with Integrity in Researchfphiwww.nserc-
crsng.gc.ca/_doc/NSERC-CRSNG/frameworkintegrityreeeferenceintegrite_eng.pdf.
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Figure 6: Components of a TCPS-IRS compliant reseah integrity policy

General Principles
= A general statement of research integrity principles and description of what constitutes misconduct;

= A statement confirming expectations for standards of appropriate behavior in research for the members of the
institutional research community, covering such points as honesty of researchers, respect for others, scholarly
competence, and stewardship of resources;

= A statement that both the policy and adjunct policies cover and identify all those involved in the research enterprise in
any capacity whatsoever at the institution;

= A policy (policies) on data recording, ownership and retention;
= A policy on authorship and publication (either university-wide or by faculty);
= A policy requiring disclosure of potential conflicts of interest;
= A statement that the institution is committed to ongoing education on research integrity.
Procedures for Processing Allegations
. Receive allegations of misconduct
. Conduct inquiries/investigations
. Protect privacy/confidentiality
. Provide an opportunity for response and for due process
. Make decisions on misconduct
. Determine actions in response to a report
. Report on the results of the investigation
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Finally, it should be noted that a research intgg@nd misconduct policy is but one of a number
of institutional policies that affect research agigen institution. There can be as many as
fourteen or more policies relating to some aspdctesearch including safety in research,
research by unpaid researchers and contract réesdane approach for bringing together all
relevant policy statements for researchers isdghatresearclsonductpolicy which outlines best
practices for all types of research, and whichresfees any related policies. Such a document
might include statements on research miscondupgagd practices for managing research data
and collaborative research, policies on conducteqyet or hazardous research and best practices
for managing research funds. Figure 7: Research integrity policies, year of most

d . .. recent revision
2"% generation policies

A number of institutions have implemented, « 16 -

are in the process of drafting, secor 14

generation policies that are both mo 12 4

comprehensive and more detailed than fi £ 10 -

generation policies developed in the m ;‘Z 8 1

1990s after the introduction of the TCPS-IF £ ¢ ]

(Figure 7). These new policies, which may | 7

upwards of 20 pages in length - up from tl z _ mm

two to five page first generation policies 1995 5000 5005 5009

Policy Revision Year

I HAL INNOVATION POLICY EcaoNOMICS 21



ANALYSIS OF RESEARCHINTEGRITY POLICIES I

have in some cases been revised not only as aymlzument but also an educational tool to be
used as part of training sessions for staff ansliak are often written in a more accessible style.
These revisions have also been influenced by Rremework for Tri-Council Review of
Institutional Policies Dealing with Integrity in Rearch enforced by the Tri-Councils since
2006 for new institutions seeking eligibility.

|4.2 Definition

4.2.1 Type of definition

Though the TCPS-IRS provides principles and gundslifor developing research integrity and
misconduct policies, it does not provide an expligfinition of research misconduct. Instead it
defines misconduct as any action that is inconsissgth research integrity, the principles of
which are outlined positively by listing obligati®mnd responsibilities expected of researchers.
To comply with the TCPS-IRS, institutions are regdinot so much tdefineresearch integrity
and misconduct, but to have a statement of reseatelgrity principles andlescribewhat
constitutes research misconduct.

This approach has resulted in two broad types dfnitlens of research integrity and
misconduct. The first type is that which followsetlpositive’ style of the TCPS-IRS, that is,
defining research misconduct in terms of activiteesd behaviours that are consistent with
integrity (Figure 8). Eleven percent of the pawgireviewed relied exclusively on a positive
definition. A second type defines research misachéxplicitly and often negatively by listing
those practices and behaviours that are sanctierfalg. making up data). This list may be non-
exclusive with an additional statement noting ttegt types of misconduct are not exclusively
limited to those listed in the definition. Defilmihs are often qualified further by acknowledging
that research misconduct does not include honestsesr omissions.

4.2.2 Scope: broad versus narrow

Nearly every policy reviewed has a different defom of research misconduct and most use a
definition that is broader in scope than what ipemted by the TCPS-IRS (see Figure 9). Thus,
in addition to recognizing what is widely acknowged as the core of research misconduct -
namely fabrication, falsification and plagiarisn@) - definitions also often recognize a number
of ‘questionable research practices’ (QRP), anerotiipes of misconduct related to research.
Unlike FFPs, which are universally viewed as seyideviations from accepted standards of
scientific research, QRPs are practices that deviedm accepted standards and values of
scientific research but for which there is no breadsensus on their severity or acceptability.
QRPs are most often related to dishonest authogsfaigtices such as ‘knowingly agreeing to
publish as a co-author without reviewing the wanlcluding the final draft of the manuscript’
and giving or receiving honorary authorships. Ehesy in one discipline be overlooked, and in
another, be deemed unacceptable. Some definitiomgde allowances for faculty specific
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conditions to reflect the need to accommodate sta@sdappropriate to their respective scholarly
communities.

Figure 8: Two types of definitions: TCPS-IRS and tke US ORI

Positive Definition: TCPS -IRS Principles and
Responsibilities

1. The Councils hold researchers and scholars receiving
Council funds responsible for upholding the following
principles:

a) recognizing the substantive contributions of collaborators
and students; using unpublished work of other researchers
and scholars only with permission and with due
acknowledgement; and using archival material in
accordance with the rules of the archival source;

b) obtaining the permission of the author before using new
information, concepts or data originally obtained through
access to confidential manuscripts or applications for funds
for research or training that may have been seen as a result
of processes such as peer review;

c) using scholarly and scientific rigour and integrity in
obtaining, recording and analyzing data, and in reporting
and publishing results;

d) ensuring that authorship of published work includes all
those who have materially contributed to, and share
responsibility for, the contents of the publication, and only
those people; and

e) revealing to sponsors, universities, journals or funding
agencies, any material conflict of interest, financial or other,
that might influence their decisions on whether the
individual should be asked to review manuscripts or
applications, test products or be permitted to undertake
work sponsored from outside sources.

2. The Councils hold institutions that administer Council
funds responsible for:
a) promoting integrity in research and scholarship; and
b) investigating possible instances of misconduct in research
or scholarship, including:
* imposing appropriate sanctions in accordance with their
own policies; and
* informing the appropriate Council(s) of conclusions reached
and actions taken.

3. The Councils are responsible to the Government of
Canada for ensuring that research funds administered by
them are used with a high degree of integrity, accountability
and responsibility.

Negative Definition: US Office of R esearch Integrity -
Definition of Research Misconduct

Research misconduct means fabrication, falsification, or
plagiarism in proposing, performing, or reviewing research, or
in reporting research results.

(a) Fabrication is making up data or results and recording
or reporting them.

(b) Falsification is manipulating research materials,
equipment, or processes, or changing or omitting data or
results such that the research is not accurately represented in
the research record.

(c) Plagiarism is the appropriation of another person's
ideas, processes, results, or words without giving appropriate
credit.

(d) Research misconduct does not include honest error or
differences of opinion.

One of the factors that determines definitionalpsc the intended use or type of document of
which research integrity and misconduct policy igaat. Some policies, for example, are a part
of a research conduct document that outlines besttipes which researchers are expected to
follow in all aspects of their research. Alternatiyy research misconduct may be a part of, or
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combined with, a research ethics policy. The redwirof this section identifies and discusses
the various elements that have been made a pantesfearch misconduct definition.

Figure 9 gives an indication of the degree of \ality in how research misconduct is defined in
the policies reviewed. All policies, except thosattrely on a positive statement of research
integrity principles, include FFP in their definitis?* These terms may or may not be clarified
further with examples or qualifying definitions $uas those provided by the US Office of
Research Integritf?

Figure 9: Defining Research Misconduct, by Definittnal Element and Organization Type

Organization Type

Type of Research policies (% of total reviewed by type)

Total

I\DA;sﬁCn?t?g:Ct Reseuiieell (37) College | Government | Medical Research University University University
(4 Total) (©)) Organization* (3) Large** (21) | Medium (4) Small (2)

Falsification, fabrication & 97% | 4 (100%) 3 (100) 3 (100) 20 (95) 4 (100) 2 (100)
plagiarism

Failure to reveal conflict of

. 73 3(75) 1(33) 1(33) 16 (76) 4 (100) 2 (100)
interest

Dishonest authorship

practices / misappropriation 68 3(75) 8 (100) 2(67) 16 (76) 1(25) 0
Breach of any regulations on

research ethics 68 3(75) 1(33) 2 (67) 8 (62) 4 (100) 2 (100)
Financial misconduct 57 3 (75) 1(33) 1(33) 9 (67) 2 (50) 0
Breach of confidentiality 43 2 (50) 0 1(33) 13 (48) 2 (50) 1 (50)
Failure to reveal financial

conflict of interest 35 0 0 0 6 (38) 3(79) 2 (100)
Improper data management 27 2 (50) 1(33) 0 14 (29) 1(25) 0
Retaliation 11 1 (25) 1(33) 0 2 (10) 0 0
Othert 30 100 0 0 7 (33) 0 0

* Research hospital policies typically overlap with those of the affiliated universities due to the fact that most researchers are cross
appointed to a university. As such policies may therefore rely in part on the scope of the relevant university policy.

**These categorizes, used by Statistics Canada, reflect income from sponsored research. Small Universities are those that conduct
less than $25 million in research, medium universities conduct between $25m, and $79m and large conduct more than $80m(18).
See C. Read 2007, “Size counts: Outcomes of intellectual property (IP) commercialization” Innovation Analysis Bulletin — Vol. 9,
no. 1.

T Examples include ‘abuse of supervisory power affecting collaborators, assistants, students and others associated with the
research’; ‘use of archival material in violation of copyright act’; and breech of harassment and discrimination policy; See following
discussion, p. 26.

44 Note: institutions that rely on principles may reapecific references to FFP and other types ofaniduct in the principles.
In such cases, this these statements are incladéé analysis.

% The US ORI defines fabrication as making up dataplts or findings and recording or reporting thdatsification as
manipulating research materials, equipment or @s&E® or changing or omitting data, findings or ltessuch that the
research is not accurately represented in the neseacord; and plagiarism as the appropriatioaraither person’s ideas,
processes, results or words as one’s own.
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Failure to reveal conflict of interests (73%) is the second most frequently referenced
misconduct and applies to the relevant stakeholdben publishing work or reviewing grants
and manuscripts or testing products for sale. Natedinitions recognize the same stakeholders
however. Some refer just to the sponsors of rebeawhile others include sponsors, the
university, or any commissioner of work. Note thadst institutions have a separate policy on
conflict of interest which may be referenced dirett the research integrity policy.

Dishonest authorship practicesare recognized by over two thirds of the policiesiewed.
These practices, which often account for much o&twhk referred to in the literature and in
discussion as QRPs, represent the majority of relseaisconduct allegations made. Many of
those interviewed also noted that these are o#tealved without the need for an investigation,
relying instead on informal mediation among relevzarties.

There is wide variability in how these are definEgamples include:

= “Attribution of authorship to persons other thangé who have contributed sufficiently
to take responsibility for intellectual content”

= “Giving or receiving honorary authorship or inversioip”

= *“Failing to provide collaborators with an opportiynio contribute as an author in a “joint
publication” when they contributed to the reseantth the understanding and intention
that they would be offered this opportunity”

Note that, in accordance with the TCPS-IRS framéwdwcument, a number of policies now
include a separate statement on authorship andcptibh practices that may or may not be in
addition to what is stated in the definition.

Breach of any regulations on research ethiceefers to the federal and provincial policies and
regulations that researchers must follow when @agrgut research that involves human subjects
or animals. As with the conflict of interest prenn, all institutions that receive Tri-Council
funding have a research ethics policy in place deals in depth with these aspects of research.
Including it in a definition of research misconduas do 68% of policies reviewed, highlights
the link between research integrity and reseaitic®t

Financial misconduct refers to the misuse of research funds. Some 5%de financial
misconduct as part of their research misconduchitieh, though few define it in a similar
manner. Generally, research misconduct is definéudavcouple of provisions and in some cases
three. These may include:

= failure to comply with terms and conditions of giaand contracts;

= misuse of equipment and facilities;

= use of institutional resources, facilities, equiptneithout permission;
= failure to correctly acknowledge the source of agske funds;

= unauthorized purchases for personal gain;
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= non-compliance with institutional rules relatedesearch rules;
= misleading budget requests for research;
= misleading information provided for contractual pose.

Breach of confidentiality refers to the illegitimate use or sharing of imfation acquired in
confidence. This information may have been obtaiinech peer reviewing a manuscript, from a
grant application, from a human research subjeétoon an inquiry or investigation of research
misconduct. Forty-three percent of definitions esweéd made some reference to confidentiality
breaches. An example includes: “Failure to obtparmission of author before using
information gained through access to manuscripgrant applications during a peer-review
process”, and “release of confidential informatwithout informed consent”.

Failure to reveal financial conflict of interestis similar to the conflict of interest provisionitb
with an explicit reference to undisclosed persdin@ncial ties. The failure to disclose a
financial conflict of interest when participating iesearch related activities is recognized in over
a third of policies reviewed and is particularlyopiinent in policies of the small and medium
universities. An example is as follows: “Failurereveal to the University any material financial
interest in a business that contracts with the Ehsity to undertake research, particularly
research involving business products or to provegearch related material or services. Material
financial interests includes ownership, partnenbstantial investment whether equity or debt, a
directorship, significant honoraria or consultimg$ but does not include minor share holding in
public traded corporations.”

Improper data management whichis included in 27% of definitionggefers todata practices
such as the deliberate destruction of data thatldvobstruct an assessment of allegation of
research misconduct. Maintaining research dataften cessential for validating results and
responding to allegations. The TCPS-IRS requirest tholicies address data recording,
ownership and retention in recognition of the imignce of maintaining proper research records
for a period of an extended period of time, and thaeparate statement be provided on this
issue. An example is: “deliberate destruction é’s own research data in order to avoid the
detection of wrongdoing, or tampering with or deging the research of another person either
for personal gain or out of malicious intent.”

Retaliation againstthose who make an allegation of misconduct is reizegl in about 11% of
definitions. An example is: “retaliation againgp@rson who acted in good faith and reported or
provided information about alleged research misaootid

There are a number dfther types of misconduct recognized in definitions efsearch
misconduct. In fact, some 30% of definitions, utthg all four colleges examined, recognize
misconduct to include provisions other than whalissussed above. These include:

= Abuse of supervisory power affecting collaboratoassistants, students and others
associated with the research;
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= Use of archival material in violation of copyrightt;

= Breach of harassment and discrimination policy;

= Failure to comply with government statutes e.g. [the@anada Laboratory Biosafety
Guidelines;

= Disposing of intellectual property outside of unsigy without due benefit to those
entitled to some return;

= Condoning or not reporting the performance by agotniversity member of any of the
acts noted above; and

= Failure to comply with relevant federal or proviscstatues or regulations applicable to
the conduct and reporting of research.

l 4.3  Administration of Policies

The development and review of research integriticigs tends to be initiated and carried out by
the same actors responsible for its day-to-daysigletr and management, usually the Office of
the VP Research. Most respondents indicated thanhalersity policies were subject to Senate
approval, and that it was typically the responsgipbilof the VP Research to initiate the
development or review of the institution’s Resealrtiegrity policy. In some cases, the policy
under development is informally reviewed by reldveslleagues, while in others the policy is
reviewed by a formal Senate sub-committee, oftéarned to as some variant of a Research
Advisory Committee. Either way, the policy devatlmgnt and review process tends to be highly
collaborative, “so the VP’s Office would take treadl, but there would be a lot of other people
involved, like the Provost’s office, the Facultylééalth Sciences, the Deans — all of the policies
that are developed here are done with very broaitjpation”. Few cases (1 or 2) reported that
they consulted with university legal counsel in plodicy development process.

In terms of the regular management and administraif the policy, in the majority of cases, the
policy is ‘housed’ in and administered by the Gdfiof the VP Research but oversight occurs in
conjunction with the Office of the VP Academic @rovost’'s Office), through various different
governance arrangemefifs.This proved to be an important recurring themet thas evident
also in investigation and disciplinary procedurts lfe discussed in more detail below). For
example, larger institutions will often have botivB Research (VPR) and an Associate VP
Research (AVPR), but “the two key people will be ¥iP Research and the Provost” who will
delegate the investigation of allegations of redeantegrity to the AVPR. In some smaller
institutions, the policy is housed in the Office thfe VP Academic and Research, but is
administered by the Dean of Research who reportisetd/P Academic and Research. In other
institutions that lack a well-established Office\@PR, the responsibility for administering and
investigating research integrity policies lies witte VP Academic, who consults with the VP
Research on the appropriate course of action. @Hyespeaking, in the division of

8 1n a few cases (2 or 3), the policy is adminisiexad managed by the Office of the VP Researclisiformally housed within
the university Secretariat.
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responsibility for research integrity issues, “fir@nary mandate to develop the policies comes
through the Office of the VPR and the primary reshoility for the appeals process lies with the
VP Academic”. The VP Academic is involved in bdtle appeals and often the disciplinary
process because findings of research miscondutd effect promotion and tenure, “so there is a
fine balancing act between oversight for acadenigcomduct through the Office of the VPR
and through the Office of the Provost”.

In this context, it is important to note that itgtions are at different points in the development
of their governance arrangements to oversee rds@argrity issues, and the administration of
research activities more broadly. About half of @tolleges and universities selected for the
interview sample reported having a well-developedniework for managing the institutional
research activities, which include policies andt@eols for research ethics, conflict of interest
and research integrity all of which tend to be adstered in a single unit such as the Office of
the VP Research. Other institutions, however, megothat they have recently, or are in the
process of, re-organizing or creating new officessthe administration of institutional research
activities. Many respondents from these instingioeported being new to their position because
either their position, or their office, or both, menewly created, a situation that was particularly
evident in the colleges. The institutions that ever the process of developing their research
administration frameworks tended to report more igoity and uncertainty about where to
house the oversight of research integrity issueofe noted:

“we’ve been talking a lot lately about the needdevelop an Office of
Research Integrity, which includes ethics, miscatdand a number of
other things. There really isn’t a home. No baslyesponsible for its
implementation...The responsibilities are extremetyall.”

Others, particularly smaller institutions, tend have a looser, less formal framework for
managing research integrity issues. While theyrageired to have a research integrity policy,
the procedures for dealing with allegations of mituct may be on a “case by case” basis:

“It's never crossed my mind. | don’t think we haaerery clear guideline
there. Normally an allegation, which is made tonsbody like the
President, would go down the line to the VP Redeaend the VP
Research would talk to the Dean or the Chair anel tbsearcher
directly...In those situation of things for which wdon't have a
precedent...the executives of the university — thesident, the VPs and
the AVPs meet once a week for three hours and sksevhatever is
important. So the VP Legal would probably tell ihé were to propose
something that didn’t make sense...We don’t havetaildd formal policy
for that.”
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I4.4 Inquiry and Investigation Procedures

All interviewees reported that the procedures fioestigating allegations of research misconduct
were clearly outlined in each institution’s reséanstegrity policy. There is, however, a great

deal of variation in the complexity and formalizetiof the procedures themselves, as well as in
the distribution of responsibilities among relevafficials and adjudicators, and the degree of
centralization of the investigative process. Iiigedgion procedures can be roughly grouped into
two ‘procedural types’, which will be referred te ‘@ne stage’ and ‘two stage’ processes.

One stage process

Some institutions tend to have less layered amidbred procedures, involving fewer stages of
investigation, and fewer administrators. In thesstitutions, there is only one stage of
investigation and adjudication, the responsibifity which typically falls to the Dean of the
relevant faculty, who can conduct the investigattom or herself, or can delegate it to a
committee. If the allegations are found not tashbstantive, or if the dispute can be mediated or
resolved by the Dean in a manner satisfactory ltpaties, the investigation is terminated and
all parties are informed. If, however, the allegas are found to be substantive, or cannot be
resolved at the Dean’s level, the findings of theestigation are passed on to the VP Research
(or the Dean of Research depending on the goveerstnacture of the institution) who typically
decides on the appropriate disciplinary actionhwitput from the institution’s legal counsel
where solicited. Technically, the VP Researchuigp®sed to be informed of all allegations as
they occur, but, as will be discussed in more téow, this does not always occur. As one
person described the process:

“My first step is | send it back down to the academnit — the Dean,
Department Head or Director’s Office — and submifibranal request for a
departmental investigation and | trust them as pairt university

management to do that in a fair and open way...Upaddécy, | make a
decision based on that information...[and] if | thithlere is any hint that
there may be academic misconduct...| can suggestmeedye to the

President that has the force of law.”

Two stage process

In contrast, other institutions, both large and I§ntend to have a detailed and consistent process
that typically involves two formal stages of invgation usually led by a committee, with the
formal involvement and oversight of the adminigiréd) under whose responsibility the policy
falls. In these cases, the investigative procedlwelves some combination of the Chair or
Dean of the relevant faculty, the Dean of Grad&itedies or the Dean of Research (where no
formal Office of Research exists), the VP Reseaasid the VP Academic, the investigative
committees they establish, and in some cases, thsidént of the university has final
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oversight’” Though there are slight variations, in this prhgal type, regardless of who first
hears of the allegation (Department Chair, Dedam, P Research (or Dean of Research) is
informed of the complaint and will either conduet mitial investigation him or herself, or

delegate the initial investigation to the facultgdh from which the allegation originated.

The initial investigation stage varies in its dega formality, and can be carried out by an
individual or a small committee, though most ingidns tend to use a formal committee
according to guidelines outlined in the policy. rFexample, one institution convenes a
“Complaint Guidance Committee” which includes thewdst, the Dean of the relevant faculty,
and the VP Research, whose “only responsibilittoisletermine if the allegation constitutes a
breach of research policy”. Another institutionutp the work of looking into a complaint
closest to where the activity is alleged to hawemaplace, so after we get an allegation, it goes
to the division or faculty where it is most dirgcthvolved”. This stage of the investigation is
intended to determine if the allegation has enaaugistance to proceed, and if it falls under the
jurisdiction of the research misconduct policy ®miore appropriately addressed under another
policy (for example, sexual harassment). If therao substance to the allegation at this point,
“the matter ends” and all parties are informed iting.

The second stage of the process is initiated ifallegations are found to be substantive, and
typically involves a formal hearing to view the @ence and make recommendations. Members
of the investigative committee are typically appethby the VPs Academic and Research, often
in consultation with the Dean, and would consistpetrs who are familiar with the area of
research, as well as external investigators (wheduired or stipulated by policy). The
individual(s) under investigation receive writteotioe, and have the opportunity to consult with
their faculty association or other legal counsedl 8 respond to the allegations. The committee
generates a formal report outlining their findingsd if the individual is found guilty of
misconduct, the investigation goes to the decistage where academic penalty or discipline is
determined by the appropriate individual, as oatliin the policy. This is typically the Provost,
and less often the President, (but can also be/thef Arts and Sciences) who determines
disciplinary measures in accordance with the cbllecagreement or relevant academic
employment contract. One interviewee describedwloestage process succinctly:

“The allegation goes to the next person up from mbeer the allegation
is being made about. The first step is to try ébedmine whether it has
substance and whether it can be reduced to writlg.it would typically
be the Dean, or the Associate Dean of Researctheo€hair, depending
on against whom the allegation is made. If it fislsstance, then the Dean
strikes a committee to further look at the allegratio verify that it does
have substance. If the committee says it has sonbst then the Dean [of

47 Reflecting the dynamic outlined above in the Adistiration of Policies section, there is variatiarttie relative jurisdiction of
the VP Research and the VP Academic in researchomisict cases. In most institutions, primary resglity for
investigation and adjudication lies with the VP &agh, and the VP Academic is responsible for inmgpdiscipline, but in
several other cases, the Office of the VP Acaddrag primary responsibility for investigation anduatication, with the,
often informal, input of the VP Research.
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Research] puts an investigative committee in pland,there are timelines
and membership criteria on all of these things. itSgoes through two
committees: one to verify the allegation and thkeotto conduct the
investigation.”

It is worth noting here that there is some vaguemesl inconsistency about the extent to which
the VP Research is apprised of misconduct allegstidMost interviewees indicated that many
allegations are not true cases of research miscbndut rather conflicts or misunderstandings
between colleagues, or between graduate studedtsham supervisors. As one VP Research
observed:

Sometimes it's a misunderstanding, or a disputevéen two people that
has nothing to do with misconduct, they just ddike each other. It
comes to me when it's not easy to resolve. DepatniHeads are in
charge of making sure that people don’t do nastygthto each other so
they can often mediate at the Department lev&d.wihen they can’t that it
comes to me.”

As a result, though the Dean or VP Research isaagapto be the first point of contact for all
misconduct related matters, they may not always &leaut issues because they are dealt with at
the departmental level:

“People tend to come to the Department Head fanst they may try to
resolve it, so | might not hear an accusation dbkrly misconduct until
somebody has been dealing with it for some tinmethéory, I'm supposed
to hear about it right away but they may or maydetide to get in touch
with me.”

4.4.1 Checks and Balances

As outlined above, there is variation in the foryabf the investigation process, the number of
stages it goes through, and the administrativeratwolved. This also reflects variation in the
relative formal emphasis on the principles of duecpss. Many interviewees who felt that the
system of checks and balances to ensure fairnepta@e at their institution were sufficient,
pointed out mechanisms which included: the twoestagestigation process; the appeal process
both under the collective agreement, and in therad®s of one; that allegations are reviewed by
committee rather than by a single individual; tthegire is a faculty association observer or legal
counsel present when requested; that individualdemurnnvestigation have input into the
composition of the investigative committee (in socases); and that the policy stipulated that
the allegations have to be dealt with in a ‘timetyanner. Many respondents emphasized that
close attention is paid to the principles of duecpss. A representative remark was that:
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“There should be no possible way that evidenceséxiuhat the individual
doesn’t know about, and there is an appeal proeegbeverything we do
has to be defensible.”

In contrast, several respondents indicated thasyegem of checks and balances is not sufficient
to ensure fairness when allegations of miscondretaalt with by a single administrator, such
as a faculty Dean, who they felt was given too munchividual discretion and judgment in the
investigation and adjudication of allegations. @m®e respondent put it: “Any investigation is
only as good as the first link in the chain”, amhgistency is elusive “because it is really up to
the individual Deans, and one may be much moreotlgir than another...It depends on the
quality of the Deans because it comes down to iddal judgment calls” whereas “an
investigative panel will produce an honest repad will outline mitigating circumstances”.

4.4.2 Timelines

Having clear and consistent timelines for the uasistages in the process, from responding to
allegations to responding to findings, is recogdias being important to supporting fairness and
accountability. “One must take action quickly, embtone observer, adding that “if the process
extends over too large a period of time, magnitfderoblem is diluted.”

Though the Tri-Council framework now requires ingions seeking eligibility for funding to
specify the timeframe for inquiries and investiga and to submit the final report within 30
days of the inquiry or investigation, currently aba third of policies reviewed make no
reference to timelines. Those that do include limas, do so to varying degree of specificity.
The best examples clearly commit to timelines fhestage of the process with timelines given
to, for example, nominating an inquiry assessopoaging an inquiry panel, and for receiving
objections by the respondent (see Figure 10). tirhe from initial receipt of an allegation to
having a report from an investigation committee @rge from 60 to 120 days.

A second aspect of timelines, which arises in dnlg of the policies reviewed, is time limits
after which complaints are no longer accepted. bdth cases, the time limit for filing an
allegation is six months after the alleged miscamdkito have occurred.
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Figure 10: Sample timelines for a research miscona investigation

Investigation step Days

Preliminary assessment 20
Nomination of an Inquiry Assessor 5
Appointment of the Inquiry Panel 10

Period of objection by the Respondent 10

First meeting of the Inquiry Panel 10

Draft Report of the Inquiry Panel 60
Respondent’s comments 10

Final Report of the Inquiry Panel 10
Administration/management Response 20 135
Appointment of the Investigation Committee 10

Period of objection by the Respondent 10

Draft Report of the Investigation Committee 120
Respondent’s comments 30

Final Report of the Investigation Committee 20
Administration/Management Response and Decisions 30 220
Appeal period 20

|4.5 Protection of Whistleblowers

Among policies reviewed, some twenty five perceat la statement on the importance of
whistleblower protection. It should be noted, heer that institutions may have separate
policies on whistleblower protection and thereforay not make reference to the issue in their
policies. As noted in Chapter 2, a number of progs now have whistleblower protection
legislation, which in the case of Manitoba and ptgly otheré® have jurisdiction over all
publicly funded organizations in the province.

There was a particularly wide range in the levekophistication and seriousness with which
different institutions approached the issue of wbidower protection. While some interviewees
reported that their institutional policy includedrefully delineated measures to protect the
identity of whistleblowers, if necessary, othergeveague about the provisions of the policy for
whistleblower protection, or could not answer theestion. Nonetheless, respondents were
generally aware of the sensitive nature of thisasand expressed the difficulty of balancing the
need for privacy of the complainant with the neitgssf determining the authenticity and
legitimacy of their claims, as well the need totpod the privacy of people under investigation.

“8 Both Newfoundland and British Columbia are in finecess of developing whistleblower legislatiomuph it is not yet know
whether these policies will have similar jurisdictito Manitoba’s policy.
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In fact, respondents expressed as much concermotecp the rights of researchers who are
accused of misconduct, as to protect the privacly saturity of whistleblowers, and more than
one respondent reported that “we tend to stresprbiection of the person against whom the
allegations are made”. It was not uncommon forppgeedo mention that while the policy
stipulated that there could be no reprisals forstidi blowing “in good faith”, malicious
allegations could be subject to disciplinary action

Of those institutions that did have an explicit stl@blower protection mechanism stipulated in
the policy, most require a formal letter from themplainant, in some cases before an initial
investigation will be made, and in others, beforgeaond stage investigation can proceed. This
means that even though the allegation is kept denfial, it is rare for the complainant to be
permitted to remain anonymous, because as oneigiere noted: “we need to have disclosure
of the facts and it is difficult to do that in amwronment that's completely anonymous”.
Realistically speaking, even though the identitytred complainant is often not revealed to the
person under investigation, it is often “pretty mws” who the complainant is, given the history
of interactions between them.

At the same time, most institutions reported havangvhistleblower protection mechanism
within the Research Integrity policy, or in a fewses, a separate whistleblower policy that
applies to all university policies “that could résmm misconduct including conflict of interest,
discrimination, harassment, fraud, et?”.Some of these, particularly those that had régent
implemented an institution-wide whistleblower pglicexpressed satisfaction with the
mechanism. Others acknowledged that there neells tore substance or “teeth” because the
language in the policy is not “robust enough anouin’t be just specific to research integrity”.
Explicit whistleblower protection mechanisms prifharconsist of a provision for the
complainant to remain anonymous if they can esthlihat their careers or personal safety could
be compromised, or would otherwise be “subject idue harm” if their identity were made
known. In this instance, where the complainardéemed “too vulnerable”, the VP Research
can name a proxy complainant from within the adstration to act on the complainant’s behalf.

It is worth noting however, that those who reporteding an explicit whistleblower protection
policy or mechanism within the integrity policy aakvledged that it is very difficult to
completely protect whistleblowers from personapafessional harm if the outcome of the case
is particularly conflictual or damaging. In somases, the only person who can provide
evidence to convict during formal adjudicationhg twhistleblower, and “we might have to tell
the individual that we may not win an appeal withilieir testimony”. In that case, in the words
of one interviewee: “you try to have some separalietween the whistleblower and the person
who is under investigation [but] it's pretty tough protect them®® At the same time, none of
the interviewees in the sample reported any spec#fses where the personal safety or career of

% For example, the province of Manitoba has recetilyeloped provincial whistleblower legislation lwitvhich all institutions
are expected to comply.

%0 Some basic interventions include ensuring thatuglemt was no longer evaluated by the individuaytihave brought
allegations against, or that colleagues were ngdorexpected to work on committees together, opieeach other’s
Promotion and Tenure committee.
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a whistleblower was compromised, and thereforepnteg little experience with actually
implementing whistleblower protection mechanisms.

J4.6 Enforcement

The vast majority of respondents reported thatareseintegrity is ultimately “a trust issue”, and
that the best method of enforcement is educatiahtiining in the proper conduct of research.
There is no reliable — or desirable — way to pre#@rely “police” research integrity, and
institutions must rely instead, on the ability espond “reactively” to allegations as they arise.
Most respondents emphasized that universities tgpdram the assumption that people have
professional integrity, and that individuals arenbi@ble. At the same time, they acknowledged
that research misconduct does occur and often amergcent examples. As one noted:

“Do | think that every person who is engaged inaah of misconduct is
caught? No, | don't, and that's a shame. It edprated on reporting [but]
| don’t think anyone would self-report...you can’tsjusay ‘here’s the
policy’. I've been doing ethics for five years noand I'm still shocked

about faculty member’s ignorance or misinterpretatf research ethics
and | would assume it's the same with researclyiityepolicies. It's not

enough to have a once a year ‘by the way’ talk.”

Many people alluded to the fact that attemptingptice’ research integrity was not only not
feasible, it was not particularly desirable; “wevbdhousands of people out there doing research.
To monitor and enforce and to know that there areases of misconduct, I'm not sure we have
the resources to do it. And is it desirable? hot sure”. Others put it more bluntly:
“Everybody is responsible for adhering to and adsbéming the policy. There’s no academic
integrity police force on campus. Instead, “we toyminimize risks by mentoring, providing
opportunities for research collaboration, and redeaupport, and we vet...research protocols
through departmental committees”. As a result,trpesple reported that they try to emphasize
prevention - “the carrot rather than the stickhraugh education and training about the proper
conduct of research. Prevention and traininganhites will be discussed in more detail in the
next section.

There were nonetheless, several other mechanismsiomed that support the enforcement
process, the most obvious of which, is having pedicand procedures in place to deal with
allegations of misconduct. One respondent obseiesd

“the idea of research compliance is pretty newama&tla...l think we tend
to assume ethical conduct of research and we phecenus on our Chairs
and Deans to create that culture. Unethical canduen exception to that
culture, and at that point an enforcement mechagismes into play like
the investigation procedure we have here.”
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Others, however, commented that the existing psdievere not sufficient to deal with some of
the issues they had encountered, and that “I haaple of cases that have been sitting around
for a while” because “I don't think our policy heeseth”.

Beyond that, however, many respondents indicataddhe way to enforce research integrity is
through their research ethics policy, which recuesearchers to obtain approval for research on
human subjects, without which research funding banwithheld. Many reported that the
Research Ethics Board (REB) is a good filter theqd questionable research. Many expressed
that “our biggest concerns about research integrigythe things that we can and do monitor: the
use of funds and ethics”. The use of researchsflarttli research ethics “are the easiest to
monitor” because “each grant that goes through anahecklist on it, so there are sign-off
procedures and people who are responsible fortnat to verify that these activities have been
undertaken before they receive research funding”.

It must be noted here, however, that these datgestighat respondents tend to conflate research
ethics and research integrity. During intervierespondents frequently needed to be re-directed
to concentrate on research integrity issues assagbto research ethics. This may reflect the
fact that many institutions ‘house’ the administratof all of their research issues in the Office
of Research, and in fact several respondents itadicthat they consult regularly with the
Director of Research Ethics on integrity issues.

J4.7 Sanctions

The majority of institutions outline the range ainstions for research misconduct but not
generally in the research misconduct policy pgiSe= Figure 11). For unionized institutions, the
range of disciplinary measures is outlined in tbkective agreement, whereas for non-unionized
institutions, they are typically outlined in thepappriate employment manual where the formal
professional code of conduct (also referred tchasRaculty Handbook or Manual) is published.
Moreover, where sanctions are outlined will dependhe type of faculty member. For those
institutions with a collective agreement, sanctidos faculty are outlined in the faculty
collective agreement, and for staff, in the staflective agreement, and likewise for the non-
unionized institutions. Sanctions for graduatelstis are outlined in the institution’s Academic
Conduct policy.

Though the range of sanctions maybe outlined glearthe appropriate policy document, they
do not specify what sanctions should be applieceurdch circumstance. It is normally at the
discretion of the individual responsible to deterenthe appropriate sanction. Many respondents
underscored that fact that in research miscondasxs; “things are rarely black and white”, and
“these environments are complex”, so there is atgteal of interest in learning about how other
institutions apply disciplinary measures.
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Figure 11: Range of Sanctions

Institution level sanctions Granting council level sanctions
Written warning or reprimand Funding sanctions (for serious cases - ranging from 2 years to
permanent ineligibility)

Suspension with pay »  Refuse to consider future applications for a defined
time period

Suspension without pay, or a fine in lieu of e Withdrawal of remaining instalments of the
grant/award

Dismissal for cause e Seek arefund of all or part of the funds already paid
as a grant / award for the research or scholarship
involved

»  Ban from participating in peer review

* Reporting cases of possible illegal conduct to the
appropriate authorities

There is some variation in the individual admiragér who is responsible for determining

discipline, and ranges from the Dean of the reledepartment, the VP Research, the VP
Academic/Provost, to the Principal or the Presiderih unionized institutions, the VP Research
may be responsible for the investigation of alleges, but does not have the authority to
sanction, which falls instead to the VP Academicd&germine discipline in reference to the
collective agreement, because it involves employrissues. Most people report, however, that
sanctions are determined in consultation with appate colleagues, for example, “the Dean
normally would consult with the VP Research andspig the Provost”. As one interviewee

noted, if sanctions are determined according toctiiective agreement, “this would always be
done in consultation with other members of the adstration, as well as the faculty association,
because anything done under the collective agreeisignevable”.

|4.8 Prevention and Training

Of the 37 policies reviewed, only 35% had statesiemt the obligation of the institution to
educate on the subject of research integrity. Thoofen absent in their policies, most
institutions report having two primary mechanismsplace to inform the research community
about research integrity. First, almost all ingitns report that the policy is available on the
institution’s website. This tends to be only masaily effective, however, because updated
policies may not be posted regularly, or differbuat related policies may be posted in different
areas on the website, making access difficult. r@ e a trend in some of the larger institutions
to create a ‘one-stop’ access that provides a fopolicy manual on-line which lists all of the
policies and procedures of the university in a leingearchable website. Most respondents
agreed, however, that this was too passive a meshato be effective because it relies on
people to refer to the website on their own ini&t which most people do not do.

The second mechanism reported by many (thoughlpanhstitutions is the annual new faculty
orientation, during which people are introducedimoversity policies and procedures, including
those on research ethics and integrity. The pnobath this approach is that new faculty are
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introduced to a great deal of material in one daythe words of one educator: “they give me 10
minutes to get all the points out about researchgaaduate supervision, but we don’'t go over
the policy. We don’'t have time”. As a result, rhés no way of enforcing or knowing whether
new faculty have read and understand the polidewise, while many institutions require new
faculty to sign a statement as part of their emmiegt contract that they will abide by all
university policies, there is no real way to enstlnat they have actually read them. This also
does not reach other faculty who may have beengd@isearch at the institution for some time,
but remain “blissfully unaware of university policy

Though most institutions had these two mechanismddce, a few typically larger institutions
have implemented more extensive and concertedrigaand prevention activities, and tend to
report that it has been worth the effort; “we’vareed that you can never assume integrity...and
we’'ve definitely learned that good procedures vpeiblicized and rigorously enforced, work”.
For example, some institutions have orientatiorsises for new academic administrators, the
Chairs and Deans, to keep them informed on reseat@drity protocols, particularly as they are
often the first point of contact for misconductegthtions. These institutions also tended to report
that requirements for education and training feeeech integrity are outlined in the policy itself
and that “it outlines several ways in which to @iatt. This includes distribution to all people
with campus addresses, faculty ‘Research Inteddiys’ to which all faculty, post-doctoral
fellows and graduate students are invited, “soeli®n whole series of ways it is done so nobody
should be able to say ‘I didn’'t know there was &éqgyd” In the federal government, all new
employees are made aware of the Code of Value #imdskEn their initiation process.

In contrast, several other institutions reportedt ttheir organized training and prevention
activities are relatively weak and that they “dohé&ve anything concrete in place right now”.
Several respondents underscored the difficulty edfimg research integrity on the institutional
agenda as “an essential item rather than a nibave item™. They report that training for the
ethical conduct of research is not “high on theomty list” because people think that “they
already know”. For example, one respondent redooféering an information session on the
Tri-Council MOU to senior administrators that wasywpoorly attended.

|4.9 Reporting / Communications and Transparency

More than any other area examined so far, the igussof reporting and communications, and
the public disclosure of findings of research mrahact appeared to elicit the most ambivalence
and confusion. It is particularly notable that easf the academic institutions in the interview
sample had a formal public disclosure policy thatuired them to publicize findings of
misconduct. Moreover, only a third of the policieske reference to reporting requirements.
When asked how their particular institution handied disclosure of misconduct cases, people
either didn’t know, or reported that they were tised on a ‘need-to-know’ basis, which is often
outlined “explicitly” in the collective agreement.
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Of the respondents who were not clear about thiutien’s reporting and disclosure policy,
most reported that their research integrity polegs “pretty vague”, or “quiet on that”, and
some “had never really thought about it". Beyohe general awareness that findings of
misconduct must be reported to the respective mi@m@igency, the vast majority of respondents
who were knowledgeable about their institution’sctbsure policy indicated that findings of
misconduct were kept internal to the institution, @nfidential as possible, and reported on a
‘need-to-know’ basis. As one noted: “we are noiged to report it [because] it is not a matter of
public record. Do we put out a press release?t beysainly not.”

Typically, allegations that are not substantiatechdt go beyond the individuals involved in the
initial investigation stage, such as the relevaeai) and the VP Research. Even if allegations
are found to be substantive, however, the findirggsain confidential to those involved in the
formal investigation. This, as one interviewee atjde typically limited to a combination of “the
VP Research, the AVP Research, the Provost, andrdsdent, the members of the investigative
committee if there is one, and a confidential seecye- that's it”.

As was mentioned in the discussion of whistleblop@icies, academic institutions tend to be as
- if not more - concerned about protecting the grivof individuals who have been accused of
research misconduct, as those who bring forth aiegs of misconduct. On this question more
that any other, respondents expressed ambivalemee tbe need to balance the harm to
individuals’ reputations and careers, with the ptg harm to the research community. Several
reported that their institution was actively grapglwith the question of the extent to which
findings should be made public, but remain unclksito how to proceed. On the one hand,
many commented on the grave consequences of beimgl fguilty of research misconduct. A
common sentiment that was expressed was that “polt vant to ruin someone’s reputation
unless it's necessary”. In this context, severdpondents expressed the importance of
conforming to provincial privacy laws, and were asvaf the fact that such laws prohibit the
communication of case specifics to other instingio Distaste for the American practice of
“naming and shaming” - publishing a “black list” alf researchers found guilty of misconduct —
was almost universal.

On the other hand, respondents also expressedrooabeut harm to the institution and the
larger research community. Those who mused ainailtng findings of misconduct part of the
public record reflected the current debate overthdreuniversities should publicize cases in
order to send the message that “tenure doesn’egranisconduct”. In the words of one
interviewee:

“The infractions are [also] grave and what theytdaconfidence in the
research community which largely operates on aesysif good faith, the
impacts are huge. This work requires a high degfemtegrity. Is it
really inappropriate to be expecting disclosure?”
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This ambivalence was also evident in the questiowlat entities should be contacted in the
event of a finding of misconduct. While most respemnts emphasized that findings are kept
confidential and internal to the institution, andosld not be made public, they universally
reported that “anyone affected by the researchh @scacademic journals or funding agencies,
should be informed. Only one institution in thempde reported having a clear disclosure
statement outlining the designated responsibilitytte VP Research to “contact whatever
external agencies need to be contacted...such dsit@®uncils or a publication”.

One administrator expressed concern about unkndyimgng someone who had been found

guilty of misconduct at another institution. Ulately, however, several people commented that
“the Canadian university system is small” so “wa@ets around through the grapevine”. One
institution reported dismissing three tenured psbes in one year, one of which was identified
in the press because “information was leaked”.
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5. Assessment of Canada’'s Research
Integrity System

|5.1 Current State of the System

Canada’s research integrity system is seen by nadrtyose involved on the front lines of
allegations to be, at base, functioning reasonall. Its decentralized approach that gives
primary responsibility to research institutions mdressing allegations is widely viewed in a
positive light, as is the role that the grantingrmacils play in instituting policy requirements. igt
accommodating of the complexity of many miscondltggations and allows for discretion in
dealing with cases, many of which, it is noted, lmased on misunderstanding or poor oversight.

Moreover, Canada’s system, not having been legd/dtas maintained its flexibility that has
allowed for improvements as a result of learniranfrexperiences. The granting councils have
been introducing new requirements over the yearsvdy of new schedules and frameworks,
while many research institutions have been updati@r policies both in response to the
granting councils, and to their own experienceddaling with allegations. These changes have
been concomitant to a growing awareness of researedrity issues over the past decade that
has brought the subject out of the margins of amadeliscussion. In reflecting on Canada’s
approach, one interviewee observed that: “what weree accepted practices are no longer
acceptable under current norms of research inyégrithe Canadian system appears to be
adapting well to what has become a global conversabout appropriate research behaviors
and practices.

The system is not, however, functioning equallylvi@l all actors and for all areas of research.
For organizations that are focused on applied reBeand engineering, including colleges and
some SBDAs, research integrity and misconduct am¢sgenerally garner much attention. In
fact, there has been limited ‘testing’ of the sgst®r many of those organizations involved in
this area. Because research tends to be focuseel omosolving a client’s problem than on
publishing research, the opportunity and motives darrying out research misconduct are
considered to be reduced. This view was also niotéde few comments received by industry.
For this group, other concerns, notably intellecfu@perty and conflict of interest, are more
pressing than research integrity and misconduc¢h which few of those interviewed had much
experience.

In the social sciences, views and experiences aedmOn the one hand, while plagiarism is
recognized to occur, the nature of social sciemsearch together with a peer review process that
is accustomed to assessing the validity of quala@atlata, has fostered, rightly or wrongly, a
degree of confidence in the current system. Orother hand, some areas of social science give
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rise to very difficult research integrity questidhat current policies cannot resolve. Research in
a fine arts context, for example, brings to theefproblems related to documentaries: if, as one
interviewee noted, documentaries are taken to $&areh in the sense that it may further general
knowledge, what artistic license does its creatvetto interpret results?

The greatest concerns over the current state chidzes\research integrity system come from the
actors in the health sciences - medical reseamganarations, universities, and journal editors.
This group not only has more experience with redeanisconduct, but also heightened
understanding of what is at stake should reseatshomduct be left unaddressed. As has been
noted, misconduct in clinical trials has greateblmuimplications than does misconduct in
historical research. While this group does recogrhe basic strengths of the system, it also
recognizes the need for Canada to address itscehartgs, including a weakness in formal
oversight, inadequate reporting requirements aodnsistent educational efforts. What follows
is an overview of the main shortcomings as idesditoy all groups.

|52 System Gaps

The current system for dealing with research intg@gnd misconduct has a number of gaps of
various kinds that diminish its overall effectivese These include system elements that could
be present but are not, as well as shortcomingsatloav for undesirable outcomes.

5.2.1 System reach

Without an official national reach, the currentteys is inconsistent in its coverage of Canada’s
research actors. Though the TCPS-IRS has had nmtfdubeyond the universities and colleges
and other non-profit organizations that receiventing council funding, it offers no assurances
that all government departments and agencies, aaegaor private medical practitioners
conducting their own research adhere to the samedatds. A notable gap is evident in
government where a number of major government seibased departments and agencies have
yet to develop research integrity policies.

5.2.2 Accountability and transparency

Ensuring accountability within the decentralizece®ight system is made difficult by the fact
that one widely used mechanism for upholding dethaesponsibility in an institutional
environment, namely transparency, is shrouded bgeal to maintain confidentiality, which is
needed at two levels. At the level of allegatiand investigations, maintaining confidentiality is
an essential part of the process: it is critical idnistleblower protection and ensures that a
respondent’s reputation is protected from frivolallegations.

Confidentiality is also required under privacy gtion which limits the exchange and flow of

information related to misconduct cases among #nmus actors within the system and between
stakeholders. As a result, research institutiols are bound by provincial privacy acts, do not
publicly disclose details of cases where miscondacfound, such as the names of the
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individuals and their home institutions. For somstitutions, this privacy is interpreted as

extending to all aspects of research misconduats;asven basic facts as to whether or not
allegations have been made and how many. As fogrdaeting councils, which may be informed

of investigations, federal privacy laws preventnth&om disclosing this information even to

each other.

These laws ultimately limit accountability that ¢uwtherwise be maintained in part by the
media whose public scrutiny can help foster goodegumance and accountability among public
self-governing institutions.

Another impact is on the granting councils whicle arevented from sharing information on
those found guilty of misconduct, be it financial @herwise. As a result, it opens up the
possibility for an individual found guilty of resefd misconduct from finding employment at
another institution, which would generally not knoiva new employee’s past misconduct, and
applying for new research funds from other souroesrom a different granting council to the
one that supported their earlier research. Theham@sm in place to prevent such behavior are
the assurances made in signing applications fatifignthat attest to a researcher’s status as not
having “been barred from applying to NSERC, SSHRG{R, or any other research funding
organization, for reasons of breach of standardstbics or integrity (including financial or
scientific misconduct)”. Signatures are requiredbmgh the researcher and the institution, the
latter of which, in signing the application, musivie the knowledge to be able to certify that the
applicant has met one of the eligibility requiretseof not having been barred from applying to
the granting council®:

Institutional non-compliance

Though Canada’s research integrity system does &awechanism through Schedule 8 of the
MOU for dealing with institutions that do not comdully with their own research integrity
policies, there remain concerns not only amongaresers who have experienced firsthand non-
compliance by their employer, but also those ondiside in the research community as to its
effectiveness.

A number of individuals engaged in peer reviewjudog some outside of Canada, have first-
hand experience with uncooperative institutions Wwaee failed to respond to, or follow up with,
allegations. Reliable evidence on institutional 4compliance is, of course, hard to come by.
Instead there are anecdotes - numerous enoughnérexpert in Canada to suggest to those
calling for advice with allegations that they shuhink seriously of the implications before
proceeding with a formal complaint.

For a system that relies exclusively on the hom#itution to address complaints, such
anecdotes are sufficient for several of those viggred on the front lines, particularly in the

51 See Frequently Asked Questions: What do the sigesiton the application meah®p://www.nserc-crsng.gc.ca/Professors-
Professeurs/[FAQ-FAQ_eng.asp#@nd Eligibility Criteria — For Faculty, http://mmnserc-crsng.gc.ca/NSERC-
CRSNG/Eligibility-Admissibilite/faculty-corpsprof rey.asp.
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health science fields, to call for stronger natlamaersight, or at the very least, more education
regarding what mechanisms are in place. The grquubuncils, which have the most influence
over the policy landscape, have no mandate to pysessible conflict of interests that may arise
when institutions are left to investigate themsslve&€Competing obligations and interests at the
institutional level, as has been noted, will alwdes an issue; the need to attract research
funding, recruit staff and maintain reputation ¢aa readily compromise the willingness of an
institution to address a particular allegation.

5.2.3 Reporting

The Canadian system currently requires the regpafncases only where misconduct has been
found and which involve granting council funds. Thember of cases where research was
funded by the private sector, by institutional emdeent funds, or by other government bodies,
or which was performed by a government departmeagency, is therefore unknown.

As a result, the Canadian system has no way okitrgcwhether research misconduct is
decreasing or increasing, and whether efforts tprawe policies and enhance awareness of
research integrity issues are having an impactughahere is little interest in ‘naming and
shaming’ those found guilty of research miscondast,is done in the US but not in Canada,
there is considerable support for more reportihg.addition to having a better grasp of trends
and extent of misconduct, improved reporting timatudes case summaries (with the specifics
withheld) is viewed as useful for teaching researstas well as for administrators who may be
dealing with similar issues and could benefit frahe experiences and lessons that such
summaries would provide. The nature of the aliegathe scope of investigation and type of
sanctions meted can offer valuable lessons foethesponsible for pursuing allegations and help
improve uniformity in processes across the systenthe US, the ORI sends a newsletter with
such summaries to research integrity officers, widcvalued by some of those Canadians who
receive it. Similarly in Denmark, the central bofyCSD) produces an annual report which
profiles each case and or allegation (See Appeddix

5.2.4 Education and training

The Canadian system needs a more unified approaising awareness of research integrity,
both as a substantive issue in itself and alsdvénpolicies governing research integrity at an
institutional level. Currently, awareness levedsyva fair amount, and depend in part on the type
of research area in which one works. This is rédléén a number of interviews where research
integrity, which emphasizes reseagchkthics, is often misunderstood as being synonymatins
research ethics.

Support for research integrity related educatiod #&aining initiatives is strong especially
among those with experience in dealing with allegast Such initiatives are increasingly
recognized as being essential to improving the av&ffectiveness of maintaining research
integrity and for improving detection. Most ingtibns that recently revised, or are in the
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process of revising, their research integrity pechave given emphasis to the importance of
such initiatives, with some articulating new apmtoes for actively promoting education and

training in this area. It is nonetheless an ahed Is subject to considerable variation among
institutions and one that could benefit from guicaat the national level. Moreover, there is
strong receptivity among many of those interviewetaving assistance on education.

5.2.5 Differing standards

Though the TCPS-IRS has introduced a significagteke of uniformity in how most institutions
respond to allegations of misconduct, there remaorsiderable variation in some aspects of
institutional policies, notably the definition oégearch misconduct. As is demonstrated in
Section 4.2, the definition, which is critical toferming decisions as to whether to pursue an
allegation, varies considerably across the countkhile such differences reflect specific
institutional policy contexts (e.g. institutionstindut a separate conflict of interest policy may
include it in their research misconduct definitiotijey introduce challenges at a national level.
When a researcher moves to another institutiom arases of multi-institutional collaboration,
differences can open up gaps in understanding whkab constitutes research misconduct.

On the whole there is receptivity to having a nalostandard for a definition that goes beyond
the current positive definition to include the tgpef behavior that are to be sanctioned. The
definition, as one expert noted, should be baseti®@fundamental question concerning research
integrity - that is: what types of behaviors arandothe most damage to publically funded
research?

5.2.6 Assistance to whistleblowers

Whistleblower assistance includes both the polithes protect whistleblowers and being able to
access confidential and expert advice on pursinglkgation of misconduct. Whistleblower
protection, though central to encouraging detectind notification of potential misconduct, is
addressed in less than a third of policies revieveed almost all from the large universities.
This issue is complicated by the fact that indbing may have separate policies on this matter,
some of which are required by provincial legislati@s is the case in Manitoba) and therefore
may not include it in their research integrity pgli Similarly, federal departments and agencies
are now covered by theublic Servants Disclosure Protection Asid therefore may not have
any explicit protection procedures in their reshantegrity policies (see 2.2).

The Tri-Council framework document used for reviegvipolicies does, however, now require
institutions to have procedures in place to “saéeduas far as possible, the privacy of the
complainant and respondent” and must “define asttorprotect 1) person (s) who have made an
allegation in good faith; 2) all persons involveslg, witnesses) in an inquiry/investigation.”
Though this framework has been in place since 1@8@futional compliance with these aspects
of the framework is inconsistent. To improve coraptie levels, the granting councils have been
working with institutions on an on-going basis,heit when institutions are updating their
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policies, or following reviews of enquiry/investigan reports, at which time they examine
institutional policies of those involved.

The second aspect of whistleblower assistanceingpaccess to confidential and expert advice -
is also limited in Canada. Though some instituti@®s have individuals who have been
appointed for this purpose, there is no nationalise available for accessing confidential,
independent and expert advice for those debatiregiveln, and how, to make an allegation, or to
discuss issues and problems related to ongoingiigagions.

5.2.7 System governance

The locus of governance has thus far been at thed td the three federal granting councils
which have collaborated, mostly informally by walyadl hoc committees, in developing the
relevant policies such as the TCPS-IRS. Despite dbllaboration and common interest, the
councils themselves have each developed differgatrial procedures for addressing research
misconduct. The result is a degree of inconsistanciiow the councils, and by extension,
research areas deal with research integrity. ClHRparticular, has developed a number of
procedures in addition to the MOU and related salesdto manage allegations of researcher or
institutional non-compliance. One of these is arrimal procedure made publically available on
its website that outlines the steps CIHR followsewhaddressing allegations, which includes
convening its Research Integrity Committee to dweiee whether the allegation should be
referred to the appropriate home institution fareistigation>? When sanctions are imposed, the
procedure requires that its ‘Applicant Status Algystem’ be activated to alert appropriate staff
of the institution’s and, or, researcher’s ineliliif, as well as the duration of this sanction.
CIHR has, on a case by case basis, also suspersedrcher funding during on-going
investigations, and is the only granting councipttlish on its website its annual statistics of
research miscondutt.

52 CIHR Procedure for Addressing Allegations of Noordpliance with Research Policies, http://www.cihr-
irsc.gc.ca/e/25178.html
% Note that statistics from NSERC and SSHRC waaélable on request.
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|6.1 Overview of National Research Integrity Systems

This Chapter compares Canada’s research integréteis to those of eight other countries —
Australia, Denmark, France, Japan, Norway, Germ#mgy, United Kingdom, and the United

States. These profiles, which are can be refeteincéppendix B, provide the basis for the
analysis that follows.

Overall, the comparative analysis finds that thendkan approach holds up well in an

international context. What is clear, howevethet no system is without drawbacks and that the
shortcomings inherent to Canada’s approach are shlaced by other countries. Furthermore
there is no consensus on a best system; resedsdriiy systems continue to be subject to
revisions in most of the countries reviewed, andlimut two, these revisions are of systems that
have been in use for over a decade. For the purpbskis report, these latter systems are
considered to be ‘established’, as compared tcethioat are now being, or have recently been,
institutionalized and are therefore ‘developing’.

The instigator for these changes has typically beeeserious case of research misconduct that
came to public attention and which has revealedknesses in existing systems. Australia, for
example, introduced a new national Code in 2007ywidy established a new National
Commission for the Investigation of Scientific Mswluct in 2006, and in 2008, Denmark
enacted new legislation to narrow the focus of@aaish Committees on Scientific Dishonesty -
all changes prompted by serious public cases afanduct.

§6.2 Three Models

For all these changes, countries have yet to cgevwards one best model. As Figure 12
indicates, there remains notable diversity witharelgto basic system attributes, a diversity that
reflects not only differences in polities but alemal and research traditions of a particular
country. Despite this variation, patterns candeniified among the differences that allow for
the identification of three research integrity amdconduct models.

Type 1 Type 1 systems are characterized by the factliagg been institutionalized to a degree
at the national level by way of legislation. Caigd that have taken this path — Denmark,
Norway and the US — have research integrity andonguct systems that share a number of
attributes. These include a central researchiitydgody with investigatory powers; a definition
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of research misconduct that is generally restri¢ctethlsification, fabrication and plagiarisfn
and a two tiered investigation system that giveseaiech institutions the primary investigative
role but which allows the central body to also ganit an investigation, normally at the request
of institutions, and generally only for the moreises cases.

Figure 12: Attributes of Research Integrity Systems

Country State of Nationally |Central | Granting |National Policy / | Responsibility for
Development | Legislated |Body |Council Code / Investigation

Oversight | Statement — -
Investigation | Investigator(s)

Levels
Central Body
Denmark | Established Yes Yes No No 2 (FFP)./
Institution
(FFP+QRP)
= Central Body
§ Norway Developing Yes Yes No No 2 (FFP) /
= Institution
. Central Body
. Quasi
United Established Yes Yes Yes (via Granting 2 (FFP). /
States Agency) Institution
gency (FFP+QRP)
Germany | Established No Yes Yes Quasi 2 Institution /
Ombudsperson
N U.mted Established No Yes Yes Quasi 1 Institution
S Kingdom
|_
Quasi
Canada | Established No No Yes (via Granting 1 Institution
Agencies)
Japan Developing No No Yes Yes (Code) 1 Institution
(37]
qé Australia | Established No No Limited Yes-(Code) 1 Institution
'_
France Developing No No Limited No 1 Institution

Type 2 Type 2 systems are non-legislated and deferdogthnting councils for oversight and
leadership in policy. Among the countries reviewi@, UK and Germany adhere to this model,
as does Canada. In Type 2 systems, granting deudeielop policies and guidelines for use by
recipient institutions in establishing their ownlipies and procedures for addressing research
integrity. Generally granting councils require tiragtitutions have in place policies that meet its

% It should be noted that both Denmark and Norwdindeesearch integrity to also allow for ‘otherises violations’ whereas
the US does not.
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guidelines as a condition for funding, and as stithse policies often become a quasi national
standard that is also used, or referred to, bytutgins, including government organizations, that
may not receive granting council funding.

Type 2 systems may have separate, or arm’s lengtipnal research integrity bodies though
with varying degrees of independence, jurisdicteord authority. In Germany, the granting
councils have established organizations with resibdities to advise as well as assist in
mediations or investigate allegations of miscondurcthe case of the Germany, the organization
is an ombudsperson team which has a remit to cxebeases brought to its attention, and not
just those cases that have involved granting céoumeciding. In the UK, its independent
organization is hosted by the UK’s university asstion with support from government and
granting councils and acts primarily as an advisgmwgly with no legal authority to investigate or
enforce policy compliance.

Another attribute of Type 2 systems is their emghasm research integrity as opposed to
research misconduct in the key codes and polidiéss reflects a positive, less legalistic
approach that gives focus to good research practisea way to prevent research misconduct
from happening. And though principles of good stifee practices are stressed, most Type 2
systems will nonetheless have an agreed upon firetde of research misconduct.

Type 3 Type 3 systems are also non-legislated and ayselp characterized both by their
national orientation, encompassing both governraedtacademic research, and by the absence
of any independent research integrity oversightybmdcompliance mechanism. Of the countries
reviewed, Australia, Japan and France can be uders&s having such systems though it is
worth noting that there are important differencetween them, not least the fact that the
research integrity systems in Japan and Francstififeeing developed.

Australia is unique among all countries reviewedaving a national ‘Code for the Responsible
Conduct of Research’, which is a comprehensive d@@epdocument that is proscriptive in its
detailing of all aspects of addressing researadgiity and misconduct. In Japan, the Code of
Conduct for Scientist Statement is written moredsose guideline for establishing systems at
individual research institutions. Though Francerently has no national policy, two central
research organizations are currently taking stepdevelop one. CNRS, France’s major public
research organization, has been asked to develogtianal research integrity policy while
INSERM, a granting agency for health science, hasnbtasked with developing a national
prevention and training system.

6.2.1 Model Commonalities

Despite respective differences, the three modelsesh number of commonalities. First, all are at
base ‘fire alarm’ systems as opposed to ‘policeghat systems, whereby monitoring and policy

%5 See McCubbins, Mathew D.; Schwartz, Thomas. “Cesgjpnal Oversight Overlooked: Police Patrols VeiSiie Alarms”
American Journal of Political SciencEeb84, Vol. 28 Issue 1, p165, 15p; (AN 5241535)
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compliance is achieved passively, as opposed tougffr active surveillance, and where
procedures for addressing research misconducteaiie snotion only by formal allegations. To
the extent that these systems are active, it ieararea of education. In this area, systems with
national bodies that take on an educational ratetypically more active than those that leave
education to the institutions.

Second, in each system, the locus of responsiliditynvestigating allegations resides with the
research institutions. In systems where independ®tdies have been established with
investigatory powers, investigations are normallynel only by request from a particular
institution.

Finally, according those interviewed in respectisuntries, each system has drawbacks,
drawbacks that are often intrinsically tied to trerengths. Type 1 systems, for example, have
the benefit of strong oversight by way of a legiestabody, but this oversight is limited to a
narrow definition of research misconduct. Moregw legislated systems, changes are not as
easy to bring about. Type 2 systems on the othed hmay be more flexible but also are often
more pluralistic by allowing for more diversity tite institutional level. It has been suggested
that granting councils, though well positioned tdoece policy compliance, may not, in fact, be
well positioned to effectively address research comsluct, given their own competing
obligations and interests in serving their mandajgromote and finance research.

Note that no system type deals consistently wiehghivate sector. In Type 1 systems, Norway
legislation has jurisdiction over the private seatthereas in the US, the ORI can pursue cases
involving companies but only if they have been peaits of federal research funding. In Type 2
systems, granting councils have influence overdithat receive their funding through funding
conditions.

|6.3 Model Variations and Lessons for Canada

From an international context, Canada’s system eoegrelatively well. As a non-legislated
Type 2 model led by the granting councils that hioistitutions to a process for addressing
research misconduct by way of an MOU, Canada'sgystas a number of strengths inherent to
this approach. Its flexibility has allowed for ¢mmous improvement, as demonstrated by the
introduction of new schedules and frameworks rdlateresearch integrity. This flexibility has
also allowed research institutions to tailor reskantegrity policies to their own institutional
environments. Yet as Chapter 5 has pointed ow, Ganadian system has a number of
drawbacks, some of which have been addressedean otluntries. In the following sections, the
various components of Canada’s research integsistemn are examined in a comparative
context, from which lessons for Canada’s systendeaan.
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6.3.1 Definition of research misconduct

Of the eight countries examined, five have an w@finational definition of research misconduct
and all are explicit about sanctionable behavioAtsstralia is unique in emphasizing a positive
definition of research integrity along side a noclasive list of unacceptable scientific
practices.

Three countries - Denmark, the US and Japan - Inaited their national definitions to FFP and
“other serious breaches” (although these are rotet. These three countries suggest that the
definitions of misconduct may be expanded at thsitirtional level to include other types of
behaviours. The advantage of a limited definitibtha national level is twofold. For those with
national oversight bodies with investigative powehe consensus that FFP constitutes the more
serious breaches of scientific values and normgiri@ges national involvement. Pursuing cases
of, for example, honorary authorship, while not gg@atly considered an acceptable practice, is
not a serious enough charge to warrant a natiomaktigation.

Second, FFP is generally considered to be the Eafiguous and most amenable to legal
protocols that define Type 1 systems. Denmarkpdehg a problematic and public case of
scientific dishonesty brought to the DCSD, narrowediefinition of research misconduct to just
FFP so as to prevent similar cases from again hmingued at the national level. The ambiguity
of the case is recognized as the main factor fooméng DCSD’s mandate.

Though practical from an administrative and legahdpoint, limiting research misconduct to
FFP potentially allows for practices to continuattmay not directly damage the integrity of the
research process but which ultimately erode contidan the integrity of research, its traditions
and values. In speaking to the weaknesses of thddfiSition, one commentator noted that a
definition should be based on the fundamental quest: “What types of behaviours are in fact
doing the most damage to publically funded resédiréls Figure 13 indicates, Germany, the UK
and Australia have all identified additional misdant behaviours to that of FFP, though only in
Australia is this official.
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Figure 13: Definitions of Research Misconduct

Status of o
Country Definition Definition components
Denmark Official* FFP Other serious breaches of good scientific practices
Norway Official FFP Other serious breaches

Institutions are encouraged to go beyond these into areas
including:

-improprieties in authorship

-misappropriation of others ideas

-violation of generally accepted research practices
-material failure to comply with other federal requirements
-inappropriate behaviour in relation to other misconduct

-deliberate misrepresentation of qualifications for funding or
advancement

-misappropriation of funds

United States Official FFP

Infringement of IP
Germany Unofficial FFP Impairment of work of others
Joint accountability of misconduct

Misrepresentation
United Kingdom Unofficial FFP Management and preservation of data and primary materials
Breach of duty of care

Defines principles of integrity and states that the Councils “regard any action

Canada Unofficial that is inconsistent with integrity as misconduct.”
Misleading ascription of authorship
) . Failure to declare / manage serious conflicts of interest
Australia Official FFP ;
Misuse of funds
+ others
Japan Official FFP
France Unofficial N/A

*Official definitions are those that have been defined as part of national legislation or policy

Lessons for Canada

The TCPS-IRS has in effect established a quasomatdefinition that is referenced not only by

the research organization that receive grantinghcibuesearch funding but also by other

research organizations including government departsn As a national definition, however, it

is one of the few that does not explicitly identifyisconduct behaviours. Having an explicit

definition of research misconduct is important fainging clarity to the process and for

specifying unacceptable practices that may othergsunacknowledged. It is also important to
ensuring that all types of cases where miscondufdund are in fact reported in accordance to
sponsor policies.
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6.3.2 Governance and administration

For the Type 1 countries, that is, those with lleggsl or regulated systems, the highest level of
governance is the government department or ming&sygnated by the law or regulation. These
countries then create an Office (such as the ORHIHSE or the OIG in NSF in the US) or a
Commission (such as the National Commission forlwestigation of Scientific Misconduct in
Norway). These offices generally have responsybititinitiate or take over investigations from
institutions. Some have the authority to impose cBans on their own; some make
recommendations back to the institutions respectireg outcome of their investigation, the
seriousness of the breach and (sometimes) theenattossible sanctions.

For all other countries, including Canada, goveceaand administration of the research integrity
system is the responsibility of the “granting caisicas constituted in that particular country.
These organizations have acted in two ways: @)lype 2 countries created a policy statement
respecting research integrity and then requiretituini®ns receiving funding to create internal
systems to implement the policy, or (2) the Typeo8ntries created a national code that then
applies to all institutions receiving funding.

Type 2 and Type 3 countries vary in the level dfastructure created to develop and manage
the policy or the code. For example, Australiagli€anada, has no independent or quasi-
independent body specifically dedicated to the guowece or administration of the nations
system. The granting organizations are left to dethl these matters on a collaborative basis. On
the other hand the German granting council, the Déf€ated the Office of the Ombudsperson
with some responsibilities respecting the oversajtihe system, policy development, promotion
education and limited reporting (although no inigegbry powers). UndeUniversities UK an
association for the executive heads of universities UK has created a body called the UK
Research Integrity Office. It is an advisory bodyyowith a mandate to promote high standards
of research integrity and provide advice guidanmu support to employers and individuals.

As noted in Section 6.2, in all countries the dayay development and administration of the
policies is delegated to the institutions. The adstiation is usually done at the level of the
Vice-President, Research or the equivalent.

Lessons for Canada

In those countries that are not “legislated” thaeppears to be reluctance to move towards, say,
the United States system. On the other hand, whese countries do not have a central body of
any sort, there is support for the creation of sactorganization. While the exact nature of the
mandate for such a body is the subject of much tdelsmme areas include: education and
training, data gathering and reporting (for eduwratind training purposes), advice and support
to institutions and individuals. It is generallyragd that the central body should not have an
investigation role.
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6.3.3 Accountability and transparency

This is a major area of concern in all of the systeexamined, with an exception noted below.
That is, given (1) that all the systems rely on thstitutions for the implementation and

administration of the policies, and (2) that thase a certain inherent conflict between

maintaining research integrity and exposing thétutgon and the scientific enterprise to “bad

publicity” (not to mention the withdrawal of fundjjy there is a problem with accountability and
transparency in all systems. Most agree that tieie significant under-reporting of possible
misconduct and at least some cases where miscomsdgabred or not dealt with adequately.

The exception is that in the Type 1 systems, atledth respect to FFP and the cases that the
central body is responsible for, there is cleaoaantability and varying degrees of transparency.
In some cases, such as the ORI in the United Sthtesames and institutions of “guilty” parties
are published, in others they are not.

Lessons for Canada

Clearly this is a difficult issue for all countrieShe solution relies on the cooperation and the
commitment of the funding bodies, the professi@saociations and, most of all, the institutions
to finding and implementing better solutions. Thestbevidence is that a central, independent
organization with a carefully defined mandate wopfdvide the system with, at least, its own
internal transparency and the ability to ensuret th@e institutions are taking their
“accountability” role seriously.

6.3.4 Enforcement and sanctions

As noted above in Section 6.2, one of the commatufes of all systems is that, at least in the
first instance, the responsibility for the enforesrnof the research integrity principles rests with
the institutions involved in the funded researclosihave a two-stage investigation system. The
first stage begins once an allegation is put fodwdtr involves an informal inquiry (called an
“investigation” in Australia) by the person desitgt at the institution with responsibility for
these situations. This inquiry is designed to detee if there is any substance to the allegation
and to recommend to the senior management of stgution what steps, if any are required to
resolve the allegation. If there is substance te #ilegation, the next step is a formal
investigation (called an “inquiry” in Australia).h€re is variation among countries (and even
within a country) as to how this second step prdseé addition, some policies note that the
investigation may take different forms based on riature and the seriousness of the alleged
misconduct. For example, it might be carried outitsenior officer of the institution, or it might
be conducted by a tribunal of three people intetmahe institution, or, alternatively, it might be
set up as an external tribunal. In most cases, treallegation reaches the investigation level
the procedures become more formal and legalistardier to ensure fairness and due process. It
is generally at this stage that, at least inteynétle name of the alleged offender and the person
raising the allegation become known (formally) ézle other.
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The types of sanctions imposed can vary widely fomuntry to country and from institution to
institution. Generally speaking there are two tyméssanctions possible: (1) employment
related, and (2) science related. Employment edlaianctions are usually governed by the
labour laws of the relevant jurisdiction and anylemdive bargaining agreement that applies.
They range from a reprimand to dismissal for caddee science related sanctions include
removal or repayment of funding, withdrawal of agkbee, restrictions on applying for new
grants, correcting the academic record, etc. Ther@and scope of these types of sanctions is
very broad.

Lessons for Canada

The employment related sanctions are, for the mast, regulated at the Provincial level in
Canada and are a combination of legislation, ctledbargaining and common and civil law
principles. This aspect of the system, as it apmigecifically to research misconduct would be
difficult to adjust and certainly impossible to ‘itydi.

On the other hand, the science related sanctienwax large extent within the jurisdiction of the
Councils and the institutions, especially when virggkin collaboration with the professional
associations and the academic journals or theirelhalorganizations.

This study has identified a desire to have morermétion about which sanction might apply in
which types of cases; therefore, there is an oppiyt to collect information about decided
cases and provide information about the naturbeichse and the sanction imposed. This might
also lead to a discussion of the rationalizatiothefscience related sanctions if and as necessary.

6.3.5 Prevention and training

In the countries reviewed, the research institstiphay the primary role in prevention and
training. Among countries with national researdegnity bodies, this role is often supported at a
high level by attending seminars and conferencdspaoviding guidelines and other educational
resources when requested by institution or whease ©r series of cases suggests a need for
better information and support at that institution.

Almost all of the countries studied indicated tthare was a need for more and better education
and training, although some were still uncertainthed ultimate value of proscribed training
courses and even more uncertain about the relatesdts of the many courses and programs
available. All of those indicated that one majasuls is the lack of resources to provide any
centralized support to such programs.

Lessons for Canada

As with other countries, there is a need in Carfadanore and better education and training
about research integrity and misconduct. It woyldesar that some combination of a web-based
introductory course (setting out the basic prirespbf research integrity and the procedures for
dealing with possible cases of misconduct) and @Apérson” course using a case-study
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approach would be a valuable addition to the retemutegrity landscape in this country. This
could be a role for a central body or possibly@weincils, with advice from all stakeholders.

6.3.6 Reporting

Of the eight countries studied, four had neithey equirement nor procedure to report either
allegations or findings of misconduct. For thoserddes with no central body, this relates in
part to the fact that there is no infrastructur@lace to receive the reports. The Type 1 countries
(those having a legislated system) include a requant to report cases (both allegations and the
results of an inquiry or investigation) to the eahauthority. Even among those that do require
reporting, this does not include “naming namestinn of the four cases.

Lessons for Canada

Comprehensive and accurate reporting is importanthe ultimate success of the system.
Reporting is important not only for understandihg Eextent of the problem but also for the
design or redesign of the system (data and infoomd¢ad to better design) and to the education
and training of both existing and new researchers.
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7. Prevalence of Research Misconduct
In Canada

§7.1  Overview

As a number of high profile cases have demonstrateduding those of Dr. Chandra at
Memorial University and Dr. Poisson at St. Luc Htapin Montreal, research misconduct is a
reality in Canada’s research environment, thoughtbat is shared by any country that supports
research. Indeed, a survey of several thousanbldd&d researchers published in Nature in 2005
found a relatively significant portion of responteracknowledging some type of research
misconduct, though mostly the less severe beha¥idkad all eight countries reviewed in this
study have experienced very public and damagingscasihe fundamental question for this
country, therefore, is not whether there is a wbbut how serious is the problem.

Given the state of reporting requirements in Carelavell as the complex and sensitive nature
of the issue, this is by no means an easy quesiianswer. Of the many actors in the research
system, the three granting councils are the ongsdon maintain statistics, which they do only
for those that they are made aware of, and whigblve their research fundirg. Research
organizations, for their part, have no incentiventake public the number of allegations received,
and generally view cases as a mark against thaitagon.

There are several other complicating factors terening the extent of misconduct. One is the
strong likelihood of under-reporting such that aligcussion of prevalence is ultimately limited
only to those cases where misconduct has beenteelpoAs has been noted, there are a number
of incentives for not reporting cases, includinguarwillingness to risk one’s own reputation or
sour relationships with colleagues, or simply awillimgness to engage a process that can lead
to frustration and additional work stress. Undgyarting also comes about when allegations are
reported but are then ‘swept under the carpetbatesievel of the institution. Anecdotes from
interviews conducted for this study attest to &lhese instances.

Another complicating factor is related to the diiiom of research misconduct itself. Allegations
can only be made in a consistent manner if theeenational consensus - and awareness of this
consensus - on what constitutes research miscandiiéte no one disputes the more serious

56 While only 0.3% acknowledge falsifying data, 1.4&knowledged using another’s ideas without obtgirpermission or
giving due credit, 6% reported failing to preseatadthat contradict their own previous research Eh8% acknowledge
overlooking others’ use of flawed data or questibaanterpretation of data. A further 10% inappiafely assigned
authorship credit and another 27.5% acknowledgadedquate record keeping related to research psofgeet B. Martinson
et al. 2005. “Scientists behaving badliature Vol. 435 9 June. p. 737-738.

5" Note that while all three granting councils maimtstatistics, CIHR is the only one to make theadaiailable on its website.
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breaches of falsification and fabrication, theréaismore scope for underreporting more minor
violations, some of which may occur frequently in particular research community,
unbeknownst to those perpetuating the miscondoat,a certain practice is elsewhere viewed as
entirely unacceptable.

With these caveats, this chapter presents the 'stlidgings of misconduct, the data for which
was obtained from interviews with 37 Canadian redeanstitutions. The data represents the
first attempt in Canada to capture the prevalericesearch misconduct at Canadian research
institutions. For the most part, interviews werenaacted with senior administrators (VPs of
Research, VP of Academic, or Directors of Researe¥f)o are directly responsible for
addressing misconduct allegations.

Perception of misconduct varies widely across tlamadian research system from those who
believe research misconduct is not much of a pmltethose who believe it happens far more
than is currently acknowledged. Awareness is, Wawegrowing, which may affect perceptions

of overall prevalence of misconduct. In additiontliere being more journalists on the lookout
for cases, the research community as a whole ig mocepting of the subject than in the past
and is therefore tuning in more to the problem.

[7.2  Allegations of Research Misconduct

Of the 37 institutions interviewed, 29 reportedtib@ number of cases received either per year, or
over a set period of time. From these responeBesyumber of allegations addressed is averaged
on a per year basis, by institution type (Figure).1lAcross all institutions sampled,
approximately 1.4 allegations are addressed per wih no trend lines reported. The large
universities report on average 2.2 a year while titmee small universities reported 1.2
allegations. The colleges, which have only regealalified for granting council research, have
yet to officially register cases of misconduct. t&l¢chat within these averages, there is notable
variation that makes statistical extrapolation liabde and which results in a weak correlation
between the number of research misconduct casessiitdtion size.

Figure 14: Reported Cases of Research Misconduct Bample of Canadian Institutions, Per Year

Institution Type Misconduct Cases Per Year No. of Institutions Reporting
(average) Cases
College 0.0
Government 0.5
Medical Research Organizations 1.3
University —Large 2.2 12
University —Medium 0.8
University —Small 1.2
Sample Average 1.4 29
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In addition to the above caveats, these figuresiredurther qualification. First, respondents
have at times only given estimates of allegatidrs required at least a first-stage inquiry.
Allegations resolved by mediation or through pratiany dialogue with the respondent may not
be included in these numbers. As more than on@&utien noted, authorship disputes have
‘tested research integrity policies many times’thwanother reporting double the number of
cases regarding authorship or financial disagre&snas compared to other types of research
misconduct. This highlights an important fact aboegearch integrity policies: that they can
serve a broader purpose that just research miscborluallegations brought forward under the
research integrity policy may be legitimate but metevant to research misconduct. One
institution commented that approximately one half allegations made are about
misunderstandings. Finally, a few respondents tedallegations of research ethics breaches as
research misconduct. For those that have inclicedches of research ethics policies in their
research misconduct definitions, this is appropri@nd underscores how differences in
institutional definitions affect reporting.

Of all the allegations formally received and addess institutions have estimated that
approximately one half have led to findings of eesb misconduct. This finding is consistent
with the numbers of both CIHR and NSERC. On aver@#§dR reports dealing with five
allegations a year related to TCPS-IRS, and of ethttet are referred to institutions for
investigation, misconduct was found in 45% (Seeaufdgl5). Similarly, NSERC, which dealt
with 12 cases between 2005/06 through to 200748 rted that six cases (50%) were found to
be warrant sanctions.

Figure 15: CIHR Research Integrity Files — April 200- September 2008

Types of Allegations
Of the 73 allegations received since 2000:

* 42 (58%) related to matters associated with the Tri-Council Policy Statement: Integrity in Research and Scholarship, such as
plagiarism, falsification of research results, fraudulent data, and academic dishonesty;

* 12 (16%) related to matters associated to the Tri-Council Policy Statement: Ethical Conduct of Research involving Humans,
more specifically, inadequacies in REB renewal of projects approvals;

* 12 (16%) related to matters associated with other Tri-Council Guidelines, Memoranda of Understanding (MOUs), and CIHR
policies, such as the lack of adherence to CIHR's Grants and Awards Guide; and

* 7 (10%) fell outside the mandate of the RIC.
Actions Recommended by the Research Integrity Commi ttee (CIHR)
Of the 73 allegations received since 2000,

* 50 (68%) were referred to the institution for investigation; and

* 23 (32%) were not pursued because: the information presented did not justify further action; they were outside RIC's
mandate; the source of the allegation was anonymous and the facts were not publicly available nor otherwise independently
verifiable, or the source refused to or was unable to provide such information; and/or there was unreasonable delay between the
alleged event and the receipt of the allegation.

Results of Institutional Investigations
Of the 50 allegations that were referred to institutions for investigation,
* 23 (45%) were founded, meaning that the institution concluded that there was non-compliance with research policies;
* 19 (38%) were either not sustained, were settled before a formal investigation was undertaken, or it was not possible for the

%8 CIHR, Report on allegations of non-compliance witkearch policies (Fiscal 2000/01-2008/09%).
http://www.cihr-irsc.gc.ca/e/29073.html
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7.2.1 Summary

The 29 institutions that provided data on reseamdhconduct for this study collectively
acknowledge dealing with some 39 cases per yeayether, these institutions account for
approximately 60 percent of publicly funded resbamonducted in Canada. Given the
challenges associated with collecting this kindnéérmation, together with the variation in the
data itself, any extrapolation from this sample lslobe problematic. However, regardless of
how many incidences of research misconduct mayrdocanada, it takes only one major case
to damage the integrity and reputation of the netesystem.
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8. Conclusions

This study finds a research integrity system in &nthat, despite a number of inherent
shortcomings, is generally well-regarded amongehaegh experience working with the system
and which compares relatively well internationallfo its credit, the Canadian system has also
demonstrated a capacity to adapt and improve iporee to experiences and to the growing
global awareness of research integrity and miscaindsues. The granting councils, which have
led the development of the system, continue tachice improvements to their policies, as do
the research institutions that receive their fugdin

Canada, however, cannot become complacent in bgngbout such improvements given the
gaps identified in this report. In truth, there areaumber of compelling reasons for Canada to
strengthen its system. Foremost is the need tarerisat future research misconduct, for which
there will always be a risk, does not continue amdge Canada’s scientific endeavors, as have
past scandals. And related to this is the needitigate damage that research misconduct brings
to the public trust in science, which is importhath for the funding of science and for accepting
the role of scientific evidence in public policy kiag.  Finally, in recognition of the fact that
science is now very much a global activity, Canaudest be seen to be a leader in maintaining
the principles of research integrity by way of ateyn that can engender the confidence of, and
engage with, the international science community.

8.1  Principles for Strengthening Canada’s Research Intgrity
System

Any changes to Canada’s system should recognizender of general principles that have come
to light over the course of this study. First,e@sh integrity and misconduct issues are often
complex and multifaceted and need to be addressedch. The Canadian system, by allowing
research institutions to tailor policies to thewrpinstitutional and policy environment, has been
effective in this respect, although at a cost diomawide variability in institutional research
integrity policies.

Second, there is no best system that is free oft&mings, as is clear from the country

comparisons. Countries have each developed a sys&mesponds to their unique political and

social institutional context. Any changes to Caiadystem should therefore build on what has
thus far been established with support from théwuarresearch stakeholders.

Third, it is better to prevent inappropriate cortdaied behaviors than to deal with them after the
fact. A focus on prevention and training must éfiere be a part of system improvements if
there is to be any long term reduction of miscomdis&. The better awareness that training and
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prevention initiatives bring can lead to an inceeas detection and help foster a research
environment that is conducive to the highest stedglaf research conduct.

Fourth, an improved national system should enslamtycand consistency in defining research
misconduct so as to ensure more uniform processessathe country. “You cannot deprive
someone of their career or their livelihood” notetk interviewee, “unless you are precise about
exactly what it is that they should not be doin§uch a definition should also correspond with
government-based departments and agencies, a nofmkrch have yet to introduce policies.

Finally, a national system should give well-meanmgjviduals with concerns a place to go for
information and assistance that is independent fitogir employer. Canadian researchers have
no such place, leaving those frustrated by exisfimgcesses in dealing with legitimate
complaints and issues to become dismissive ofybe. As a central node of the system, such
a place can attend to a number of shortcomingsama@a’s current system: it provides visibility
and a focal point to the system that is importdi@anada is to improve awareness of research
integrity issues and to respond effectively to rin&tional issues; it can provide a degree of
oversight, however informal, that can encouragétutenal compliance with research integrity
policies; and it provides a logical point for calling and sharing experiences and other data, and
disseminating training guidelines and information.

Bringing about changes in line with these pringpleould go a long way to improving Canada’s
system. It would also position Canada as a leadaddressing research integrity globally, to the
benefit of the Canadian and international sciemeerounities. To this end, the following options

are identified for discussion and consideration.

|8.2 Options for Canada

From international comparisons, this study ideasifthree broad types of research integrity
systems that, in principle, provide a templatedptions that could strengthen Canada’s research
integrity system. However, given the system’srgites and track record developed under the
current Type 2 approach, together with the fact timaone type is without limitations, the most
realistic options are to be found within the Typm@del.

Any major shift to, say, the more legalistic andasgjecriminal approach of Type 1 systems,
carries the risk of losing the number of posititeilautes of the Canadian system. In addition to
there being little support for a more legalisticpoegach among many of the stakeholders
interviewed in this study, Type 1 systems also hreedraw backs of requiring legislation and
new public sector infrastructure, which bring fottie issue of whether that solution would be
disproportionate to the size and scope of the problPractical options derived from Type 3
systems are also limiting but for a different reast&/hile national approaches hold promise, all
of those reviewed are still in developing stages lzeve yet to demonstrate their effectiveness.
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It is therefore recommended that Canada consideely its options within the context of Type 2

systems, that is, those systems that are non-d¢gislind which defer to the granting councils
for leadership. As is evident from the other coestthat follow a Type 2 approach, Germany
and the UK, there are a number of possible optfonsaddressing the key gaps in Canada’s
system as identified in Chapter 5. These are: mgryefinitions of research integrity and

misconduct across Canada; accountability and teamspy; reporting; and, education and
training.

Option A: An Evolving Current System

The first option is to maintain the current systemmile recognizing that it continues to be
strengthened by the Tri-Councils. Indeed, theCouncils are, at present, completing a review
of the TCPS-IRS and related documents with the gdalmproving existing policies and
bolstering the effectiveness of the system as davho

Among the possible changes that should be expkmedvhich would have a positive impact on
the current system with limited disruption are:

= An explicit national definition of research miscaomt that identifies sanctionable
behaviors in addition to the current definitionresearch integrity. This step would help
reduce variation in research integrity policieghatinstitutional level.

= Strengthened reporting requirements that necesdit&t public reporting on an annual
basis of all cases where research misconduct ixifou

= An elaboration of timelines within thieramework for Tri-Council Review of Institutional
Policies Dealing with Integrity in Researthat set out the number of days to complete
each stage of the process for addressing miscomtlagations. This step would support
fairness and accountability.

Any considerations to enhance the role that theCéuncils play in Canada’s research integrity
system must accommodate two realities. First i$ tha granting councils are only able to
institute changes within their jurisdiction of inéince and mandate for promoting and supporting
research, knowledge acquisition and training. Séc@n enhanced role can aggravate the
problem identified in this study of competing olaligpns and interests. While the councils are
well positioned to develop policies related to egsh misconduct, they are not so well situated
for being directly involved in specific cases, csehich can tarnish the reputations of all
involved.

Option B: Office of an Ombudsman

Establishing an office of an ombudsperson whosmamy role is as a trusted intermediary as
opposed to an investigator of allegations, offersuanber of benefits that cannot be readily
achieved through Option A. First, it would provide official, centralized point of contact that is

independent of the research institutions, and wbathd carry the label of, and be recognized as,
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the focal point of Canada’s research integrity eyst Until such a visible node is created, the
wide spread perception that Canada ‘has no natresahrch integrity system’ will continue.

If the German model is to be followed, the offickam Ombudsman need not be a costly
institution. If established under the umbrella loé {Tri-Councils, as in the German system, it
could be limited to only one individual appointegithe Tri-Councils on a full or part time basis
for a limited period of time, with assistance ofretariat support.

Its role as a trusted intermediary, committed ® highest standards of research, would include
providing advice and guidance to researchers asghreh institutions addressing allegations of
research misconduct. The Office would not be datle to undertake investigations.

Option C: Canadian Office of Research Integrity

The third option is to establish a Canadian OffitdResearch Integrity that would take on the
role of ombudsman as per Option B but with expan@sgonsibilities in the area of education
and training, in advising institutions undertakingestigations, and with compiling statistics on
misconduct and best practices for addressing ditega As with an Office of the Ombudsman,
a Canadian Office of Research Integrity would seamgea central focal and contact point to
Canada research integrity system but would brodadcasdronger message internationally that
Canada is committed to upholding research integrity

If modelled on the UK Research Integrity OfficeCanadian equivalent would be hosted by the
Association of Universities and Colleges of Canadlén support from government and major
funders of research. Such an office could devalopmber of relevant services made available
to all research organizations and institutions am&la including:

= aresearch integrity helpline;

= a register of advisers and experts who would bdadbta to advise on or be involved in
an institution’s investigation;

= provision of a handbook that outlines in-depthtladl necessary steps and procedures for
investigating various types of research miscondilegations; and

= Education and training services including the depeient of courses.

In summary, though each option has advantagesptionoon its own can adequately address all
of the system gaps identified in Chapter 5. Furttege, none of the three options proposed
adequately address the fact that neither governnanprivate sector fall within the jurisdiction
of the main system. However, should either an d@ffof the Ombudsman or an Office of
Research Integrity be considered, its influencednea be limited to universities and colleges
for it would be a logical focal point for fieldingalls from, and disseminating information to,
both government and private sector researchers.
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Canadian Research Integrity Committee: MembersMprhbres du Comité canadien sur l'intégrité deslzherche
Alberta Heritage Foundation for Medical Research

Association of Canadian Academic Healthcare Orgditms / Association canadienne des institutionssaleté
universitaires

Association of Faculties of Medicine of CanadaA$sociation des facultés de médecine du Canada
Association of Universities and Colleges of CanaAasociation des universités et colleges du Canada

Canadian Association of University Research Adntiaters / Association canadienne d'administratedes
recherche universitaire

Canadian Association of University Teachers / Aggan canadienne des professeures et professeunisetsité
Canadian Federation for the Humanities and Soci@i8es / Fédération canadienne des sciences hesnain
Canadian Health Services Research Foundation bhddtion canadienne de la recherche sur les sergeesanté
Canadian Institutes of Health Research / Instifetsecherche en santé du Canada

Federal Government Assistant Deputy Minister S@ed echnology Integration Board

Conseil des sous-ministres adjoints sur I'intégraties S.-T.

Fonds de la recherche en santé du Québec

Health Canada/ Santé Canada

Michael Smith Foundation for Health Research

National Alliance of Provincial Health Research @mgations / L'Alliance canadienne des organisnesipciaux
de recherche en santé

National Council on Ethics in Human Research/ Cibmsgional d’éthique en recherche chez I'humain

Natural Sciences and Engineering Research Cou@inseil de recherches en sciences naturelles géme du
Canada

Public Health Agency of Canada / Agence de sanéique du Canada

Social Sciences and Humanities Research Counolasfada / Conseil de recherches en sciences humdines
Canada
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B. International Research Integrity
Systems

| B.1 Denmark

Research Integrity System Attributes - Highlights

RI System: Type 1
National Policy / Code: Yes
Reach: Non-government research organizations / government research
National Research Integrity Body: Yes
Investigation Authority: National research integrity body, home institution
Enforcement/Sanctions: National research integrity body, home institution

B.1.1 Overview

In 1999, the Danish Ministry of Science, Technolagyd Innovation established the Danish
Committees on Scientific Dishonesty (DCSD). The3DCis a central body dealing with
allegations of research misconduct, or to use #mguage of DCSD’s web site, “complaints
regarding dishonesty in researth” Like other countries, Denmark’s research intggsi/stem
grew out of the biomedical and health field. Piiorthe establishment of DCSD as a central
body, the DCSD was a subcommittee under the Davatical Research Counéf.

The previous Executive Order (number 668 of 2005)the DCSD was revised by the Ministry
of Science, Technology and Innovation on 24 Noven@®98. The revised Executive Ortfer
(number 1122 of 2008) narrows the definition ofel@sh misconduct to fabrication, falsification
and plagiarism (FFP) and other serious violatiohgand scientific practice intentionally or
through gross negligence. Respondents indicatedawgers are still in the process of defining
“other serious violations”.

The DCSD consists of three committees, as notéts iB006 annual repdft which combined
cover all areas of scientific research. They are:

%9 DSCD webhttp:/en.fi.dk/councils-commissions/the-danish-auittees-on-scientific-dishonesty

0 The Danish Committee on Scientific Dishonesty,d&lines for Good Scientific Practice, Copenhagére Danish Committee
on Scientific Dishonesty, March 1998.

%1 The revisions, according to the DCSD web siteehat yet been translated from Danish.

%2 The Danish Committees on Scientific Dishonestynual Report 2006Copenhagen: Danish Agency for Science, Technology
and Innovation, November 2007, p. 30.
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= the Committee on Scientific Dishonesty for Reseandiealth and Medical Science;

= the Committee on Scientific Dishonesty for ResearthiNatural, Technological and
Production Science; and

= the Committee on Scientific Dishonesty for ReseancBultural and Social Science.

Each of the three committees comprises of one @malrsix members. According to the DCSD
web site, the members are recognised researchershawe been officially appointed by the

Danish Minister for Science, Technology and Innmratfter hearings conducted by the Danish
Council for Strategic Research. The joint chair tloe three committees is a high court judge
who is appointed by the Minist&t.

The Ministry of Science, Technology and Innovatias,indicated on its web site, is responsible
for research, information technology (IT), innowati telecommunications, and university
education. Responsibility for carrying out the Miry’s activities in research and in innovation
rests with the Danish Agency for Science, Technplaigd Innovation (DASTI). DASTI is also
responsible for the DCSD and for providing the s&miat to the DCSH

Introduction to system

Denmark’s research integrity system is formal amehtled in law. The revised Executive Order
of 2008 restricts the DCSD to only consider cagesedous misconduct, i.e., the responsibility
for promoting good research practice rests withviddal research institutions/universities and
hospitals. We outline below the conditions for tb&SD to consider an allegation of
misconduct. It is the understanding of this stubgt the 2008 Executive Order has not
significantly changed the conditions for the DC®xtnsider a case.

= The DCSD is mandated to consider cases broughtafdrsy any party, provided the
party filing the allegation is a researcher, esgmember of the general public cannot
submit an allegation.

= There is no obligation by research institutes/ursities to file a case with the DCSD. If
the parties agree, the case is handled at a leeal by the institution. A recent survey
commissioned by the DCSD found the number of chseslled at the local level by
individual institutions was small. However, evewoulgh the number of cases was small,
there were a few cases of misconduct that staydddeakocal level, and were not filed
with the DCSD. Respondents noted that this is akwess of the Danish system.

= The DCSD, as indicated in its 2007 annual repody @lso consider cases brought by a
party wanting to be cleared of named, anonymousoorrce-protected allegations of
research misconduct provided that the party previaé the necessary information for
use in the DCSD’s consideration of the ase

53 See DSCD wehttp://en.fi.dk/councils-commissions/the-danish-cittees-on-scientific-dishonesty

54 Ministry of Science, Technology and Innovation vietp://en.vtu.dk/

% The Danish Committees on Scientific Dishonestynual Report 2007Copenhagen: Danish Agency for Science, Technology
and Innovation, August 2008, p. 38.
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= The DCSD, like the US ORI, has the legal authamtypursue a case. As indicated in
DCSD’s 2007 annual report, the DCSD may choosenvestigate a case that has not
been filed by any party, provided the case is térast to society or of importance to
human or animal health and where there is a redsasgumption of miscondu®t.

= The DCSD may refuse to consider cases where (icélse is outside the scope of the
remit of the DCSD, (ii) the case is considered reamtlly unfounded, or (iii) the costs of
considering the case are out of proportion tonifsdgrtance’.

As indicated in the 2007 annual report, ) _ _

. Dr. Arthur Rorsch (Prof. (em) Molecular Genetics, Leiden
the DCSD has three months after recelr’lljniversity, the Netherlands) describes the Lomborg affair and
of a case to inform the parties that thehe complaint of misconduct to the DCSD as follows:

_Case will be heard and when a St_ate_me%e book was published early 2001 with the sub title "measuring
is expected to be made, or to indicatgne real state of the world". It is a heavy attack on the view that

the case will not be considered. mankind is heading for a catastrophe through exhaustion of
natural resources, environmental pollution and climate change.
Like other countries such as Australia{Lom‘bprg I?beled _the popular view of enqunmental collapse as
he ‘Litany". He did not deny there are environmental problems
and Germany, one famous case (th& be solved, but rather challenged the view we are heading for

Lomborg case) has had a significangn Apocalypse. His book made a plea for a review of our

; ; ) riorities in making investments to address the range of
Impact on Shaplng Denmark’s system tdtiznvironmental problems. In doing so he outraged the

its current formal and legal framework. establishment of environmentalists. It resulted in a world wide
As argued by Dr. Rorsch (see text box)debate whether Lomborg had used the statistical data of official

rganizations, such as UN, WWF, World Bank, properly and
the Lomborg case was not a case O\(/fvhether he had cited the scientific literature correctly. Hundreds

misconduct but rather one  Of of pages of protest were answered by Lomborg with a similar
questionable research practice (QRP){OIume. He admitted mistakes in a few incidental cases but

. tuck to hi i ints in the treati hole. Th
The decision of the DCSD was appealed "¢ © NS man poins in e weause as a whole. 'he
opponents of Lomborg were not satisfied and a humber of them

to the Danish Minister of Science, lodged a complaint of scientific dishonesty with DCSD.

Technology and Innovation who asked , , o R
he DCSD t . it l Th The complaint comprised: "fabrication of data, selective citation,
the 0 review Is ruling. € deliberate misuse of statistical methods, distorted interpretation

DCSD decided not to hear the Lomborgof conclusions, plagiarism, deliberate misinterpretation of others
case again. The ambiguity of theresults". The report of DCSD ends with the judgment ‘deviation

. from Good Scientific Practice.” But this is not made specific by
Lomborg case, accordlng to reference to the discrete accusations. The report just reproduces
respondents, was the main factor foin very general terms the objections raised by Lomborg's

narrowing DCSD’s mandate to dea”ngopponents in Scientific American, January 2001, and made no

. . . references to any of Lomborg’s responses.
only with cases of serious misconduct, Y 9= TSP

and for gulldellnes _and procedures to l?)é‘omborg Affair In Denmark, nd. Available at:
more precisely defined and grounded ithp:/amww.lomborg.com

law.

ource: Arthur Rorsch, Good Scientific Practice and the

As noted in DCSD’s 2002 annual report:

56 |bid.
57 1bid.
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“DCSD published its decision concerning three caimis of scientific
dishonesty in connection with Bjgrn Lomborg’s bddke Skeptical
Environmentalist". The decision gave rise to coasatlle debate. This is
particularly due to the fact that in this, as imsany earlier cases, DCSD
applied the standard of "good scientific practi@SP)...... The case
prompted the Danish Minister of Science, Technolagg Innovation to
ask the Director of the Danish Research Agencegtaig a working party,
whose brief was to evaluate whether there is apg ne adjust the
regulatory basis for DCSD’s future worf&”

B.1.2 System Attributes
Definition

The definition of research misconduct, recentlyisest by Executive Order number 1122 of

November 2008, has not yet been translated fromishanThe revised definition, as noted

above, includes fabrication, falsification and pdaugm (FFP) and other serious violations of
good scientific practice intentionally or througtogs negligence. Under the previous Executive
Order (2005) FFP was defined as:

= undisclosed fabrication and construction of datautrstitution with fictitious data;

= undisclosed selective or surreptitious discardiig person’s own undesired results;

= undisclosed unusual and misleading use of stalstiethods;

= undisclosed biased or distorted interpretation péson’s own results and conclusions;
= plagiarisation of other persons’ results or puliaes *°

Respondents indicated that “other serious violatitrave not yet been defined.

Administration of Policies

Responsibility for the administration of researotegrity policies rests with the DCSD, while
the responsibility for promoting good research pcacand the investigation of questionable
research practice (QRP) rests with individual regeanstitutions/universities and hospitals.
Respondents indicated that most universities asgitads in Denmark have their own guidelines
and codes of conduct. Larger universities in Deknfeve the infrastructure to deal with
research misconduct, whereas smaller universigaswith misconduct on a case by case basis,
e.g., assemble a panel to investigate if an aileg# made.

% The Danish Committees on Scientific Dishonesiynual Report 2003Copenhagen: Danish Agency for Science, Technology
and Innovation, October 2003, preface by Hans eBnydensholt.
69 ||hi
Ibid.
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Prevention and Training

Education and training to prevent misconduct frazousring is the responsibility of individual
research institutes/universities and hospitals. ddnBanish Act number 658 regarding the
Research Advisory System, the Ministry of Sciefi@ghnology and Innovation established the
Danish Research Coordination Committee. Part ®mtlandate of the Committee is to provide
an advisory function to individual institutes regjaig research training.

Inquiry and Investigation Procedures

According to the DCSD web site, the rules of pragedyoverning the inquiry and investigation
of misconduct have not changed from the 2005 Exez@rder. Once it has been determined
that one of the three Committees of the DCSD shedistigate the case, the Committee procures
all necessary information needed to make a decisibhis can include asking the person(s)
concerned to surrender all necessary informatiomajpeng to the case, as well as written
submissions and presentations from each partyCbhbimemittee concludes its consideration of the
case by submitting a statement. The statemembdasated in the DCSD’s Rules of Procedure,
includes: 1) particulars of the case, 2) statemiats the parties to the case, 3) the Committee’s
deliberations, 4) the Committee’s conclusions aimdthe event of dissent, the number of
members or alternates who have endorsed the cémt)as well as any dissenting opinidns.

Respondents noted that there is no protection fostle blowers in Denmark. If the preliminary
investigation finds probable grounds for miscondunt Denmark’s tradition of transparent
administration, the DCSD is required to disclose ttame of the accuser to the defendant.
Respondents also noted that having legislationrdtept whistle blowers is one thing, but it is
more important to educate people to support, ratieer to punish, whistle blowers.

Enforcement and Sanctions

Under the 2005 Executive Order, in cases wherarekenisconduct is concluded by the DCSD,
the Committee is authorized to:

0] inform the defendant’s employer if the party in sfi@n is employed as a researcher;
(i) recommend that the scientific project concerneditiedrawn;
(i) inform the relevant public authority supervising trea;

(iv)  make out a police report where a punishable offenaevolved;

70 H
Ibid., p. 34.
"t pCSD's Rules of Procedure are available hatp://en.fi.dk/councils-commissions/the-danish-caittees-on-scientific-
dishonesty/rules-of-procedure

I HAL INNOVATION POLICY EcaoNOMICS 71



DENMARK

(v) at the special request of an employing authoritgtestheir views on the degree of
scientific dishonesty?

Reporting / Communications and Transparency

The DCSD provides the number of cases it consideaeth year in its annual reports. Contrary
to the requirements of transparent administratibie name of the defendant and of the
defendant’s organization are not disclosed in D@Sé&nnual reports. A review of DCSD’s
annual reports from 2003 to 2007 indicates that D€8nsiders about ten cases each year. Over
the five-year period, only two cases of miscondate been declared.

B.1.3 Strengths and Weaknesses

The strengths of the Danish research integrityesysare that it is founded in law which
legitimizes the system. The guidelines and codede written in a legalistic manner, are clear
and unambiguous. The chair of all three Commitigethe same, a high court judge, which
ensures consistency across disciplines. The \agific focus of the DCSD at the national level
leaves responsibility for matters that are morgestilve in nature, e.g., QRP, at the local level to
individual institutions. Academic freedom and wersity self-governance are respected while at
the same time, the system helps to ensure thatsegiyus cases are brought forward in front of
an impartial body.

The weaknesses of the Danish system are that chdivinstitutions/universities and hospitals
are not obliged to handle and/or report cases stomduct, or to file a case with the DCSD.
This is apparently a topic of discussion in Denmaklike Canada, the Danish system does not
extend to the private sector.

B.1.4 Conclusions

There has been some discussion on the benefigvridgia central body in light of the very low
number of cases. However, on balance, there wasaral consensus that the benefits of having
a central body like the DCSD exceed its costs.

2 The Danish Committees on Scientific Dishonestynual Report 2007Copenhagen: Danish Agency for Science, Technology
and Innovation, August 2008, p. 42.
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Research Integrity System Attributes — Highlights

RI System: Type 1
National Policy / Code: Yes
Reach: All research organizations
National Research Integrity Body: Yes
Investigation Authority: National Commission for the Investigation of Scientific
Misconduct
Enforcement/Sanctions: Researcher's Employer
B.2.1 Overview Overview

As with a number of other countries, Norway'’s rdoeifiorts are the result of a serious case of
research misconduct, that of fabrication. In Japu006 a Norwegian scientist, dentist and
physician at Oslo University's Rikshospitalet-Rawinospitalet, Jon Sudbg, admitted to research
misconduct regarding one of his publicationsTine Lancet More than 330 media reports,
domestically and internationally, ensued. The bakihe misconduct was fabrication of data in
his research on oral cancer, which began in hisodalcthesis work. An independent committee
established to investigate the case, led by a Sheskientist, found that variations of the
fabricated data in Dr. Sudbg's doctoral thesis been used in numerous publications. Dr.
Sudbg's doctoral degree and license to practicacmedwas revoked, he was fired from his
position, and he is permanently forbidden from bess or research activities in the US.

Though Norway has only recently introduced a nadaw on research misconduct in 2006, the
country has been addressing the issue for nearty decades. In 1990, a national ethics
committee was established, and in 1994, the Resé€zwancil of Norway established a national

Committee on Dishonesty in Health Research. Untler iew law, the system has been
strengthened further though it remains a “work+ingress”, amidst ongoing discussion of

improvements in establishing guidelines for reseanganizations to advance research integrity
objectives, and for addressing issues relatedgortieg of allegations and investigations. Thus
far, Norway has established a national commissibajred by a former Judge but as of yet has
no guidelines for implementing the legislation. tistives are planned however to raise

awareness of the new law.

There is interest in Norway in fostering a cultafeopenness and collaboration as opposed to
focusing on policies and the rules. Also of ingtns the creation of ombudsman positions with
jurisdiction over multiple institutions, an apprbathat is considered to be less intimidating to
researchers for raising questions of misconduct whith requires fewer resources than a
committee.
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B.2.2 Introduction to System

The legislation that established the Norwegianesysis Act No. 56 on Ethics and Integrity in
Researchi, enacted on June 8@006. The purpose of the act is “to ensure thsearch carried
out by public and private institutions is conducted accordance with recognized ethical
standards."To this end, the Act calls for the establishmentaafiumber of bodies, several of
which pertain to ethics, and one to research mhectn This latter body, called the National
Commission for the Investigation of Scientific Mswluct, has been given a mandate to
investigate and report on research misconduct wvgINorwegian public or private funding.

The Norwegian system has a number of notable festuAccording to the new law, the main
responsibility for preventing misconduct and deglwith allegations of misconduct lies at the
local level. Moreover, the national law applies dlb organizations that perform research,
including at universities, public research instdos, and the private sector. Indeed, it is thg on

country to directly address research carried odhénprivate sector. Another feature is the link
with the legal system whereby one of the seven meesnbf the Commission must have had
judicial experience. This approach is reportedgaviorking well.

Note that the primary granting council, the RedeaCouncil of Norway, which supports most

publicly funded research in Norway, uses the peticdf the Committees and the Commission.
As for the research institutions themselves, they expected by the Commission to have
policies, but are not required as a condition @erving funding from the Research Council of
Norway. While most organizations do have policiesplace, some do not. In such cases,
institutions rely on a number of different policies address allegations including the terms of
reference for the Ombudsman, if there is one, aflieative agreements. It was reported that
institutions without policies are in the processlefeloping one.

B.2.3 System Attributes
Definition
The law ethics and integrity in research definésrgigic misconduct as follows:

“Scientific misconduct is defined as falsificatiolabrication, plagiarism
and other serious breaches of good scientific wadhat have been
committed wilfully or through gross negligence whaglanning, carrying
out or reporting on research”

There has been some debate on how broadly reseasclonduct should be defined. While
those in the health and social sciences agree thigthneed for formal policies, including

definitions, those in the natural sciences feelconsluct should be “self regulated” and defined
by each research organization.

3 See Act of 30 June 2006 No. 56 on ethics and fiityeig research, http://www.etikkom.no/English/attact
74 1hi
Ibid.
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Administration of Policies

The National Commission for the Investigation ofiebtific Misconduct began operations in

December, 2007. With one full time employee, andeaen member governing body, the
Commission meets approximately four times per ygepending on the case load. Members of
the Commission are appointed by the Ministry of &dion, upon the recommendation of the
Research Council and receive a small stipend.

The Commission staff is based in the same buildisghe staff for research ethics bodies of
which there are three, and are funded by the Res&uncil.

Prevention and Training

The main responsibility for prevention and trainings at organizations that conduct research
with support from the Commission. Part of the maedaf the Commission is to provide an
advisory and support function to organizations, @eutous initiatives are planned to this end.

Overall, stakeholders are generally aware of tive mational legislation. It is promoted through
the Commission’s website, and at various seminaresearch organizations. The Commission
also has plans for its staff to actively promote législation within research institutions.

A conference is being planned for the fall of 20§} the Commission on the prevention of
research misconduct, the program for which is reit available. However, a member of the
planning committee noted an intended emphasis @mgthening openness and collaboration
among researchers.

Inquiry and Investigation Procedures

The Law that the Commission is responsible for lgihg has two elements: the first deals with
allegations of misconduct, and a second with waysprevent it. While there are formal
guidelines from the ethics committees (two of thmage their own, and the health committee has
signed onto the international Vancouver and Helgielkclarations), none have been prepared for
the Commission.

Though the Commission can play an investigatorg,roksearch institutes ultimately have the
primary responsibility for investigating allegatgn Indeed, as in other countries, institutions
may redirect an investigation to the Commissiorfaf,example, a case is deemed particularly
complicated or has received considerable publen&tn. The Commission may also decide to
investigate a case under authority of the law oscomduct at its own initiative.

There are currently no guidelines for inquiry owrestigation of misconduct. However, the
Ministry of Education does expect such guideline®é¢ prepared, and their development is in
the planning stage.
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For the one allegation that has been addressedtép the Commission did all work through a
review of documents and follow-up inquiries. Therere no appearances of witnesses for the
purpose of obtaining testimonials; however, thigldaccur in the future.

Note that should there be an international caseafipropriate policy that takes precedence is
that of the nation where the majority of fundingc@ming from. This situation hasn’t occurred
yet either.

The Norwegian system supports two levels of appddlse Commission may act as an appeal
body for decisions made at the level of researshtutions, and the Ministry of Education can
field appeals of decisions made by the Commissiom all cases investigated by the
Commission, to mitigate the likelihood of appeald@aft written decision is prepared and
provided to those concerned for comment on thesfador to any final decision. In the event of
an appeal of the Commission’s decision, the Migistets up a second commission of seven
members to receive the case. Under the law, thside®f this body is final.

There are several policies protecting the confidétyt of whistleblowers. One is a law on health
and safety in the workplace, which deals with thatgction of whistleblowers for all matters in
the workplace. There are also guidelines for thieethethics committees pertaining to this, and
research organizations may have further policiescifip to misconduct. Also, at least one
university has an ombudsman with jurisdiction ovedical faculty.

Enforcement and Sanctions

With regard to enforcement, the Commission may amiestigate with the cooperation of the
institution concerned. The Commission may requ@strmation, and should this be declined,
the Law stipulates that recourse is possible thidhg courts.

Note that under the current arrangements, them@ pgovision to increase resources for the
Commission should a case becomes complicated. maisinclude resources for independent
experts for example.

The responsibility for sanctions rests with theesgsh institutions. In the event that the
Commission conducts an investigation, it will deferthe appropriate institution where the
incident occurred for a determination on sanctidresy.

Reporting / Communications and Transparency

The Law states that the Commission should be irddrof misconduct matters occurring among
research institutions. This reporting activity, lem@r, has not been occurring. Indeed, the
Norwegian system has no formalized reporting prodesplace. In the single cd3ef a QRP

that was brought to the Commission, at the reqofestuniversity and under appeal, the decision

7S This case was one of a questionable researchig@raegarding whether data had been interpretepiepipas well as a number
personnel issues.
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was written up and provided to a number of joustaliNote that in this case, the investigating
committee was given assistance by a private law. fir

B.2.4 Strengths and Weakness

The Norwegian system’s use of a national Commissaecognized as a strength and one that
has thus far been working well. Having a requiremi®r judicial experience among the
members of the Commission is considered as an bauptoglement of this approach.

While there have not been sufficient cases tothessystem, there are a number of aspects that
require improvements. With a lack of reporting franstitutions, the Commission may lack
awareness of research integrity developments. dthieen expressed that what is required is a
mandatory reporting system; this will be a recomdagion of the Commission in its annual
report to the Ministry of Education.

A further challenge - in spite of best efforts degislation to protect whistleblowers is a concern
of a continued general reluctance for concerns éobbought forward. One university

interviewee believes that what is necessary is digation of more Ombudsman positions,
possibly shared over more than one institutionhwite rationale that such an arrangement
would be more cost effective and less intimidaforgindividuals to make allegations.

Finally, as a developing system, there is a laclgufielines for individual organizations to
address research integrity. To this end, Commssi@aff is working on establishing such
guidelines that will not only advance researchgntg objectives at the institutional level, but
also strengthen engagement between the Commidsibaisd institutions.

B.2.5 Conclusions

Norway’s system is in development and has yet tadexjuately tested. And while Norway has
followed a legislated model, there is recognitionthe community that advancing research
integrity objectives requires an emphasis on aupgllof openness and collaboration "by leaders
walking around", as opposed to the focus on theiesland rules. In such an environment, it is
more difficult to engage in research misbehaviachsas data falsification or fabrication. As one
interviewee noted, the solution lies in “gettingagwfrom scientists working in isolation, and
protecting their data from other scientists dutimg research process.”
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Research Integrity System Attributes — United State s

RI System: Type 1
National Policy / Code: Yes, but for “FFP” only
Reach: Universities, Hospitals in receipt of funding and

government; limited applicability to companies
receiving funding (e.qg. firms receiving funding under
the Small Business Innovation Research SBIR)
Program)

National Research Integrity Body: Yes, but each Department has its own integrity Office
(e.g. ORI at HHS; OIG at NSF; OIG at NASA and
Office of the Staff Judge Advocate at DoD, etc.)

Investigation Authority: Home institution, with ORI or OIG, for example, able to
act as well
Enforcement/Sanctions: Institutions and funding agencies
B.3.1 Overview

The US was a pioneer in institutionalizing at tlaional level a system for addressing research
misconduct, and indeed, led the way for many otleentries to develop their own systems. The
original legislation addressing research misconaue$ introduced under the Health Research
Extension Act of 1985 as Section 49% thePublic Health Service (PHS) Aavhich governed
the Department of Health and Human Services (HH8g legislation applicable to research
misconduct, otherwise known as 42CFR93vas in fact the culmination of a discussion that
began in government four years prior in 1981 whwn then Representative Albert Gore, Jr.,
chair of the Investigations and Oversight Subcongaiof the House Science and Technology
Committee, held the first hearing on the emergirapjem of scientific fraud and misconduct.

In 1989, the National Science Board (NSB) followddS’s lead, and, in compliance with the
Inspector General Act Amendments of 1988, estaddisthe National Science Foundation’s
(NSF) Office of Inspector General (OIG). The OlIQigh is headed by an Inspector General
(IG) who reports directly to the NSB and Congrdsss among its various responsibilities, the
authority for handling cases involving research amisluct’® The relevant NSF policy is
45CFR689”

78 Section 493 of the Public Health Service Act 4810..§289b, as enacted by Public Law 99-158 (Nov. 205198
"'CFR refers to The Code of Federal Regulations (GHfh is the codification of the general and peter rules published in
the Federal Register by the executive departmemtsgencies of the Federal Government.

8 In support of these responsibilities, OIG hasustay authority to subpoena or otherwise obtainretlords, files, reports,
documents, or materials needed to conduct audgpections, and investigations. The IG is indepehdad may not be
prevented from carrying out any audit, inspectmminvestigation or issuing any report.

" http://www.nsf.gov/oig/resmisreg.pdf
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However, as policies of the Department of Healtth Hnman Services and the NSB respectively,
the research integrity system had at that timesgliction only over research funded by their

respective granting agencies — NIH and NSF. Thenged on December 6, 2000, when the
Office of Science and Technology Policy in the WhiHouse published the Federal Research
Misconduct Policy, requiring all federal agencies departments supporting intramural or

extramural research to implement within one yetiregithrough policies or regulations.

To comply, the HHS adopted the new legislation Whitcluded the proposed government wide
definition of research misconduct developed by Naional Science and Technology Council
that was published in the Federal Register on @cttB, 1999.

Currently therefore, at its core, the US system miges of the Federal Policy of Research
Misconduct, two oversight bodies with investigatggwers, and the multitude of research
institutions that are responsible for developinggoes that meet the requirements of the Policy.
Of the two oversight bodies - the Office of Reshdrttegrity, situated with the Department of
Health and Human Services, and the OIG at the Nalti®cience Foundation — the former
oversees the greatest number of cases owing téattehat it is responsible for all research
funded by the National Institutes of Health (NIM}ich is the single largest granting agency in
the US.

B.3.2 System Attributes
Overview of the Federal Policy on Research Misconaif®

The US system is based on a definition of reseangdtonduct that is restricted to FFP, a
definition that sets a narrow standard for the $ypebehavior that can be reviewed. Institutions
are directed to go beyond this basic definition ttoe purposes of their institutional policies

which most do often augmenting the definition biremwvledging “other practices that seriously
deviate from those that are commonly accepted witheé scientific community”. These other

practices are often referred to as “QuestionabkeReh Practices” (QRPS)

According to the policy, for there to be a finding research misconduct there must be a
significant departure from accepted practices ef iflevant research community and that any
misconduct committed was done so intentionally,vkingly, or recklessly. Finally the policy
asserts that the allegation must be proven bygopderance of the evidente.

Responsibilities of Federal Agencies and Researchdtitutions

In the US system, agencies and research institutene considered partners who share
responsibility for the research process. In suclamangement, federal agencies have ultimate
oversight authority for federally funded researgthile research institutions bear primary
responsibility for prevention and detection of @sé misconduct and for the inquiry,

8 http://www.ostp.govics/federal_policy_on_reseamtsconduct
81 United States Regulation, 42CFR93 (revised Octab8007)
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investigation and adjudication of research miscahdulleged to have occurred in association
with their own institution.

Thus, federal agencies look to a researcher’s hostéution to make the initial response to
allegations of research misconduct and in keepirtg this approach, agencies will typically
refer allegations of research misconduct made tlijrdo them to the appropriate research
institution.

Furthermore, the federal agency (i.e. ORI or Ol€gerves the right to proceed with its own
inquiry or investigation in cases, for example, vehthe agency determines that an institution is
not prepared or is too small to handle an allegatica manner consistent with federal policy, or
where agency involvement is needed to protect tidiginterest.

The federal policy also specifies “Guidelines foairFand Timely Procedures”, “Agency
Administrative Actions and Roles of Other Organaas”, the details of which to follow.

Definitions

The basic code (law) contains the following defont of “research misconduct” which now
forms the basis for all research integrity and wmstuct policies across all departments of the
United States government and, by extension, tmsiitutions that receive research funding from
those organizations:

Research miscondugheans fabrication, falsification, or plagiarism in
proposing, performing, or reviewing research, orr@porting research
results.

(a) Fabrication is making up data or results armbnding or reporting
them.

(b) Falsification is manipulating research matariakquipment, or
processes, or changing or omitting data or resuith that the research is
not accurately represented in the research record.

(c) Plagiarism is the appropriation of another pels ideas, processes,
results, or words without giving appropriate credit

(d) Research misconduct does not include honest err differences of
opinion.
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As noted, institutions are encouraged to go beybnde in their individual Policies. In a study
commissioned by the ORI in 2000, nine areas ofareemisconduct are identified and which
institutional policies might includé

= Falsification of data,

= Plagiarism,

= Improprieties of authorship (including improper igasnent of credit such as excluding
others or including others who have not made andefcontribution),

= Misappropriation of the ideas of others,

= Violation of generally accepted research practices

= Material failure to comply with federal requiremenaffecting research (including
regulations of human research and animal care),

= Inappropriate behaviour in relation to misconduct,

= Deliberate misrepresentation of qualifications,exignce or research accomplishments to
obtain funding or other professional advancement,

= Misappropriation of funds or other resouré@s.

This same report, which reviewed 156 institutiopalicies in 18 substantive areas including
definitions, reporting allegations, conduct of iivggs and investigations, appeals processes, and
whistleblower policies, reported that just over 5@¥the policies had definitions that went
beyond the basic FFP criteria of the CFR.

Administration of Policies

In accordance with the Federal Policy, the adnmaigin of research integrity and misconduct
policies is left, in the first instance to the mdual institution. Where federal funding is
involved, the funding bodies’ investigative bransheetain the right to intervene in the
investigation process.

As granting agencies, both the ORI and the OlGreaaive allegations of wrongdoing, in which
case, they will refer to case to the proper ingstituif and as warranted. In addition, all
institutions are required to report any cases iy investigate to the appropriate body and at
that point they reserve the right to conduct ai&eX of the investigation, which can amount to
a re-investigation of the allegation.

Institutions are directed to appoint a “Researdbdnty Officer” (RIO) whose role is to act as
the point of contact on questions of research itiegnd to provide advice to the head of the

82 ORI Study, “Analysis of Institutional Policies fesponding to Allegations of Scientific Misconduginal Report by CHPS
Consulting, September 2000.
8 |bid.
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institution in cases where an inquiry or an in\gegion is undertaken. In a study involving 90
interviews and a survey of 500 institutions, it wasnd that the designated person is rarely
actually called the Research Integrity Officer amdnost (over 50%) of the cases, that person
also has responsibility for the administration bk tcodes for research involving human
participants. Only 40% of the RIOs had researcB&ns a document indicating that they knew
about the research misconduct policy at theirtusbin and just over 30% of them indicated that
their responsibilities included the promotion oé tmesponsible conduct of resear&h”.

Prevention and Training

Both the NIH and the NSF leave prevention and ingirto the institutions, although both
agencies acknowledge that they play a high-levé& o the promotion of good research
practices by attending and speaking at conferemssng reports and documents, and providing
advice. One respondent indicated that in some oabkese they hear “no one ever told me!”
during an investigation, they will go to that inistion to discuss future education and training.

In addition, the ORI collaborates with the Assdoiatof American Medical Colleges to provide
financial support to scientific and academic soeegeto hold workshops and conferences on
research integrity issues. They both worked witla @ouncil of Graduate Schools to do pilot
projects at 10 institutions to provide formal tiam in the responsible conduct of research.
Examples of the projects included: (1) a prograntha University of Utah to provide 12
stipends of $1,000 each to selected graduate proglieectors to increase participation by
graduate students in existing courses and to dewetrkshops, discussion groups and “brown
bag” sessions in the various departments; (2) gramo at Arizona State University to develop
ongoing workshops, to adopt the web-based Uniwemsit Miami CITI (Collaborative IRB
Training Initiative), and to establish a speaketese (3) a program at Florida State University to
develop a cross-disciplinary, one credit graduaterse addressing the nine elements of the
responsible conduct of research education as famhtby ORI; and, (4) a program at the
University of Rhode Island to create a series efidekly, semester-long workshops attended by
faculty members, graduate students and practitiofnem local organizations and industry.

Otherwise, the substance and uptake of educatitraioing courses or programs varies widely.

They range from voluntary, web-based training tgfoeompulsory lecture courses. Where an
institution is in receipt of a “training grant” theare required to have the new researchers
complete a course in research integrity and misecind

An example of a web-based program is the “Programtlie Education and Evaluation in
Responsible Research and Scholarship” (the “PEERI®§ram) at the University of Michigan.
The PEERRS Program includes modules on: (1) faioma of research responsibility, (2)
research administration, (3) Conflict of Intere@l) animal research, and (5) human subject
protection. All faculty, staff and students are @maged to undertake to the course and obtain

84 Office of Research Integrity, ORI Newsletter, i@, No. 4 (September 2008), p 2.
8 See: www.cgsnet.org/Default.aspx?tabid=123
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the “certification”. On issue that has been ideedif(and this is reasonably wide-spread) is that
there has been no formal evaluation of these ceurseetermine if they make a difference in

increasing “research integrity” or reducing “resdamisconduct”. Beyond that, the use of web-
based courses even removes the personal interabgbmeen teacher and student where,
guestions, concerns, and misunderstandings catebéfied and dealt with.

In some universities, entire courses are dedicatedhe issue of research integrity and
misconduct. The University of California at Berkgléor example, presents a full-term course
that uses case studies of real, worked examplgenerate discussion of the general principles
and “lessons learned”.

Inquiry and Investigation Procedures

The Federal Policy specifies that any allegation re$earch misconduct, which are the
responsibility of each institution, will usually msist of several phases, including: “(1) an inquiry
— the assessment of whether the allegation hasesidesand if an investigation is warranted; (2)
an investigation — the formal development of adattecord, and the examination of that record
leading to dismissal of the case or to a recomnterdéor a finding of research misconduct or
other appropriate remedies; (3) adjudication —rdurhich recommendations are reviewed and
appropriate corrective actions determined.” Separabf phases, whereby adjudication is
separated organizationally from inquiry and inwgsion and appeals are separated
organizationally from inquiry and investigationasequired feature.

The policy also provides guidelines for institusofor improving fairness and timeliness. For
example, it recommends that individuals selected réwiew allegations and conduct
investigations should have appropriate expertise lsave no unresolved conflicts of interests
help to ensure fairness. With regard to timelinéss policy recommends that reasonable time
limits for the conduct of the inquiry, investigatioadjudication, and appeal phases (if any), be
specified with allowances for extensions where appate.

When the ORI and OIG become involved they may chdosedo the original investigation. For
research conducted under NSF jurisdiction, the @Hves the institution to do the investigation
but retains the right to take over if it feels tha institution is not doing a proper job.

B.3.3 Enforcement and Sanctions

Agency Follow-up to Institutional Action. After rawing the record of the investigation, the
institution’s recommendations to the institutioa@judicating official, and any corrective actions
taken by the research institution, the agency takk additional oversight or investigative steps
if necessary. Upon completion of its review, theerary will take appropriate administrative
action in accordance with applicable laws, regalej or policies. When the agency has made a
final determination, it will notify the subject dhe allegation of the outcome and inform the
institution regarding its disposition of the case agency finding of research misconduct and
agency administrative actions can be appealed antsa the agency’s applicable procedures.
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The enforcement of the policy and the determinatibsanctions is left with the institutions. The
determination of the type of sanction is most oftkrectly related to or determined by the
“seriousness of the misconduct”. Other factors rtalkeéo account include: the impact or scope
of the misconduct, whether it is an isolated ewermart of a pattern; the deliberateness of it, and
any mitigating circumstances.

The types of sanctions range from a letter of regnd, probation, suspension or removal from
the project to, ultimately, termination of employmend expulsion from the university. Very
few of the policies provide for “training” as a pitsle sanctiofi®

Reporting, Communications and Transparency

The Federal Policy requires that research institsti notify the funding agency(ies) of an
allegation and finding of research misconduct iftey involves Federally funded research and
meet the Federal definition of research miscondiven above, and b) if the institution’s inquiry
into the allegation determines there is sufficiewilence to proceed to an investigation. Once an
investigation is complete, the research institui®nmesponsible for forwarding a copy of the
evidentiary record, the investigative report, reomndations made to the institution’s
adjudicating official, and the subject’s writterspense to the recommendations, if any to the
agency. When a research institution completesattjedication phase, it will forward the
adjudicating official's decision and notify the agg of any corrective actions taken or planned.

Furthermore, additional reporting is required iyidg an inquiry or investigation, an institution
finds the following:

= public health or safety is at risk;

= |f agency resources or interests are threatened,;

= if research activities should be suspended;

= if there is reasonable indication of possible \iolas of civil or criminal law;

= if Federal action is required to protect the ind¢sef those involved in the investigation;

= if the research institution believes the inquiry iovestigation may be made public
prematurely so that appropriate steps can be tiksafeguard evidence and protect the
rights of those involved; or

= if the research community or public should be infed.

Under 42CFR93, institutes must submit an annuabrtegia the web of any allegations and
findings of misconduct. Both the ORI and NSF issnewsletter that summarizes (highlights)
the results of investigations, newsletters thatlier Canadians interviewed that receive them are

8 ORI Study (2000), op cit. p D-30
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considered informative and useful for learning daboaw to respond to cases. While the NSF
does not generally “name names” the ORI does fmsdtiound to have committed misconduct.

B.3.4 Strengths and Weaknesses

The US system benefits from a Federal Policy teatlear and from a meaningful body of
precedent in support of the definitions used. Ctheesystem identifies an alleged violation, it
generally viewed as working fairly well to reachemd result. Moreover, the use of precise and
limited definitions for “misconduct” is also consiekd an asset to the extent that it provides for
clearer investigations and findings of fact. As amerviewee implied, if the ultimate sanction
involves depriving a person of their career orrthieelihood, you must be precise in defining the
behaviours that they should not be doing — thesydehaviour that you will sanction.

There are a number of weaknesses however, as ieedghy those interviewed. First, the
Federal Policy and Department Codes allow for awersible variance in policies across
institutions which can lead to some difficultieshid has led to discussions of how the lack of
consistency across institutions affects the condoictresearch (especially in cases of
collaborative research involving multiple institiis) as well as the management of research
integrity and misconduct issues. Having differeefimtions, standards and policies across
institutions can lead to problems in multi-instituial collaboration and as institutions interact
with journals and professional societies who mayehtneir own policies. In fact, for over 10
years there have been calls for a revisiting ofrégulated definitions, but there have been no
major changes.

Another weakness is what the system does not cafthis may be because of a lack of
commitment at the institutional level or becausea tdck of resources, or both. In addition, given
that the system is legislated, it is cumbersonsdjast (it would require Congressional action).

The system is also recognized as being deficieat r@sult of the fact that it does not deal with
“conflict of interest”. One of the reasons forghs that the issue of Conflict of Interest is most
often dealt with as a part of the employer-emplosadationship, which relationship is usually
governed by laws at the State level. Finally, imeaases, it is clear that technological advances
are outpacing the ability of the system to keepwifhh identifying and dealing with cases of
abuse.

B.3.5 Conclusions

The United States system for research integrity mmstonduct is a legislated, quasi-criminal
regulatory regime designed to focus attention oa thost serious cases of fabrication,
falsification and plagiarism (FFP). Final authority investigation and sanctions rests with the
major funding organizations, principally HHS throu@RI and NSF through OIG. On the other
hand, detailed policy making, initial inquiriesriieal investigations, education and training are
left to the institutions. As a result, there isrsiigant variation among policies and administratio
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across the country. There seems to be some corssgrau‘Conflict of Interest” (not dealt with
in these policies) is emerging as a larger isswd tleeds to be addressed in the future.
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Research Integrity System Attributes - Germany

RI System: Type 2
National Policy or Code: Yes, Mandated by Commission Report
Reach: Universities and Research Institutes
National Research Integrity Body: Yes, Office of Ombudsman in DFG
Investigation Authority: Home institution
Enforcement/Sanctions: Institutions and DFG

B.4.1 Overview

In 1997, the misconduct case of Prof. Herrmannn thieUIm University, and Prof. Brach at
Labeck University came to light, prompting an inittavestigation of some 37 papers published
between 1988 and 1996 which indicated serious cafséabrication” of results. This led to a
wider, two-year investigation of all 347 scientificicles published by the two researchers which
indicated that the problem was “far more extengivam previously thought”.

This case prompted the appointment of a Commissamnprising 12 members, including 3

international members, to examine the issue ofarebantegrity. The Commission reported back
in January 1998 in a report entitled, “Recommeraetiof the Commission on Professional Self
Regulation in Science: Proposals for Safeguar@ongd Scientific Practice”, making some 16
recommendations for a new German system. One dfeth® a recommendation that all

institutions must create policies in accordancehwecommendations 1 through 8. The eight
recommendations called for:

Basic principles of good scientific practice,

Formulate and teach rules for scientific practiasdal on the above principles,
Adequate organizational structure to manage scjence

Standards for mentoring of students,

Independent mediators for disputes,

Stress originality and quality of work over quaytit

N o o~ w N PF

Secure primary data for 10 years, and
8. Procedures for dealing with allegations of miscardu

With regard to the basic principles of good sci@npractice, the report identified the following:

87 Robert Koenig, “Panel calls Fabrication in Gern@ase ‘Unprecedented”, Science, vol. 277, p 8987)%nd Michael
Hagman, :Panel finds Scores of Suspect Papersrma®eFraud Probe”, Science, vol. 288, p 2106, (2000
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= observing professional standards;
= documenting results;
= consistently questioning one’s own findings;

= practicing strict honesty with regard to the cdmitions of partners, competitors and
predecessors;

= cooperation and leadership responsibility in wogkgmoups;
= mentorship for young scientists and scholars;
= securing and storing primary data;

= scientific publications.

Another set of recommendations (9 through 16) dresked to various actors in the research
systems especially research institutions, learrmeses, scientific publishers and research-
funding institutions.

These recommendations are now at the core of thm&@esystem and have been taken on by
Germany’'s national Granting Council, the Deutsclwrs€hungsgemeinschaft (DFG), which

provides funding for research across all the dismg. The DFG now asks applicants if their

institution has implemented the recommendationgard scientific practice and as a result all

universities and research institutions in Germaayehimplemented their own guidelines as

requested in the DFG document.

The Max Planck Society, although not an organirati@t receives funding from the DFG, has
created a very precise and concise policy for taeagement of good scientific practice and for
dealing with cases of misconduct and which hasexqently become a quasi policy standard for
other institutions. The 13 page document captiteeposition of the following: (1) rules of
good scientific practice, (2) rules of procedurecases of suspected scientific misconduct, (3)
catalogue of conduct to be regarded as scientifsconduct, and (4) catalogue of possible
sanctions or consequences in cases of scientiicanduct.

One aspect of the German system of note is thatugt maintain harmony with academic
freedom, a principle that is enshrined in the bgsanstitutional) law of the state. As one
commentator points out, this has its origins in Bmassian Constitution of 1850 which declares
that "science and its teaching shall be free." Ftloisy Germany observes two related concepts
of Lehrfreiheit(the right of faculty to teach on any subject)e as freedom of scientific research;
and the other is the right of students to attendlectures, and the absence of class roll c&fls.”

8 Ronald B. Sandler, “Academic Freedom in the UnB¢ates” http://www.rbs2.com/afree.ht2000)
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B.4.2 System Attributes
Governancée”

Based on the recommendations of the Commission, D& created the Office of
Ombudsperson, as an independent organization dDH@& The Office acts as an advisory and
mediatory body for questions involving good scinfractice and scientific misconduct.

The Office maintains a team of three scientistp¢aged by discipline), all of whom are
appointed by the DFG Senate for a three-year relolevtarm. The office of the ombudsperson
is assisted by a secretariat that the DFG finalycsalpports.

The roles of the ombudsperson team are to asdegstadns of research misconduct, provide
mediation between the conflicting parties and, pprapriate, refer cases to the appropriate
tribunal if the initial assessment justifies théeghtions. When DFG funding is involved, the
ombudsperson refers the case t®RG Committee of Inquiry on Allegations of Scieatif
Misconduct This Committee, which is appointed by the DFGti@lommitte€’, comprises four
member scientists and up to two experts from thgesti area concerned. It is chaired by the
DFG Secretary General (who does not have a vottjsasupported by legal office of the DFG.
The remit of the Committee of Inquiry is to invegstie allegations of scientific misconduct
carried out by applicants, funding recipients, egxers and members of DFG bodies and to make
recommendations to the DFG Joint Committee, whimtimposes the appropriate sanction.
Once it hears a case and determines that thereele@smisconduct, its findings are forwarded to
the Joint Committee with a recommendation as totgars.

The office will also follow up on allegations ofsearch misconduct involving research that has
not been funded by the DFG. In such instances wher®FG relationship applies, cases are
referred to the research institute concerned.

Definition

In accordance with the recommendations of the Casion, the definitions in the German
system begin with descriptions of what is “goodestfic practice”. These recommendations
have been interpreted in turn by respective irtgiig each of whom have created their own
policies.

The Max Planck Society, which as noted is recogha®a model, has identified three groups of
“good scientific practice”:

8 The following overview draws from the 2008 pubtioa of the European Science Foundation, entitievards of Integrity:
Institutional Approaches to Promote and Safeguasdd@Research Practice in Europe, which providesxagllent survey
and review of the research integrity policies aretpices in 18 countries in Europe.

% The “Joint Committee” is responsible for resedtaiding and policy for the DFG.
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= Regulations governing day-to-day scientific praet{ncluding, for example, observing
discipline specific rules, securing and preservipgmary data, and the rule of
“systematic skepticism);

= Regulations governing relations with colleagues ambperation (including, non-
hindrance of the work of others, active promotidnjumior scientists’ qualifications,
openness to criticism and careful, unprejudicedssaent of colleagues);

= Regulations governing publication of results (imthg publication as a matter of
principle, publication also of falsified hypothese@sid strictly honest recognition of the
contributions of others).

As for research misconduct, it is defined as foow

= False statements, including the fabrication andsiffehtion of data, or incorrect
statements in applications for financial support,

= Infringement of intellectual property, includingagiarism, misappropriation of research
methods or ideas, usurpation of authorship or ¢beaship, or unauthorized publishing
of material not yet published,

= Impairment of the work of others, including the at#ge of research,

= Joint accountability, including active participatioin the misconduct of others,
knowledge of falsification by others, co-authorshup falsified publications or gross
dereliction of supervisory duties.

Administration of Policies

In the German system, the responsibility for théicpes lies with the institutions as do the
administration of the practices in support of thpsécies. One of the recommendations of the
Commission was that each institution should appantelect an Ombudsperson for that
institution to act in cases of conflict on mattefsyood scientific practice. The ombudsperson is
to be available to all concerned on a confideriiggis in any case where there is a suspicion of
misconduct.

Under proposed amendments to the guidelines, iitbgilnecessary for the institution to ensure
that the ombudsperson has no other official respiies or duties at the institution during
their three-year term in the post; this is to redas much as possible any potential conflicts of
interest. In more serious (or more senior) cades,iristitution can refer the case to the DFG
Office of the Ombudspersons.

Prevention and Training

For the most part, education and training in “gsocentific practice” is left to the individual
institutions. It is the view of the DFG Office dfe Ombudsperson that the office should have a
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larger role in prevention and training but that @fice lacks the resources at this time. There is
a need for a “course” on good scientific practicattcould be disseminated to institutions for
their use.

The DFG Office does hold an annual meeting fooalbudspersons as a vehicle to share “best
practices” and lessons learned. This national médion system is admitted to be less than
perfect but it is agreed that it is working reagapavell.

Inquiry and Investigation Procedures

In general, a suspicion of misconduct is reportethé institution, if the institution is adhering t
the Max Planck policy template. For example, at kh@x Planck Institutes, the Managing
Director must be informed and that person mustrinfthe relevant Vice President in writing. If
the Managing Director is implicated, the complainauay notify the Vice President directly. The
local ombudsperson is also available for conswoitadit this early stage.

If there appears to be sufficient indication of coisduct, the Managing Director will notify the
head of the Department of Personnel and Legal i&ffaind notifies the suspect of the
incriminating facts and evidence. The suspect yemitwo weeks to respond. At this stage the
informant’s identity is not revealed without thpgrmission.

On receipt of the response or after the passagigedime limit, the Managing Director and the
Vice President must decide whether a formal ingasiton is warranted. The matter can take one
of three courses at this stage: (1) if the matsenot proved, the preliminary inquiry is
terminated and the suspect is so notified, (Z)af misconduct is proved, the Managing Director
and the Vice President must make a recommendasido e appropriate sanction, or (3) if the
inquiry shows grounds for the suspicion but hasproiven misconduct, they call for a formal
investigation.

The formal investigation is conducted by an inyging committee chaired by the standing
chairperson (not a member of the Max Planck Sogieaypd including the relevant Vice
President, three conciliators from different sawtiand the head of the Department of Personnel
and Legal Affairs. The committee may co-opt scienaxperts to act as non-voting advisers.

The investigation is conducted as an oral heafiihg. suspect has a right to be heard and to be
assisted by “a person whom he or she trusts”. st#tute has a right to be heard. The disclosure
of the name of the informant may be necessaryigtthge to permit the suspect to present a full
defence. Once the decision is made, the decisidrttenreasons must be provided in writing to
the President, the person affected and to theutesti

Enforcement and Sanctions

Typically, the person suspected and found to harentitted scientific misconduct will be an
employee of the institution where the misconductuoed (or where the research was
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conducted). In such a case, the labour law conseggewvould be considered first which could
range from formal reprimand to mutual rescissiothefemployment contract to dismissal.

Academic consequences can include withdrawal adctodal or other degree or withdrawal of
the licence to teach. Scientific publications mbst withdrawn or corrected and in cases of
serious breaches, other affected institutions antepsional organizations would be notified. In
addition, there may be civil law or criminal lawrsequences depending on the nature and
severity of the misconduct.

The DFG itself outlines six possible sanctions rdog findings of misconduct that have
involved DFG funds. These are: (1) reprimand;@h on submitting proposals for a period
from one to eight years; (3) request to pay badeasch funds; (4) request to withdraw
publications (or to publish an erratum/corrigendu(d) ban on acting as a DFG reviewer; and
(6) deprivation of the right to stand for election DFG bodies.

Reporting, Communications and Transparency

Institutions are required to notify the DFG of nm@educt cases that they have investigated and
the three Ombudspersons report annually to the ORE&se reports do not “name names” but

provide an annual statistical report of the nund®t nature of the cases of misconduct reported
and actions taken.

Every three years, the Ombudsperson appears péysah#éhe DFG Senate to provide a more
detailed, personal view of the state of researtdggnity and misconduct in Germany.

B.4.3 Strengths and Weaknesses

The German system, according to those intervieWwedefits from the precision and conciseness
of the basic principles involved, and from the diggions or definitions of what constitutes
“good scientific practice” to the definitions ofreduct to be regarded as misconduct.

The implementation of these principles and prastibas been facilitated by the centralized
nature of Germany’s research system. This has belgful for DFG in establishing a central
Office of the Ombudsman. On the other hand, thec®ffs seen to be overloaded and under-
resourced so that it cannot do all that it mighghwi The Office has indicated that education is an
area deserving of more attention across the syatehthat it would be more active if it had more
resources.

One of the main recognized weaknesses is the ¢ureatment of “whistleblowers”. Whether or
not the allegation is proven, the complainant oftextomes an outcast in their laboratory or
institute and often is forced to move on. That tlsgre is little or no protection for the
whistleblower. There is some suggestion that tefscebncy will be addressed in the new rules
that are under development.
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The commitment of institutional management is @ksen as a weakness. They are often inclined
to sweep these matters under the table ratherdbahwith them. For example, in one case a
senior official noted that “yes, it was plagiaridout we decided not to do anything about it.”

Furthermore, the system does not deal with confiicinterest issues whereby between for
example good scientific practice of the researchadt the needs or desires of an industrial
partner involved in or supporting the research.iAgd is anticipated that the new rules will
include a chapter on conflict of interest.

Finally, the system does not do enough to keepethesters out of the courts. While individuals
must always retain the right to seek the assistaheecourt in a dispute, the courts are not well
equipped to deal with matters of scientific misaactddue to the fact that they lack the scientific
expertise necessary and once the courts get invothhese matters can take up to 10 years to
resolve.

B.4.4 Conclusions

As with many other countries, the current Germastesy emerged out of the need to deal with a
serious, high-profile case of scientific miscondddte DFG created an independent Commission
to investigate and make recommendations for a ésysto deal with issues of good scientific
practice and cases of misconduct. The end resalhaional system that is fairly uniform across
all research institutions in the country and onattls reportedly seen by other European
countries as a model from which to start and adfu#teir own local (national) circumstances.

It should be noted that there is an ongoing rewaétie current system being led by the Office of
the Ombudsmen. Issues under discussion includg: wéaknesses in the systems for the
protection of whistleblowers (it is acknowledgedittthis is an issue that is difficult to solve)) (2
issues of Conflict of Interest, (3) continued dssion of the protection of data (note: Germany
requires that it be preserved for 10 years), andngproved (more) teaching of “good research
practices”. The Office of the Ombudsmen held afe@mce of all institutional ombudsmen
February 14, 15, 2008 in Hamburg to discuss swstiels among other matters.
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Research Integrity System Attributes — Highlights

RI System: Type 2
National Policy / Code: No
Reach: Non-government research organizations / government research
National Research Integrity Body: No
Investigation Authority: Home institution
Enforcement/Sanctions: Home institution, granting councils, regulatory / professional
body
B.5.1 Overview

The formalization of United Kingdom’s policies oasearch integrity and misconduct started on
18 December 1998 when the Director General of tleseRrch Councils and the Chief
Executives of the UK Research Countiissued a joint statemet$afeguarding good scientific
practice”.”> The Statement outlines general principles to @wgientific misconduct and
elements to ensure sound scientific conduct, arfthd#t oriented subsequent policies towards
“research integrity” as opposed to “research midaoti. For example, ten years later in 2008
the Research Councils UK (RCUK) prepared a pulsicsaltation documen€ode of Conduct
and Policy on the Governance of Good Research Gunduategrity, Clarity, and Good
Management The purpose of the consultation document watadditate a review of UK’s
policies on research integrity and misconduct. RIG#JK is expected to release its report in the

beginning of 2004°

The biomedical and health field has spearheadedJtgolicy landscape governing research
integrity. The two main research integrity orgamians are: the Research Councils UK
(RCUK), an umbrella organization of seven reseamahincils, and the UK Research Integrity
Office (UKRIO) hosted by The Universities UK. Ofet seven research councils of the RCUK,
the first council to issue a policy on researclegnty was the Medical Research Council. The
main support for the UKRIO is from government ahd major regulators and funders of health

%1 There are eight chief executives representings ArtHumanities Research Council, Biotechnology &IBgical Sciences
Research Council, Council for the Central Laboratifrthe Research Councils, Engineering & PhysBménces Research
Council, Economic & Social Research Council, MetiRasearch Council, Natural Environment ResearchnCib, and
Particle Physics & Astronomy Research Council.

%2 The Statement is availabletstp://www.ukoln.ac.uk/projects/ebank-uk/docs/stifenpractice.doc

9 Examples of Research Integrity Policies sincelthiat Statement:

¢ Medical Research Council, Good Research Praciiiginal version in December 2000, and updateSiaptember 2005;

¢« Wellcome Trust, Guidelines on Good Research R&dirst published in January 2002, and updatedavember 2005;

« Engineering and Physical Sciences Research p@hdde to Good Practice in Science and EngingeRasearch, 2002-
2006; and

* Biotechnology and Biological Sciences ResearchrCib, Statement on Safeguarding Good Scientifecice, June 2006.
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and biomedical research. It is also a part ofUkePanel for Research Integrity in health and
biomedical science¥.

The research integrity policies of the RCUK and th€RIO are not backed by legislation.
Policies that are backed by legislation in the UK professional accreditation bodies, such as
the General Medical Coungilwhich regulates medical doctors. In the biomedaad health
field, there is also the Medical Schools Counciiakhis concerned with medical undergraduate
education, health related research, and the icereth the health service and postgraduate
education and trainin. As UK’s national health service is devolved tayiomal/local
jurisdictions, guidance in health care researchamtes of practice differ. For biomedical and
health, these policies apply to researchers in tahpublic and private sectors.

Other aspects that affect research integrity pedicin the UK include the Committee on
Standards in Public Life which requires individuais a public office / serve on public

committees (e.g., board member of UKRIO) to declang interest they may have, and the
Freedom of Information and Privacy Act.

B.5.2 Introduction to the System

There is no single oversight organization, no meticstandards, and no single law concerned
with research integrity in the UK. Like Canadae trarious policies, codes and guidelines that
shape the core of the oversight system in the dnmgdom, implicitly recognize that the
responsibility for responding to allegations of amisduct resides with the institutions where the
research is conducted. Institutions respond &gations in accordance with their own policies
for addressing research integrity and miscondutichv have been developed with guidance
from the RCUK, UKRIO, other granting organizatio(es.g., Wellcome Trust), professional
accreditation bodies (e.g., General Medical Colnaild, or regional / local policies (e.g.,
National Health Service).

Granting (research) councils are typically explicitrequiring institutions who receive their
funds to have research integrity policies in plasea condition of funding, whereas others are
more implicit by focusing on the individuals (sdissts, visiting researchers) it funds to follow
the policies/procedures outlined by the researchanfag) councils. The biomedical and health
field is a good example of this variance from esiplio implicit. The Wellcome Trust explicitly
states that "each host institution must have icel@rmal written procedures for dealing with
allegations of research misconduct against itsf stafl students.” The Biotechnology and
Biological Sciences Research Council (BBSRC) ondtieer hand is implicit by stating that
individuals must follow policies. These may includsearchers, fellows and scientific support
staff at higher education institutions, or insiitas funded by the BBSRC, administrators at
higher education institutions, any person involieBBSRC's peer review process.

% UK RIO web sites http://www.universitiesuk.ac.uk/AboutUs/Associated@nisations/Pages/UKRIO.aspxand
http://www.ukrio.org.uk/home/index.cfm

9 Seehttp://www.gmec-uk.org/

9 Referencenttp://www.chms.ac.uk/
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Misconduct is treated as employee misconduct. i#Rgndouncils may have contractual
agreements requiring them to be informed of misoohdand/or to be involved in an
investigation. Regulatory and/or accreditationibsdnay also have an interest, but in the end it
is up to the employer.

The Research Councils UK (RCUK) and the UK Resedrdbgrity Office (UKRIO) in
particular are attempting to consolidate the varigwlicies, codes and guidelines. Over the
period from July to October 2008, the RCUK conslltgth the UK research community in
much the same manner as this project for the Canafesearch Integrity Committee (CRIC)
and Health Canada which acts as a secretariat t€.CRhe intent of the RCUK consultation
exercise is to bring together all codes (e.g., Maldresearch Council, Engineering and Physical
Sciences Research Council), however the consotldebele is not intended to displace any
individual subject matter codes as they may needetwelop their own protocols further in
regards to unique requirements specific to theldfi The RCUK is expected to release its report
in early 2009.

The UK Research Integrity Office (UKRIO) is also nkmg on measures to further develop
UK’s research integrity system including procedufes the investigation of misconduct in
research (released in August 2008), code of pedbicresearch, research integrity helpline, and
awareness, prevention and training. The UKRIO tedRCUK along with other organizations
(e.g., Wellcome Trust, Association of Medical ReshaCharities, Higher Education Funding
Councils) are collaborating on their common goafutdher develop UK'’s policies and systems
on research integrity and misconduct.

The Committee on Publication Ethics (COPE) is nw@d in this overview as its codes and
guidelines complement the work of the RCUK andi&RIO. COPE was established in 1997
or one year prior to the Joint Statement. COPEpublished a Code of Conduct, Guidelines on
Good Publication Practice, and as indicated orr tveb site, flowcharts on how to handle the
more common publication misconduct probleths.

B.5.3 System Attributes
Overview of Guidelines and Standards

The main organizations concerned with researchgiitye policies, guidelines and standards

include the Research Councils UK (which represset®n research councils), the UK Research
Integrity Office, medical research charities (eglellcome Trust), and the Committee on

Publication Ethics. We describe below each of thag@anizations and their research integrity
policies, guidelines and standards.

97 Seehttp://publicationethics.org/
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The Research Councils UK(RCUK) is a strategic partnership of the UK's seWesearch
Councils. According to the RCUK web sftetogether the Research Councils invest around £2.8
billion in research each year covering the fullcdpem of academic disciplines from the medical
and biological sciences to astronomy, physics, dteynand engineering, social sciences,
economics, environmental sciences and the arthanmnities. UK’s seven Research Councils
are funded by the Department for Innovation, Ursitess and Skills (DIUS). Typically,
research integrity policies and codes are includefdinding agreements between the Research
Council and the researcher.

The Research Councils UK (RCUK) was established2@®2 to "optimise the ways that
Research Councils work together to deliver thealgoto enhance the overall performance and
impact of UK research, training and knowledge tfansnd to be recognised by academia,
business and government for excellence in resesgyohsorship." Each of the seven Research
Councils noted above is an equal partner in the RCUhe RCUK is governed by the RCUK
Executive Group comprised of the chief executiveshe seven Research Councils. A small
Secretariat supports the RCUK.

As noted above, the RCUK prepared a consultati@uihent in 2008 that served as a basis for
soliciting comments and suggestions for moving EmiWUK’s research integrity and misconduct
system. The document outlines a policy for theegpance and management of good research
conduct and research ethics, a code of conduarfsuring good research conduct and research
integrity (including a definition of misconduct),n@& procedures for the reporting and
investigation of allegations of misconduct or periance below acceptable levels of good
conduct. The document asks the UK research contyntmcomment on six key questions as
follows:

= The overall policy statement and any additionsmeadments needed

= The code of conduct: including whether this neenlsbé expanded, re-focussed or
developed in any way

= Suggested guidance on desirable management arranggem research organisations

= General guidance on procedures for reporting amdsiigating complaints, identifying
any key weaknesses without making the guidancdyopegscriptive

= The need for a central repository of informationcaises of proven misconduct, and how
this might be established and managed

= The need for a national advisory body on a volynbesis to establish common guidance
on codes of conduct, desirable management systemssure best practice, procedures
for dealing with problematic cases, sanctions/gesgafor varying failures in conduct.
Such a body might also oversee and advise on igegisins into serious allegations of

9% RCUK web sitehttp://www.rcuk.ac.uk/default.htm
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misconduct, and liaise with non-UK national authes on cases of cross-border
misconduct?®

The intent of the consultation exercise, as notexVe, is to develop a consolidated code without
displacing any individual subject matter codesnafividual Research Councils. The RCUK is
expected to release its report in early 2009.

We profile below the research integrity policiesdasodes pertaining to each of UK’s seven
Research Councils that are in addition to thoskided in the funding agreements, followed by a
profile of the consolidated policies and codeshef RCUK.

= Arts and Humanities Research Council (AHRR focuses on research integrity (as
opposed to misconduct). In December 2008 it reléaCode of Practice for Council,
Committee Panel, Peer Review College and Advisoou@GMembers® According to
AHRC, its Code is based upon the principles of puife as set out by the Committee on
Standards in Public Life. The AHRC also has pekcicovering fraud, complaints,
appeals, whistle blowing, privacy and access teaes$ outputs.

= Bijotechnology and Biological Sciences Research EbyBBSRC%): also focuses on
research integrity. For example in April 2003 evised itsJoint Code of Practice for
Researcl® and in June 2006 it issuedStatement on Safeguarding Good Scientific
Practice The BBSRC also has policies on access to raseanputs and on the use of
animals in bioscience research.

= Engineering and Physical Sciences Research Co(ERBRC®): like other Research
Councils focuses on research integrity. In 200@ublished auide to Good Practice in
Science and Engineering Researcfhe EPSRC also has policies on general complaint
complaints about the peer review process, allegst@ scientific misconduct, whistle
blowing, and a code of practi@&for those who assist in the work of the EPSRC.

= Economic and Social Research Council (E$®Calso focuses on research integrity and
publishedResearch Ethics Framewoik 2005. As noted on ESRC's web site, five
regional workshops were held to consider issues @ogide practical assistance to
applicants and managers.

= Medical Research Council (MR®): was the first research council to publish pelcon
research integrity. Its first Rl publication was1997 when it releasédRC Policy and
Procedure for Inquiring into Allegations of ScidiiMisconduct In 2000, it published

% Research Councils UKGode of Conduct and Policy on the Governance ofd@esearch Conduct: Integrity, Clarity, and
Good ManagemenPublic Consultation Document, July — October 2008

100 AHRC webhttp://www.ahrc.ac.uk/Pages/default.aspx

101 AHRC's Code is available attp://www.ahrc.ac.uk/About/Documents/Code%200f%2@Rce. pdf

102 BBSRC webhttp://www.bbsrc.ac.uk/

103 |ssued jointly by the BBSRC, the Department foriEsnment, Food and Rural Affairs, the Food Staddakgency and the
Natural Environment Research Council.

104 EPSRC welhttp://www.epsrc.ac.uk/default.htm

15 EPSRC’s Code is based upon the principles of pllifdi as set out by the Committee on Standarduinlic Life.

106 ESRC welhttp://www.esrc.ac.uk/ESRCInfoCentrefindex.aspx

107 MRC webhttp://www.mrc.ac.uk/index.htm
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Good Research Practicand later revised it in 2005. The MRC also hakc@s on
complaints, data protection, freedom of informatoa privacy.

= Natural Environment Research Council (NE has issued an Ethics Poli€ywhich
includes a statement on honesty and integrity. NBE&RC has also developed three
guides Planet Earth authors guigeCommunicating your ideasand Science and the
medig to help researchers communicate their scieneenmer audience.

= Science and Technology Facilities Council (STHC published a Health and Safety
Policy in 2008. Policies and codes pertaining égearch integrity are included in
funding agreements.

The UK Research Integrity Office (UKRIO), as indicated on its web sité is an independent
advisory body, hosted by Universities UK. Estdi#d in 2006 the UKRIO is supported by
government and the major regulators and fundetseafth and biomedical research. Although
the UKRIO was originally established with a focus bealth and biomedical research, it
considers its work to be relevant and applicablaltdields. The UKRIO, as with the RCUK
and the Research Councils, emphasizes researghityi@s opposed to misconduct. It aims to:

= Promote high standards of integrity in the lead@rsgovernance and management of
health and biomedical research across the uniyeasi NHS (National Health Service)
sectors;

= Provide practical support to employers and thearesecommunity in the prevention and
effective management of research misconduct; and

= Provide advice and guidance to people wishing tiseraconcerns about possible
misconduct in researcfy

The UKRIO’s programme of work, as noted on theibve#e, includes a number of interesting
aspects such as:

= Research Integrity Helpline: provides “confidentlvice and guidance to anyone with
concerns about the conduct of research or who vslved in the investigation of
allegations of misconduct in research.”

= Register of Advisers: consist of “experienced imdlials, knowledgeable about the
various aspects of research integrity, who offadaace in relation to specific queries
and who are available to join an institution's stgation panel if required.” All
registered advisers follow the principles outlineg the Committee on Standards in
Public Life.

= Procedure for Investigating Allegations of Resealisconduct: the UKRIO recently
published (August 2008) a “step-by-step manualtiier investigation of allegations of

108 NERC webhttp://www.nerc.ac.uk/

109 NERC Ethics Policy is available http://www.nerc.ac.uk/publications/corporate/docuiséethics_policy.pdf

10 STFC webhttp://www.stfc.ac.uk/Home.aspx

11 UKRIO webhttp://www.ukrio.org.uk/home/index.cfm

112 From Universities UK wehittp://www.universitiesuk.ac.uk/AboutUs/Associated@nisations/Pages/UKRIO.aspx
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misconduct in researchi®® In addition to describing the procedure, the doent
includes several annexes covering principles téobewed, definitions (including what
constitutes misconduct in research), forms for camicating with the UKRIO, operation
of the screening panel, investigation panel, comoations and record-keeping, and
three flowcharts covering informal resolution, srieg, and formal investigation.

= Education and Training: involves “working with uensities and other research
organisations to provide education and traininghm principles of the good practice of
research and the use of UKRIO’s Procedure for ligy&sng Allegations of Misconduct
in Research.” The first courses are planned te fdkce at King’'s College London in
April and June 2009.

Medical Research Charities - Wellcome TrustThe Association of Medical Research Charities
(AMRC™4, as noted on its web site, is a membership orgdipn of the leading medical and

health research charities in the UK. The AMRC had4 member charities that contributed
approximately 800 million in 2006/07 to medical @asch. We highlight below the research
integrity policies of one of AMRC's members: ThelM@me Trust.

The Wellcome Trust is an important player regarditkds research integrity system. It has been
collaborating with the UKRIO, the RCUK and otheosadvance UK'’s policies and systems on
research integrity and misconduct. As indicateditsrweb site, The Wellcome Tra$tis an
independent charity funding research to improve dnumnd animal health. Established in 1936
and with an endowment of around £13 billion, ithe UK's largest non-governmental source of
funds for biomedical research. The charity fundgidy £600 million each year both in the UK
and internationally.

In January 2002 it published Guidelines on GoodeBesh Practice, Including a Statement on
the Handling of Allegations of Research Miscondtfctand later updated the Guidelines in
November 2005. The document includes guidelineg@wd research practice (including the
storage of research data), statement on the hagndlinallegations of research misconduct
(recipient organizations of Wellcome Trust grants eequired to have in place formal written
procedures for the handling of allegations of reseamisconduct), and procedures for
investigation of research misconduct by the Welledirust.

The Committee on Publication Ethics(COPE*"), as indicated in its web site, was established
in 1977 as a registered charity in the UK. It i$oeum for publishers and editors of peer-
reviewed journals to discuss issues related toritegrity of work submitted to or published in
their journals. Four cases of misconduct in tleeradical field was the original impetus behind

113 UK Research Integrity Office, Procedure for thevestigation of Misconduct in Research, August 2GG&ilable at
http://www.ukrio.org/resources/UKRIO%20Procedure$%2%20the%20Investigation%200f%20Misconduct%20infRe0
search.pdf

114 AMRC webhttp://www.amrc.org.uk/HOMEPAGE/Default.aspx?Nav881

115 The Wellcome Trust wehbttp://www.wellcome.ac.uk/index.htm

116 Wellcome Trust Guidelines on Good Research Practic are available at
http://www.wellcome.ac.uk/stellent/groups/corposa @policy communications/documents/web documed®02754.
pdf

17 COPE welhttp://publicationethics.org/
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the formation of COPE. Today, it has over 5200 fpers from all continents, up from 600
members when it started over a decade ago. COR&Bbership is composed primarily of
Editors-in-Chief of scientific journals. Other mbears include companies and individuals
interested in publication ethics. COPE documesgitsted to research integrity include:

= COPE Code of Conduct

= Code of Conduct for Editors of Biomedical Jourfils

= COPE Best Practice Guidelines for Journal Edfitrs

= Guidelines on Good Publication Practfdgand

= Flowcharts for editors to follow when they suspeablication miscondutt®
Definition
The definition of research misconduct is very samdcross the RCUK, UKRIO, Wellcome Trust
and COPE. As indicated in the figure below eachhef main research integrity organizations
includes the same components of misconduct, eéridation, falsification, misrepresentation,
plagiarism, management and preservation of datapanthry materials, and breach of duty of

care. The most detailed definition of miscondscoutlined in the RCUK’s public consultation
document?®

Figure 16: Elements of research misconduct definitins, UK

Wellcome

Components of Misconduct RCUK UKRIO Trust COPE
Fabrication v v v 4
Falsification v v v v
Misrepresentation v v v 4
Plagiarism v v v 4
Management and preservation of data and primary v v v n/a
materials

Breach of duty of care v v v n/a

Administration of Policies

The responsibility for the administration and masragnt of research integrity policies rests with
the institution, e.g., university, research ingéfthospital. Oversight organizations (e.g., RCUK,

118 Available athttp:/publicationethics.org/files/u2/New_Code.pdf

119 Available athttp:/publicationethics.org/files/u2/0Old_Code_obr@uct_0.pdf

120 Available athttp:/publicationethics.org/files/u2/Best_Practjmif

121 Available athttp:/publicationethics.org/static/1999/1999pdfif.

122 pvailable athttp://publicationethics.org/flowcharts

123 see Research Councils UBpde of Conduct and Policy on the Governance ofd@®esearch Conduct: Integrity, Clarity,
and Good Managemerublic Consultation Document, July — October 2¢i}8 6-7.
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UKRIO) provide guidance on the development, adrai®on and management of research
integrity policies. As in Canada, the larger ingitons and those that manage a large number of
research grants have developed their own poliaieshave the research integrity infrastructure
in place. Smaller institutions on the other hagnbltto adopt, as their policy, the policies of the
oversight organizations.

Prevention and Training

In general, education and training on good reseprahtice is left to the individual institution.
For example, the RCUK’s Training and Mentoring Piels advises that research institutions
should have training and mentoring proceduresacelall relevant staff should be aware of the
procedures and how any cases should be reportedihan standards should be applied in
publication of materials, preparation of conferepegers, and so forfi? The Wellcome Trust
indicates that all grant recipients are expectelatee in place systems that allow students and
new researchers to understand and adopt bestgascis quickly as possible, and that all
researchers should undertake training in good relsgaactice$®

The focus of UKRIO’s efforts, as with other orgaatinns concerned with research integrity in
the UK, is on avoiding misconduct in the first @acEducation and training efforts, therefore,
represent a key part of UKRIO’s programme of workhe efforts focus on defining what
constitutes research misconduct, making sure tkatarchers understand how to avoid
misconduct, and assisting a research instituticedtapt good research practices. At the present
time, education and training is contracted out tog§é College London, with the first courses
scheduled to take place in April and June 2009.

Inquiry and Investigation Procedures

The preference in the UK is to avoid miscondudiia first place, which is why the RCUK and
the UKRIO in particular are focusing on educatitsajning and prevention. However, once an
allegation of misconduct is made, the responsybfir the inquiry and investigation rests with
the institution, as indicated in UKRIO’s procedui@ the investigation of misconduct in
researctf®, the Medical Research Council’s policy and procedor inquiring into allegations
of scientific misconduct’, and the Wellcome Trust's statement on the hagdiirallegations of
research miscondué. If the case constitutes a serious miscondugt,(EFP), employers are
urged to notify the appropriate regulatory / acitegbn body (e.g., General Medical Council).

124 Research Councils UKGode of Conduct and Policy on the Governance ofd@®esearch Conduct: Integrity, Clarity, and
Good ManagemenPublic Consultation Document, July — October 208 1.

125 \Wellcome TrustGuidelines on Good Research Practice, includingeBtent on the Handling of Allegations of Research
Misconduct London: Wellcome Trust, updated November 2003, p.

126 YK Research Integrity Officd2rocedure for the Investigation of Misconduct irs€&rch August 2008.

127 Medical Research CounchMRC Policy and Procedure for Inquiring into Allegmis of Scientific Misconduct997.

128 wellcome TrustGuidelines on Good Research Practice, includingeBtent on the Handling of Allegations of Research
Misconduct London: Wellcome Trust, updated November 2005.
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An interesting lesson for Canada is the UKRIO'pheé. The helpline is operated by UKRIO’s

register of advisers, who are experts in resedtihsand misconduct, covering different subject
areas from institutions across the country. Inpkag with the principles of UK’s Committee on

Standards in Public Life, all advisers declarertivdgerest before they can provide advice on the
helpline. Perhaps one downfall is that the hefplitoes receive a significant number of calls
from the general public inquiring about an issue¢ reated to research integrity, e.g., poor
surgery, in which case the caller is directed eo@eneral Medical Council who regulate doctors.

Respondents from the UK also noted that a sigmficaumber of allegations result from a
breakdown in working relations, and have nothingdtowith research integrity. In the UK,
malicious allegations are not considered to be arebe misconduct. For example, the
mistreatment of subordinates is a questionablearekepractice, but it is not defined as
misconduct.

The UK does have in place legislation to protecistid blowers. All UK respondents indicated
that whistle blowers who make allegations in goadhf should be protected. However, in
practice it is often the whistle blower who getsaal reputation.

Enforcement and Sanctions

Generally, the enforcement and the applicatioraatsons is the responsibility of the individual
institution. Sanctions should be in line with tberiousness of the misconduct. In cases of
serious misconduct where the appropriate reguldt@npfessional body has been notified, that
body can choose to impose a legally binding sancsach as removal of a doctor’s licence to
practice.

The role of oversight bodies such as the RCUK &edUKRIO is to provide guidance, advice,
codes of practice, etc. Examples of sanctions tiikeh by the UKRIO range from
retraction/correction of articles in journals, vdtAwal/repayment of funding, to notifying
patients/patients’ doctors of any potential medisalies that may arise and/or notification of
misconduct to regulatory bodiéd The Wellcome Trust has a similar list of possisanctions
that range from a letter of reprimand, withdrawélfunding to barring of the Trust-funded
researcher from applying for Trust funds for a giyeeriod and/or discussion with the host
institution on the implementation of appropriateaiflinary action'>°

Reporting / Communications and Transparency

There is no central register in the UK where casfemisconduct can be filed. One of the
guestions posed by the RCUK in its consultation wWie research community was whether or
not there should be a central repository of infdraomaon cases of proven misconduct, and how

129 YK Research Integrity OfficeProcedure for the Investigation of Misconduct irs&arch London: Universities UK, August
2008, p. 49.

130 wellcome TrustGuidelines on Good Research Practice, includingeBtent on the Handling of Allegations of Research
Misconduct London: Wellcome Trust, updated November 2008, p.
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this might be established and managed. As notditredhe RCUK is expected to release its
report in early 2009.

Opponents of a central repository have noted thatddition to privacy issues, there are also
ethical and legal concerns with the publicationtheé information. Like Canada, privacy issues
prevent Research Councils from exchanging inforomatvith another.

Times Higher surveyed 105 UK institutions using BEreedom of Information Act. They found
73 cases of alleged misconduct were investigatéadam 2004 and 2006. Of these, 25 were

upheld, 37 were dismissed, and 11 cases areetitlipg***

B.5.4 Strengths and Weaknesses

The UK system’s strengths are threefold. Firsgspects self-governance and academic freedom
while at the same time supports comparable and abbip policies across the main
organizations concerned with research integrityglly the RCUK and UKRIO). Second, the
level of cooperation and collaboration betweenntiaén research integrity organizations (RCUK,
UKRIO, medical charities such as Wellcome Trust] @OPE) is very good, and appears to have
effectively led to comparable and compatible regeamtegrity policies, while at the same time,
having the flexibility for individual fields (e.gmedical through the Medical Research Council)
to tailor policies, codes and guidelines. Third #re various support activities of the UKRIO
including its helpline, register of advisers, agldigation and training initiatives.

UK’s weaknesses include first, the lack of a unifsystem which means that identical cases can
be treated differently by different institutionsSecond, privacy issues prevent one institution
from sharing information with another, which me&mst a person can move from one institution
to another without the new institution knowing iiete was misconduct in the previous
institution.  Third, is no requirement to reportsea of misconduct nor is there a central
repository where cases, even if they were repociaal be filed.

B.5.5 Conclusions

Both Canada and the UK have a tradition of selfegpance and academic freedom, and both
face similar constraints such as privacy concefftsere are useful lessons for Canada from the
system in the UK. In particular, the level of ceogtion and collaboration of the various
oversight organizations (e.g., RCUK, UKRIO, medichérities such as Wellcome Trust, COPE)
has led to compatible and complementary policiesles and guidelines, the UK’'s outreach
efforts notably the programme of work of the UKRWich includes a helpline, register of
advisers, and education and training initiatives.

131 Times Higher (Phil Baty), “Plagiarists Face Claropu”, December 8, 2006, and Times Higher (Phil Rativeryone is a
Loser in a Misconduct Case”, December 8, 2006.
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Research Integrity System Attributes - Highlights

RI System: Type 3
National Policy / Code: Yes
Reach: Universities and government research organizations
National Research Integrity Body: No
Investigation Authority: Home institution
Enforcement/Sanctions: Institution and Granting councils
B.6.1 Overview

Australia’s research integrity and misconduct syskas undergone two phases of development
since first establishing guidelines in 1990. Thistfphase involved the creation of the 1997 Joint
Statement from NH&MRC (National Health and Medidaesearch Council) and AVCC
(Australian Vice Chancellors’ Committee) which wdsveloped to replace the original two
statements from 1993% These statements and the new guidelines had heediiced to assist
institutions in developing their own procedures apddelines, by way of a comprehensive
framework of minimum acceptable standards.

The second phase was prompted in part by a magerafamisconduct in 2001, which resulted in
Australia introducingrhe Australian Code for the Responsible ConduBesfearchn 2007. The
case involved Dr. Bruce Hall and was instigatedfdayr whistleblowers who had collectively
raised some 450 separate allegations. Five yetas dad after 18 inquiries at a cost of $10
million there had still been no resolution of theese. With no charges laid, and no firings, Dr.
Hall continued work as a doctor and a scientist,vaith his research funding all but dried up.
This case led to the creation of a Working Grouap|uding the NH&MRC, the AVCC, which is
now Universities Australia (UA), and the AustraliResearch Council (ARC), in 2003 to review
the 1997 Joint Statement and Guidelines to makemmewndations for a new Code. The
consultations undertaken by the Working Group thteough to 2006.

This national 40 page Code is now at the core dftralia’s system, and is being implemented
and administered at the institutional level. Withany national oversight body, the institutions
rely fully on the code for addressing cases of omstict. The funding agencies, for their part
reserve the authority to remove funding, in cagesisconduct.

The code, and research integrity in general, hesived strong interest and support at the
political level. The Minister of Innovation, Indugt Science and Research, the Honourable
Kim Carr, spoke at a Workshop organized by his depent in September 2008, entitled

132 The initial guidelines were comprised of (1) tt&tdtement on Scientific Practice” of the NH&MRC g the “Guidelines
for Responsible Practice in Research and ProbléResearch Misconduct” of the (AVCC),
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“Managing Serious Research Misconduct”. At thatetine noted the “excruciatingly slow
development of the Australian Code” and indicated tain concerns that he hoped to see
addressed. The first concern related to process:

“My concern is that while researchers and univesitan sort out their
differences 90 to 95 percent of the time, theraaseffective mechanism
for handling the 5 to 10 percent of cases thatgintractable.

And,

“We need to give scholars an avenue of appeal wleyive come to the end
of the line with their university — without involwg them in costly,
acrimonious and potentially scandalous legal acfidms could be a research
ombudsman, a tribunal, or an office of researobgrity.”**?

B.6.2 System Attributes
Overview of Code

The Code states that its purpose is:

“to guide institutions and researchers in respdesibsearch practices. In
describing good practice, this Code promotes iitiegn research for

researchers and explains what is expected fromargsers by the

community. In providing advice on how to manageatapes from best
practice, this Code assists researchers, admiioigrand the community
in this important matter:®*

The Code is divided into two major sections. IntFathe principles and practices for
encouraging the responsible conduct of researchinftitutions and researchers are set
out. This includes guidelines on the following:

= general principles of responsible research;

= management of research data and primary materials;
= Supervision of research trainees;

= publication and dissemination of research findings;

= authorship Peer review;

= conflicts of interest; and

collaborative research across institutions.

133 Honourable Kim Carr, “Address to Managing SeriResearch Misconduct Workshop”, 18 Sep 2008
134 pustralian Code for the responsible Conduct ofei@esh, 2007, p. 1.
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Part B provides a framework for resolving allegasioof breaches of the Code and
research misconduct, addressing the responsibilitfieboth institutions and researchers.
Included are guidelines on breaches of the Coderasconduct in research; concepts and
definitions; responsibilities; and a framework fesolving allegations.

Governance

As discussed above, the Code was jointly developgdthe NH&MRC, the ARC and
Universities Australia (UA). It applies to all reseh supported by those two funding bodies and
has the support of UA, and by extension all of Aal&’s university that it represents. As in
Canada, the governance and administration for trethpromotion of good research practices
(research integrity) and for the management ofdires of the Code (research misconduct) is the
responsibility of the institutions.

There appears to be some inconsistency in thecapipin of the Code across institutions. This
may be blamed in part on the Code itself: on the band, the Code is drafted in a way that
seems quite prescriptive (for example, there areyntases where it indicates that “institutions
must do ..."); on the other hand, the Code is preskater all as a set of guidelines that are not
obligatory to follow. Then, as in Canada, the innpémtation of the Code is linked to the
continued right to receive funding from the natioagencies.

Definition

As noted above, the Code begins in Part A witht@fspositive requirements; that is, the Code is
designed to encourage responsible research and imgifutions to create the appropriate
research culture to foster it. More specificallye tCode defines what is meant by a strong
research culture:

“A strong research culture will demonstrate:

= honesty and integrity

= respect for human research participants , aninmaldlae environment
= good stewardship of public resources used to caneésearch

= appropriate acknowledgment of the role of othenggearch

= responsible communication of research results.”

The Code establishes two (2) levels of violatior{$) the term “Breach” refers to less serious
deviations from the Code that are most appropyiatahedied within the institution; and (2) the
term “Research Misconduct” is defined as involvigL of the following: (a) and alleged
breach of the Code, (b) intent and deliberationklessness or gross and persistent negligence,
and (c) serious consequences, such as false informan the public record, or adverse effects
on research participants, animals or the envirotmen
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“Breaches” are described in the following termsSpécific actions or omissions that constitute
breaches of this Code, but lack the seriousnesson$equence or willfulness to constitute
research misconduct. Such breaches should be rethddi counseling or advice. Their
repetition or continuation may, however, lead torenserious consequences and may constitute
research misconduct.”

For “Research Misconduct”, the Code identifies thidowing types, without claiming to be a
complete list:

= fabrication of results

= falsification or misrepresentation of results

= plagiarism

= misleading ascription of authorship

= failure to declare and manage serious confliciatefest
= falsification or misrepresentation to obtain furglin

= conducting research without ethics approval asireduby the National Statement on
Ethical Conduct in Research Involving Humans arel Alustralian Code of Practice for
the Care and Use of Animals for Scientific Purposes

= risking the safety of human participants, or théilveégng of animals or the environment
= deviations from this Code that occur through grarsgersistent negligence
= willful concealment or facilitation of research misduct by others'®

Administration of Policies

Both Parts of the Code are to implemented and adtaned by institutions, that is the institution
must put in place policies and procedures to déthl the Part A “positive” aspects of the Code
and to deal with the Part B “negative” aspects.

With regard to the the promotion of responsibleeagsh practices, each institution must have a
policy in place to promote all guidelines and l&gisn related to the conduct of research and, at
a higher level, “maintain a climate in which respiale and ethical behaviour in research is
expected”. Beyond that, the administrative poliaysinthen deal with the substance of the eight
Chapters included in Part A, as noted above.

With respect to Part B, that administrative framgwie more precisely defined. The CEO of the
organization where the alleged misconduct has tgkace retains the responsibility for the
process. In the case of a university, the CEOasvike Chancellor. In addition, each institution
must appoint a “designated person” who receivestemriallegations, conducts a preliminary

135 Australian Code for the Responsible Conduct ofe@esh, 2007, Box B.1, p. 10.2.
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investigation and provides advice to the CEO alsaw to proceed. The designated person has
essentially four (4) choices for that advice: (i¥miss the allegation, (2) deal with the
misconduct under other provisions (for exampleBh&erprise Agreement) unrelated to research
misconduct, (3) refer the allegations back to teeadtment with instructions as to how they
should be handled, or (4) investigate the matt@uilh a research misconduct inquiry.

If the advice is to investigate through a formajuiy, the designated person should advise as to
whether the inquiry should be internal to the tugion or external.

In addition to the designated person, instituti@me to appoint one or more “Advisers in
Research Integrity”. These Advisers are to proadeice to a staff member who is unsure about
a research conduct issue and who might be consglerhether or not to make an allegation.
These Advisers “should be people with research resqpee, wisdom, analytical skills, empathy,
knowledge of the institution’s policy and managemstructure, and familiarity with the
accepted practices in research.” Of course thepatagct in any case where they might have a
conflict of interest and they do not participatairy investigation or inquiry.

Prevention and Training

The Australian Code is based on the concept ofctieation of a positive environment for
research integrity at each institution and, asdateove, the administration of the Code is left to
the institutions. Therefore, as might be expedigele is some variance across institutions.

It was noted that this process is mostly done thinotmentoring” systems that teach and instil
“good practices”. And while there is a centralizedining course for research ethics, similar
resources have not been set aside for such a ctarsesearch misconduct. Some of those
interviewed felt that this could be a role for anttal or national body that perhaps also had
responsibility for collecting data and informatiand, perhaps, for an appeals process.

As with discussions in other countries of “preventieducation and training”, there is debate in

Australia as to the efficacy of such programs. €hee some simple questions that appear to be
difficult to answer: Who do you teach? What do yeach them? When do you teach them?

What will they remember? While the initial respasnise these questions may seem obvious (e.g.
We should teach graduate students as they beginrésearch careers) respondents, including

academics in the research integrity field, do mpea as to the most effective approaches.

The Code itself attempts to answer some of thesstos. In Part A, the Code notes that “it is
important that institutions provide induction, falhtraining and continuing education for all
research staff, including research trainees.” Rin#here is some agreement that, at the least,
simple processes could be taught; for exampleutigeof lab notebooks, the retention of data,
and, what to do if one suspects misconduct.
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Inquiry and Investigation Procedures

The steps to be taken in pursuit of an allegatiensat out in the Code in significant detail. The
following Figure is an extract from the Code of 8teps to be taken.

Figure 17: Inquiry and Investigation Procedures inthe Australian Code

“Anyone who is concerned that a researcher has not acted responsibly must take action in a timely manner in
accordance with this Code and the institution’s policy.

The institution has appointed a number of senior staff to act as advisers in research integrity. An adviser can be
approached in confidence to discuss the issue of concern. The adviser will discuss the matter, the Code and the policies
of the institution, and explain the options for taking action.

It is preferable that, in the first instance at least, complaints and allegations are dealt with at the departmental level.
However, if circumstances make this difficult or not possible, the adviser will suggest other approaches.

If the complaint cannot be handled to everyone’s satisfaction at the departmental level, a formal complaint or allegation
must be made in writing to the designated person appointed to this role by the institution.

The designated person must advise the CEO or their delegated officer whether a prima facie case exists, and how to
proceed. Options include:

— dismissing the allegations

— instructing the department on how to deal with the allegations

— dealing with the complaint under provisions unrelated to research misconduct
- investigating the matter further through a research misconduct inquiry.

If the CEO or their delegated officer decides that a research misconduct inquiry is needed, he or she must decide
whether to use an internal institutional research misconduct inquiry or an independent external research misconduct

inquiry.

Upon completion of its tasks, the research misconduct inquiry must advise the CEO of its findings of fact and what, if
any, research misconduct has occurred.

The CEO must then determine the actions to be followed, according to institutional policy.

Subsequent actions may, as appropriate, include informing relevant parties of the outcome and correcting the public
record of the research.”

In making a decision to proceed to iaternal institutional research misconduct inquiry or an
independenexternalresearch misconduct inquiry, the CEO or their detied officer must take
into consideration the advice received from théitutson’s designated persomhe CEO or their
delegated officer must also take into account tbeergial consequences for the accused, the
accuser, other parties and institutions in the etleat the allegation(s) were to be upheld, and
the need to maintain public confidence in resedf¢clm his or her judgment, these are likely to
be serious, the CEO or their delegated officer negsablish an independent external research
misconduct inquiry.
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Enforcement and Sanctions

There is no general or standard set of “sanctiapglicable to all institutions. And they do vary
widely. Given the different Enterprise Agreemeiitsnay be that the variance is necessary and
proper. It has been suggested that another roke éentral body of some sort would be to collect
a “database” of sanctions imposed as a tool faréutases as they emerge.

The sanctions that do exist must conform to thesipnise Agreements since an allegation of
research misconduct ultimately becomes an issughef employer-employee relationship.

Sanctions may include: demotion or other finansaiction; termination of employment; denial

of access to research funds; period of supervisaigyral to a professional registration body; or,
other conditions.

Very few of the “regular” cases end up in a terrtiorg most often the job of the institution is to
try to re-integrate a lab that has been hurt byatlegation or the misconduct or both.

Reporting, Communications and Transparency

As it stands currently, there are no reporting mepents and no central repository of
information related to the research integrity pelkcadopted by institutions. It may be that the
current review process will suggest, at least, thate be a repository for data and information
from cases that institutions handle. It does n@eap that a “naming and shaming” system will
be adopted; there is a view that this is a “sledgaher” approach usually only affects the most
junior researchers.

B.6.3 Strengths and Weaknesses

Having only introduced the new code in 2007, Adgtieresearch integrity system has not had
sufficient time to be adequately assessed. In gén#re code itself is viewed as being a
comprehensive document that is positive and go&nted. There are nonetheless some
recognized weaknesses. While some have noted pmsbdé clarity and specificity, the main
concerns are with a lack of oversight /monitoriraglyp to ensure compliance and to collect and
disseminate information such as lessons learnelthenfact that there is no process for appeal.

Indeed, the failure to incorporate an appeals m®bas been noted by the responsible Minister,
the Honourable Kim Carr. There appears to be aermus that some process is necessary to
provide a mechanism for the resolution of casesrbet is decided to engage the court system
and the time and costs associated with that. Thergment has indicated that they are looking
at an “Ombudsman” system that would deal with afspas to “fairness” and “process”, but not
the substance of the allegations. The appeal wexdenine whether or not the process had been
conducted in a fair way with due process. If nbtyould refer the matter back to the institution
for reconsideration.
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It is also important to note that the “Big 8” unig@ies in Australia have begun to design a
process to act on appeals among themselves. Thaeiswould create a cadre of experts that
could be called upon in cases where an allegafienisconduct requires the Vice Chancellor to
go outside their own institution. Such a cadre d@l$o handle “appeals”.

Another drawback is that while the Code calls fog handling of allegations within the context
of the Enterprise Agreements, “research miscondigta different category of employee
misbehaviour because of the fact that it involvesaifects people outside of the institution.
Allegations and their resolution can thereforedmhhically very complicated.

B.6.4 Conclusions

There appears to be broad consensus that the frastiples and approaches of the Code are
good. The emphasis on creating positive researsiiromments is deemed to be the right
approach as is leaving the resolution of allegatimnthe institutions, especially the concept that
minor breaches should be dealt with internally.rféhis a sense that the substance of the Code
should and could be reviewed in a year or two, amoee evidence related to the success or
failure of its implementation is available.

More significant is the general agreement amongehoterviewed that there is a need for some
form of central or national body, although theren® consensus yet as to the type. Several
considerations in establishing such a body wereelwew put forth. It should:

= not be an investigative body, (this should betlethe institutions);
= provide oversight of the national system;

= provide advice and assistance to institutions;

= collect data on Breaches and Research Misconduct,

= act as the appeals body,

= act as the international link for Australia to thestems of other countries (research is a
global enterprise); and

= actin cases where there may be an institution#licbof interest.
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Research Integrity System Attributes - Highlights

RI System: Type 3
National Policy / Code: No
Reach: Non-government research organizations / government research
National Research Integrity Body: No
Investigation Authority: Home institution
Enforcement/Sanctions: Granting councils
B.7.1 Overview

In recent years Japan has undertaken a numberit@ftivies to develop policies, codes of
conduct, and guidelines on research integrity amtonduct. The main impetus, as in many
other countries, was a number of high-profile cas8lngsby, Kodama and Akabayashicite
three high-profile cases: publication of falsifiddta by two researchers at RIKEN in 2004,
Nature Medicinewithdrew an article by two professors from the ibial Institute of Genetics
who relied on data fabricated by a medical stude&005. The Graduate School of Engineering,
University of Tokyo reported in September 2005 thata published in a series of twelve articles
between 1998 and 2004 Matureand other journals could not be scientifically fxoned.

A review by Ryozo Tanaka, Senior Science and IntionaOfficer at the British Embassy in
Tokyo, noted that following these high-profile cage Japan and other countries, the Council of
Science and Technology Policy (CSTP) approved ibrigy 2006 “Proper Counteractions
against Research Misconduct”. Tanaka indicate$ ttia document requests the Japanese
research community, relevant ministries, univegsitresearch institutes and the Science Council
of Japan take action against misconduct and reactlusions by summer 2068. The CSTP
was established in the Cabinet Office in Januai128s one of four policy councils on key
policy fields. The CSTP is the "command centerJmpan’s integrated efforts to advance science
and technology (S&T) in a comprehensive and welhpked manner-#

Later in 2006, the Ministry of Education, Culturgports, Science and Technology (MEXT)
published aVhite Paper on Science and Technofdyso promote good research practice and to
prevent misconduct. According to its web ¥itethe MEXT Science and Technology Policy
Bureau is responsible for the planning and draftihasic science and technology policies. The
Bureau is also responsible for the formulation edearch programs and promotion of research

136 Brian Taylor Slingshy, Satoshi Kodama, and AkireaBayashi, “Scientific Misconduct in Japan: Theserg Paucity of
Oversight Policy”, inCambridge Quarterly of Healthcare Ethi¢2006), 15, 294-297.

187 Ryozo Tanaka, “Recent Counteractions against Migeot in Research in Japan”, July 2006 is availabletps://ukinjapan-
stage.fco.gov.uk/resources/en/pdf/5606907/5607 BE&/BX.pdf

138 Source CSTP web sitetp://www8.cao.go.jp/cstp/english/index.html

139 MEXT’s White Paper is available http://www.mext.go.jp/english/news/2007/03/07022 e

140 Ministry of Education, Culture, Sports, Science diechnology (MEXT) web sitkttp://www.mext.go.jp/english/
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evaluation, training of researchers and technicieggional science and technology promotion,
increasing the understanding of science and teofgplthe promotion of a comprehensive

policy on international research exchange, ancedutlated to safety systems for experimental
nuclear reactors and radioactive isotopes.

Another organization concerned with research intye@nd misconduct is the Japan Society for
the Promotion of Science (JSPS). According to iebweité*,, the JSPS is an “independent
administrative institution” under the MEXT. Indepkent administrative institutions are given 3-
5 year mandates by the government. In the casksBE, its current mandate is to advance
scientific research in Japan by providing resegrelmts, fostering young researchers, promoting
international scientific cooperation, supportingestific cooperation between the academic
community and industry, and collecting and distiithgi information on scientific research
activities. According to Slingsby, Kodama and Aagéshi, in September 2005, the JSPS
discovered that a professor at Nagoya Universityfaaricated his curriculum vitae by claiming
three articles to be in press despite having notsybmitted any one of them to an academic
journal*?

Prior to the high-profile cases and CSTP’s documer2006, the Science Council of Japan,
established in January 1949 as a "special orgamivatinder the jurisdiction of the Prime
Minister for the purpose of promoting and enhanding field of science, and having science
reflected in and permeated into administrationugtdes and people's lives, had spearheaded a
number of research integrity and misconduct initeg*>. According to Slingsby, Kodama and
Akabayashi, in 2003, the SCJ adopted the classditaof research misconduct used by the
United States Office of Research Integrity, thadny intentional act of fabri