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Abstract

Countries around the world consider whistleblowinglaablewarning system for
corruption and regulatory failure because whistleblowezsisuallyemployees who
havein-depthknowledge of complex systerasd organizationsften impenetrable and
incomprehensibléo outsiders. Why then do whistleblowelsse harbingers of
wrongdoing, suffer censure and reprisals? Séwach for amnswer to this question
sparked this case study of a whistlebl ower
Heal th Canada’ s dr uglthgplightsthesesdltinggmpactomthe i n 1
whistleblower, the organizatipand ultimately the implications for public safety and
accountable government. The methods used were prtvaesyy, indepth interviews
and data and document review. The results suggested probldnwuitire in the main
organization Health Canada, possibly exacerbated by deregulation. The conslasion
multi-faceted approach to addressing culture is needed before whistleblower protection

legislation can work and accountable organizations canshour



il
Acknowledgements
First,and foremostspecial thanks gt my thesis supervispAsst. ProfessoPaloma
Raggo,School of Public Policy and AdministratiotHerexpectationsknowledge and
guidanceat oncechallengedinspired and gave me courage when courage was failing.
| also thankAssoc.ProfessoiVincent KazmierskiDepartment of Law and Legal Studies,
who was second readeHis astuteeomments and questions kept me focused at the
same time stimulated me tloink more broadly- not an easy featThanks also tthe
other members ahy Defence CommitteexternaimemberAssoc. Professdruth
McKay, Sprott School of Businesand Chair Professor Emeritus, R. Lynn Campbell,
Department of Law and Legal Studfeso r  a-to-beafeovregrot t e n."Theedayp er i e n

of my defence was a high point of my life.

| owe a debt of gratitude to the former Royal Victoria Hosp&ahool of Nursing
Alumnae AssociationMontreal,whose financial support at a critical time allowed me to

continue my studies.

A very largethanks goes tdghe participant in the study, Michele BrildwardsMD,
FRCPC withoutwhose couragand patiencén reliving her experiences this studwpuld
not have beemossible. My gratitudealsogoes to a friend in the whistleblowing

community David Hutton for several discussions and for critiquindraft of thisstudy.

Thank you tdHeather Eatompand Sue Britton for their support and encouragement and to
my many friends and colleagues in the health aatepublic serviceommunities who
listened and discusseaften and patientlyThanks also to Marilyn Baird and Dorothy

Cohen. You know what you did.

My heartfelt thankgoto Andrew Squires without vdsekindness antielp this work
would not have beefnalized Thanls also to Darren Paccione for jumping into the

breach at the eleventh hour to provide essential help with formatting and copy editing.

And finally to my family— adultchildren, siblingsniece and famikythank you for

believing in me and for caring.



Table of Contents

Y 0153 1= oX PP PP PP PO PRRPPPPI ii
ol 4 [0 1Y [=Te [0 1T 1 1= | £ PR iii
LISt Of TADIES. ... e eeer e e e e e e Vil
IS o ) o U = R PRRRR vl
[ o) Y o] o 1] g o (o1 T PP PP PTPPPPPRPP X
1 Chapter: INrOAUCTION .....cooiiiiiiiieiee e e e e e e rmmne e 1
1.1 Definition Of KEY TeIMIS......uuiiiiiiiiiiiiiiiiime e e e e e e e e eeeees 3
1.2 PUIMPOSE. ...ttt ettt e e e e e e eennrnme e eennnnnn
1.3 Theoretical FrameWOrK. ... 6
1.4 Structure of the STUAY.........cooeiiii e 8
2 Chapter: Literature REVIEW.........ccuuiiiiiiieee e imme ettt e e rmmee s e e e e e e e 10
2.1 The Field of Whistleblowing and Famous Whistleblowers.................ccccoe.ee. 12
2.2 The Motivation of WhiIstlebIOWETrS..............coovviiiiiiiiiimiie 14
2.3 The Evolution of the Field. ... 15
The field iN the 1O80S.......cuuiiiiiiiiiiiiie e e e e e e e e e e e e e e e e e 16
The field iN the 1990S.......o e e e e e e e e e e e 18
The Field iNthe 2000S..........cooiiiiiiiiiiiiee e 23
The Field in the Current DECAUE. ...........uuuiiiiiiiiiiiiire e 28
2.4 Theories of WhiStlebloWiNg............ooiiiiiiiiiii e 30
Reprisals, Cognition and EMOLION.............uuuiiiiiiiiiiie e 30
Reprisals and Ethical ClImate..........cooooeeiiiiiiiiir e 35



Reprisals and Organizational Learning.............ccevvveuuuuiiisimeiiiiieeeeeeeeeessiiiae e eemees 39
2.5 The Problem of Reprisals.........cccccoeeeiiiiiciiiici e eeeeninnnn 4D
Reprisals, Loyaltyand Law..........ccccooeeiiiiiiiiiiiiireiiiiiee e emrniinn e e eea 4O
The Law and Protection for WhistlebIowWersS................iiiiii, 50
3 Chapter: Methodology and MethodsS...........ccouviiiiiiiiiiiice e 55
3.1 MEthOdOIOGY. .. oo ——— 55
3.2 MELNOAS ...ttt 56
3.3 CaSE SEIECHAN......uuuiiiiiiieiiiiit e 60
3.4 RESEAICH DESIQN.....ceieiiiiiiiiiiiiiiieie e e e e e e e e e e e e e e e e e e eaeeeeeean 62
Research QUESTIONS..........uuiiiii e e e e e e e e e 62
T OTY s 63
UNI/S OF @NAIYSIS ...t e e e e e e e e e e e enenes 64
Data Analysis: linking the data to the theory...........ccoooioiiiiiiiiiic 66
Criteria for interpreting the findings...........cocooii i 68
Judging the Quality of Research DeSIgRL.........ccceeviiiiiiiiiiiie e, 68
Data CollECtION PrOCESS. .........uviiiiiiieeiiiiee et 71
Researcher Reflexivity and Avoiding Bias.............coovveiiiiiiiiceiiiiie e 72
3.5 Limitation of the Study.............uiiiiiiiiii e A 3

4 Chapter: Results of Case StudyWhi st |l ebl owi ng i.n..He.al.i5h Canaoa

4.1 OVerview Of the Case.........oi i 75
4.2 StUdY FINAINGS ... 84
Theme 1: Why blow the Whistle............oooo e 85

Theme 2: HOW repriSalS OCCUN ... . cii it eeamiaa e e e 95



Theme 3: Why reprisals OCCUIMTEA2.......uuuiii it 121
Theme 4: The Role of Law in Reprisals..........cccccceeeiiiiiiiiiiiei e, 130
Theme 5: The Role of CUUNE............ooiiiiiiiiiie e 139
5 Chapter: DISCUSSION......ciiiiiiiiiiiiiiie e eeme sttt e eer e st e e et e e e s ameeinne s 141
5.1 The ResSearch QUESTIONS.........oiiiiiiiiieiiiiieeie e e et eeeba s 142
5.2 Understanding Reprisalg The Literature and Theory.........cc..coeevveviiiviiennns 149
5.3 Alternative EXplanations.............cuiiiiiiiiiiiien e 161
5.4 Implications of this WOrk..............iiiiiii e, 163
5.5 CONCIUSION. ....eiiiiieiiiee ettt e e e e e e e e e e e e e e e e e e eeeeeeeemrnnnes 168
5.6 ReCOMMENALIONS.......cciiiiiiiieii e 171
F Y o] 01T o o = ST PP 176
APPENAIX Ao e e e e e e e e aaeeaarr——aaaaaaran 176
APPENAIX B..oeeiiieiiee e e a e e e aarae 178
APPENIX €ttt e e e e 179

AppendiX DEX X X X X X X XX XXX XX XXX XXX XXX XXX XXX XXXXXXXX

APPENAIX E..oiiiiie e 181

ATA 0T ST 11 (=T o 182



Vil
List of Tables

Table2.1: Factors Influencing The/histleblowingProcess And Its Outcomes......... 19

Table 2.2: Empirical Findings From8BP Survey Data Sets: Predictors Of

A AT 1S3 1= 0] 0111 T T U 24
Table 2.3: Empirical Findings From3BPSurvey Data Sets.............cccceeevvvvvieeeenn. 25
Table 2.4: Empirical Findings Relatédd Whistleblowing Effectiveness.................. 26
Table 2.5: The Dysfunctional DOZEN..........uuiiiiiiii e eeer e 36

Table 2.6: Governing Characteristics And Values Of Model | And MddeTheories In

Use In An Organizational Learning SySte€ml...........cccovviiiiiiieeereeeeeeeeeeeeeeeiiiaaes 43



viii
List of Figures

Figure 2.1: Law, Culture And Reprisal Understanding The Whistleblowing Reprisal
Paradox In A Regulatory Agency In Canada................ovveicccreeeeevvvenninnneennn 44
Figure 4.1 Timeline Of Key Events In Evolution Of Case Of Whistleblowing And

Heal th Canada’ s Dr.ug.. .Ap.p.r.ov.al..Pr.ac@ss

Figure4.Z InternalProCesTTacing  ......c.vouiieiieine et e 85

Figure4.3: ExternalProcessracing ...........ccocovveiiiiiiiiiiieiiiiiiieiianeieeen. ... 80



List of Appendices

Appendix A List of Key Documentation and SOUICes.............c.oevuinennnes ... 175
Appendix B InterviewQUESLIONS. .. ........ooeviiiii i i, L TT

Appendix C Listing of Interventions Indicating Harm or Potential Harm Caused by
CCB’'s at Sept. 18, 1995 Expert Advi s

(OF 14 I 1o [- W . 178

AppendixD St udi es Showing Clear I ndication of

Appendix E Presentations to Parliament and Senate Committees by Dr. Michele Brill

EdwardS FRCPC.......co oot 180



1 Chapter: Introduction

The problem of reprisals against whistleblowers who expose organizational
misconduct has been present for a long time in Canada and elsewhere. This is so, even
though the value @ahimportance of whistleblowers has been recognized by many
countries in the struggle against corruption, including the G20. Whistleblowing is
considered “a first and often best early w
financial practice, corruptioand regulatory failure because whistleblowers are usually
organizational insiders with firdtand knowledge of complex systems and industries
often impenetrable and unintelligible to outsiders (Wolfe et dl. B)nistleblowing is
now considered to be amgpthe most effective, if not the most effective means to expose
and remedy corruption, fraud and other types of wrongdoing (67).

However, paradoxically, whistleblowers often suffer censure and reprisals at the
hands of organizational members when theydketo blow the whistle, whether
internally or externally (Glazer and Glazer 183). Despite the acknowledged
importance of whistleblowers and related efforts to make whistleblower protection
|l egi sl ation more effective naebd7)lreprsads “ sy mbo
continue and are increasing (Miceli, Rehg, Near, Ryardtj4

Recently, issues such as the 2008 financialfsube mortgage crisis in the U.S.
and the orgoing questionable activities of pharmaceutical companies such as the biasing

of research, underscore just how important encouraging and facilitating whistlepiewin

YThe G20 countries, comprised of |l eader s from t#F
whistleblower protection as a priority element of cooperation between these countries since November

2010. The information cited abower @rotectomeass if G20 m, t he
Countries: Priorities for Action” which was writtet

independent research assessment of whistleblower protection laws covering government and corporate
employees acrosséhG20 nations. The report is-eothored by a team of researchers from Blueprint for
Free Speech, Griffith University, Transparency Internatigagdtralia and Melbourne University.



to maintain transparent, ethical and accountable organizations and governhneses
examples also demonstrate what happens when whistleblowing either does not take place
or is ignored. The first example, the financial crisis of 2008 began inrtited States
with loosening/ignoring the rules for approving mortgages and insuring risk (subprime
mortgage loans and mortgage backed securities). Looming trouble was trumpeted as
early as 1997 in a report by at least one industry insider, U.S. finanailgist, Steve
Eisen, in which he exposed the deceptions of at least a dozen subprime originator
companiesNl. Lewis 15). While his revelations caused a storm on Wall Street, and
these early subprime companies failed shortly after, no major reformplaagkand a
second generation of subprime companies replaced them a few yeard latew(s 15
23). Ignoring such warnings ultimately led to financial institution collapse, and a credit
freeze that threatened to drag down the global economy (Haver@&nn 1

The second exampievolvessomequestionable activities of pharmaceutical
companies. Thikasincludedallegations obiasing the conduct of research, inadequate
communication of safety issues to regulatarsl manipulating safety information to
minimize safety concerns leaving the public at riskxchin, Medicines264). Dr. Joel
Lexchin, an emergency room physician and health industry insider documented these
activities and has in effect, been blowing thhistle on questionable practices involving
regulation and the pharmaceutical industry since as early as 1990 (Drug makers 1257
63). A 2013 Symposium saw the documentation of how medical research, the production
of medical knowledge, the practicéroedicine, drug safety, and the Food and Drug

Admini stration

s oversight of the phar mace



552)? These examples also highlight the question of why more people from inside the
financial and pharmaceutical companiegalved in such misconduct were not blowing
the whistle themselveMany believe the answer is fear of reprisal.

In this research, | will consider how and why whistleblowers suffer reprisals in
the Canadian context and the role of law and culture in peneg this situatiorut

first, | define key terms

1.1 Definition of Key Terms
Key terms used in this study are reprisal, corruption, whistleblowing, and culture.
The term reprisal is used in the sense of retaliation in the workplace. It encargasse
adverse action penalizing workers in retaliation for obeying the law, exercising their
rights or otherwise annoying their employers by disclosing wrongdoing. Examples of
such penalties are dismissal, demotion, suspension, passing over for projects o
promotion or threats of such actions (Public Sector Integrity CommissiReprisalsl).
Corruption refers here to institutional corruption. According to Lessig, this kind
of corruption is not only about misuse of
systemic and strategic influence which is legal, or even currently ethical, treatmines

the institution’s effectiveness by divert.i

achieve its purpose, including, to the extent relevant to its purpose, weakening either the

public’s trust in that itns$triuseawioomn hometsise |
For example, one form of institutional corruption could be ideology (a set of beliefs or

ideas) within a judiciary without any money changing hands (Lessig*553).

2 The Journal of Law, Medicine and Ethits 2013 sponsored a Sympaositin which Dr. Lexchin and

others contributed sixteen (16) papers investigating the corruption of pharmaceutical policy.




Whi stl ebl owi ng means: “nefmbers dormercot osur e b
current) of illegal, immoral, or illegitimate practices under the control of their employers,
to persons or organizations that may be ab
Dissidencet).*

Culture in an organization, as describedlbykiewicz and Giacalone, develops

over time and is a function of leaders moddietlaviouy policies that are articulated,

rewards fobehavious t hat are demonstrated, and “the
organizational members [that] cohere intoasysttme har ed meani ng” ( 3)
1.2Purpose

The purpose of this research is to shed light on the paradoxical behaviour of
censure and reprisals against whistleblowers who expose wrongdoing in
public/government organizations. The dynamics of the conflict between the
whistleblower andvrongdoey and how this conflict is played out is examined in a

specific case to better understand how and why this paradox continues in the Canadian

®An example of |legal ideology is beliefs held by m
help explain the failure of aminal law in reigning in corporate crime. In the debate over corporate crime,
Sargent contends that a juridical idea has developed, thatfteihge r e i s a di fference bet

and regulatory or public welfare offenses with the latter beieg #&rious or important than the former
(107). These less important offences relate to such everyday matters as traffic infractions, sales of impure
food, violations of liquor laws and the like (Sargent 107). Sargent points out that these every dag offen

are the ones that cause more severe risks to “1life
found in the Criminal Code” (107). Further, the di
standard where enforcement of regulatp of f ences is “continually subor
conventional Criminal Code offenses by the police,

“ It is believed that the term was first used by Ralph Nader in a series of conferences on Professional
Responsibility in 1972. He did so to change the negative perception of people who reposhgdoing
from terms such as " radsifive corinstajianesuch as thdt of a eferee.in atgamea mo

who blows the whistle to call attention to rider e a ki n g . Nader defined whi st/
man or woman who, believing that the public interest overrides the interest of the oigartieaserves,
bl ows the whistle that the organization is invol ve

281).



context. | will answer the following questioimdormed bythe perspective of the
whisteblower.

(a) Why do whistleblowers decide to blow the whistle?

(b) How do reprisals against whistleblowers occur?

(c) Why do reprisals against whistleblowers occur?

(d) What is the role of lawn reprisals against whistleblowers

(e) What is the role of culturim reprisals against whistleblowe?s

The hope is that such an understanding can contribute towards correcting the
paradoxical behaviour so that whistleblowers are appreciated and the censure is more
appropriately reserved for tieongdoer Such a correctionould empower public
servants to safely bring forward their observations and critical information so
organizations can learn, seibrrect, and improve (Burke 38).

A seriousconsequence of ignoring, discreditjmgnd subjecting whistleblowers to
reprisals in public organizations is the negative impact on the government, the
organization, its employees and society w énlgénaraliecludingrisks to health and
safety Another consequence of the continuatibmeprisals against whistleblowers
raises concerns about legitimizing organizational lawlessness and accepting corruption in
government as a norm (Vaugh&ugntrolling 110; Burke, Tomlinson and Cooper eds. 6
7; Latimer and Brown 768). In addition, whestitutional corruption occurs it can
include loss of public trust (Conference Board 2, Jurkiewicz and Giacalone 1, Lessig

553).



1.3Theoretical Framework

Whistleblowing has been analyzed from the perspectives of several disciplines
such as the law, philopby and ethics, and social science such as the work of
organizationabehaviouists. The legal perspective sees whistleblowing as acceptable if
thewhistlebloweb el i eves t hat there is a danger to
actions (Near and MicelMyth 508-509). Philosophers and ethicists gdestleblowing
as justified under certain conditions such as moral motives or an ethical act (Near and
Miceli, Myth 508-9). Social scientists look at motivation and power relationships, the
whistleblowingprocess and ways to predict the direction that the process will take in
each organization (Near and Micddissidencel-16). Recent work has looked at how
and why retaliation occursexamining underlying cognitive/emotional motives that
trigger reprisks and the individual and contextual factors influencing the paradoxical
behavious (Sumanth, Mayer, Kay 16584). These approaches are drawn on as there is
nosinglereason that explains whistleblowinglowevertogether, theganhelp to better
undersandhowandwhythe paradox of censure and reprisal for many whistleblowers
occurs and continues.

The more recent theories (2011) of organizatidedlaviourand ethics,
complement and expand on earlier theories such as those explaining how and why
whi stl ebl owers become “black sheep” and are
and/or*scapegoatéd(Girard 1215). The cognitiveemotional model considers
retaliation against whistleblowers, often at the hands of those who stand to benefit from
the wrangdoing, highlighting certain individual and contextual factors. The presence or

absence of these factors increase or decrease the likelihood of retéletavyourand



illuminates the extremes to which many in public organizations will go to protect
themselves from public scrutiny (Sumanth, Mayer, Kay-188).

One of the contextual factors affecting retaliatoepaviouraccording to the
cognitiveemotional model is ethical climate. Recent work allows for a consideration of
the organizational deteiimants of ethical climate and ethical dysfunctionality at the
structural, cultural and leadership level. It also provides a tool for measuring ethical
dysfunctionality called the Dysfunctional Dozen (Jurkewicz and Giacaldhé Fhis is
an important cotribution as the tool can be used by leaders who choose to proactively
assess their organizations’ ethicality and

Several other theories/concepts help understand organizational misconduct and
how ethical dysfunctioridly such as reprisals occur in organizations as they carry out
their mandates. One of these concepts is
Schon 329). The implications and repercussions for individual and organizational
learning are condered when those in organizations respond to error and criticism with
defensive reasoning rather than reflective or productive reasonis¢kf73 his stance
allowsfor ethical dysfunctionality to creep in and inhibits learning and/or change. Other
relevant concepts/theories are normalized deviance (Vau@@iaadlengerl19-125),
obedience to authority (Milgram12), and conformity in groups (Asch-35). They
help explain how individuals in groups lose individuality/autonomy and shift focus to
groupnorns whi ch can separate people from their

blindness”4)( Heffernan 1

® The Dysfunctional Dozen are the manifestations of organizational ethical dysfunctionality. The list
consists of the followingrganizational characteristics related to dysfunctionality: deception, dependency,
distrust, egoism, immediacy, impiety, impunity, inequality, inhumanity, invariance, narcissism, and
obduracy.



This study focuses on the case of whistleblower Michele Brill EQwiiDs,
Pediatrician, Clinical Pharmacologist, Fellow of the Royal Collegeng$ieians and
Surgeons of Canada. She was the most senior medical regulator in Health Canada for
several years prior to the 1995 controversy over the safety of a heart drug that had been
approved and on the market for some fifteen years. As senior in@gjakator, she also
had expertise in the application of the Food and Drugs Act (pers. comm. April 6, 2014).
The study delves into the experience of the whistleblowshasttempts to have her
concerns about perceived ethical lapses and/or wrongdonogiing the safety of drug
approvals addressed by the organization. It includes first, examining what occurred that
led her to conclude she had no other option but to resign and go public. Second, it looks
at the responses made by senior organizatieminers and the dynamics involved when
she raised concerns internally. Third, it examines the outcomes of these events. Lastly, it
examines the role of law and the role of culture as the process unfolds. This is important

as the law and culture are paftthe context within which the events occurred.

1.4 Structure of the Study

This thesis is organized as follows: Chapter 2 contains a literature review which
highlights the trends, debates and existing knowledge in the field of whistleblowing and
helps identify gaps for exploration. In addition, | provide a moweipth reviewof the
theoretical framework used for analysis. This theory, along with the lived experience of
the whistleblower and supported by official documents on the public record, helps shine
light on how and why such paradoxitehaviourexists and continuesndermining
accountability, public trust and safety. In Chapter 3, | describe the methodology and

methods used to gather information and documentation regarding the decisions and



events. Further, this study relies on prodessing within a case study ajgach and

draws from evidence based on interview of the whistleblower whose assertions are
supportedy official documents available from court amnitbunal files. The fact that

official government documents were available due to a court case provided an
opportunity tosupportor otherwise the allegations of the whistleblower which is not
always possible in whistleblowing cases and likely responsible for a deartiebtim
whistleblowing case studiesn Chapter 4, | present what was found as the psoces
tracing unfolded during the study. The findings suggest that the causal mechanisms for
reprisals in this case were cultural dysfunction in the organization and at the time, little
recourse for the whistleblower when concerns were not addressed andéaisep

occurred. Further, while not the major focus of this study, the evidence suggested a
possible area for further inquiry regarding why reprisals are perpetuated in government
organizations, regardless of the existence of protective legislationgamyinnto

attitudes towards whistleblowing and whistleblowers in the mechanisms that usually
provide checks and balances on abuses of power in organizations such as Courts and the
Parliamentary Standing Committees could shed further light on the quéstiGhapter

5, I discuss the findings in the light of the theory and what these ideas mean, along with
an interpretation and discussion of the implications of the findibgstly, | include

conclusions and make recommendations to address the findiegs agpropriate.



10

2 Chapter: Literature Review

The objectives of this literature review are to provide a survey of significant
literature published on the topics &fst, whistleblowing and reprisals against
whistleblowerssecondrelevant theory that rght account for reprisals; arigird,
whistleblowing and the role of law and culture in reprisals. At the outset, it is important
to note that much of the literature in this area originates in the United States (US) as the
US has had whistleblower proteastilegislation since 1978the Civil Service Reform
Act (Near and Miceli, Wrongdoing 264). The follayp 1989 Whistleblower Protection
Act i s one of the world’'s first comprehens
fact, *“whi st Inddsdrieeavby angAustrdlian swuthbreaga U.S. import
(Miceli, Rehg, Near, Ryan 132). In contrasgnada implementeahistleblower
protection legislation for its public servart¥he Public Servant Disclosure Protection
Act (PSDPA)- in 2007, almost thirty (30) years later. During the intervening tihee,
Professional Institute of the Public Service (PIPS) notedatheinpts were made by
parliamentarians from all parties including the Bloc Quebecois, through motions and
private member s’ bills, to protect the rig
whistle(8). This included a promise by the Liberal Party dgrihe 1993 election to
introduce whistleblower protection legislation in the first session of Parliament should
they be elected. All attempts were unsuccessful and, while they were elected, the Liberal
promise was not kept (PIPS 8 onsequently, the ®adian whistleblower literature

over these intervening years has largely focused on debates regarding the need for

®The Auditor General K e n n e tamandhyneus seledh@n8 Botliree fotpeaplp t  t o
to report on government mismanagement was also shut down by the government (PIPS 8).
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whistleblower protection legislation. The Canadian literature regardless of focus is
sparse This work represents a contribution towardlsniy this void.

Prior to the 1990"s, most researchers f
cases, what motivated them to blow the whistle and the consequences (Miethe &

Rot hschild 325). In the early 1e0P0’' s t her
focus on the implications of whistleblowing for organizations such as the opportunity it
presented for organizational learning, improvement and renewal. More study of the
whistleblowing process and organizational dissidence as an impetus fgearahhow

it was likely to be effective was called for, along with explanatory theories (Graham 683
84). This included consideration of legislation to protect whistleblowers from reprisals
based on the assumption this would encourage whistleblowers®forward (Miethe

& Rothschild 337 38). The field has evolved to the present concern with the fact that
despite the presence of legislation to protect whistleblowers in jurisdictions such as the
U.S., reprisals continue and are increasing in inteisitiyewis 1). Apart from
strengthening legislation there is also a need to better understand how legislation is
implemented and the role of culture in understanding reprisals (Near & Miceli
Wrongdoing 27479; Wolfe et al 15; Latimer Brown769, 793).

Thisreview begins with a brief introduction to the field of whistleblowing,
examples of important whistleblowing cases in the U.S. and Canada and a consideration
of what motivates whistleblowers. Following is a look at the evolution of the field and
theoriesof whistleblowing over the decades. The subsequent section considers theories
both general and specific to reprisals useful in understanding whistleblowing and finally,

the problem of reprisals and the role of law and culture are considered.
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2.1 The Fidd of Whistleblowing and Famous Whistleblowers

The field of whistleblowing is broad and it occurs in just about every endeavor
that humarbeings engage in, whether individually or in groups in organizations.
For example, anyone who notices the lesiand wounds inflicted on a child by a
parent’ s physi ca lwhigtleblowesfk/imeepdrts tieesitudtion tothee a
authorities or media. However, as indicated at the outset, this research will focus on
whistleblowing in organizations.

Regarding whistleblowing in organizations, whether public or private, the
following examples demonstrate just how broad the field is. Somekn@in public
sector/government examples are: the revelations of Edward Snowden, the whistleblower
behindth2 013 public exposure of America’s Nat.i
surveillance of private citizens and other
hi story as one of America’s most consequen
and Poitras )l Then there are the earlier revelations of Daniel Ellsberg, former
government official and military strategis
secret Pentagon Papers. These papers contained evidence that Americans had been
misled by their owrgovernment about its involvement in the Vietnam war. These
exposures shook up assumptions and beliefs about war and how governments work and
stirred up skepticism and antiar sentiment (A&E TV 1). As Ellsberg commented in a
recent i nt e rPRentagom Papérs maele pedple tnderstand that presidents lie
all the time, not just occasionally, but all the time. Not everything they say is a lie, but
anything they say could be a |Iie” (A&E TV

“deep t WkrFeltasecond rahkeng officer of the Federal Bureau of Investigation
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(FBI). His anonymous disclosures over a period to the Washington Post uncovered the
dirty tricks, secret surveillance, internal spies and copsrof Watergate fame. They

also causethe resignation of an American President, Richard Nixon in 1974, and led to
prison sentences for some of his aides (Von Drehle 1).

Many others have contributed their disclosures of wrongdoing towards helping
expose and correct misconduttvarious fietls like public health, environment, law
enforcement, etc. such as Jeffrey Wigand, chemist, activist, and scientist, who exposed
the manipulations of tobacco companies who tried to hide the dangers of smoking (A&E
1); Karen Silkwood, chemical techniciankerr-McGee plutonium fuels production
plant in Oklahoma who worked with her union to expose violations in safety practices at
the plant, shook up the nuclear industry and was killed a “ suspi c or@us"”
week before bringing evidence of ghwrong doing to a journalist (A&E 1); Lois Marie
Gibbs a mother and resident of Love Canal, whose persistence helped move the New
York State Department of Health and the State itself to take action on the danger of the
toxic wastes dumped into the chpamarily by Hooker Chemical Corporation, a
subsidiary of Occidental Petroleum ( Gibbs 1); and Frank Serpico, a New York City
police detective, who worked internally to expose corruption in his department, and
finally, when nothing happened, in 1970 wemthe media, resulting in the Knapp
Commission of Inquiry (Serpico-4).

Meanwhile, h Canada, whistleblowers have also been trying to have a positive
impact on public affairs and public lifeCanadians for Accountability (C4Ax
whistleblowing organiation, hasdentified ®me of them Theyinclude Dr. Nancy

Olivieri, who fought for research integrity in new drug research at the University of
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Torontoand challengethe ethics of the University and a large pharmaceutical company

in the proces§C4A, Cases & Othefl); Brian McAdam who disclosed corruption at the
Canadian Consulate in Hokgng andthe infiltration of organized crime members into
Canada Hewas ostracized and pushed into a dead jol{C4A, Cases & Othelf);

lan Bron who reportethpses in public safety matters at Transport Ca(@da, Cases

& Other 1); Dr. Shiv Chopra, Dr. Margaret Hayden and Dr. Gerard Lambert who
resisted Health Canada’s pressure to appro
concerns and exposed problems wiité drug approval proce§S4A, Cases & Othed),

Luc Pomerl eau whose concern about <changes
regime led him to share an inappropriately classified document about the changes with

his union, for which he wasréd just a few weeks before twenty two (22) people died

from the 2008 listeriosis outbreéC4A, Cases & Othed); and Allan Cutler who raised
concerns involving misuse of public funds in the province of Quebec long before it broke

in the media knownasthe Federal Sponsorship ScandEkesuffered reprisala/hich
includedhaving his responsibilities taken away and being forced to sit in a tiny room

with no work for hours each d4d¢4A, Cases & Othed). This scandal led to the

formation of the GomerZommission of Inquiry. Some believe, the revelations in Judge
Gomery’' s report were the catalyst for the
promised legislation to protect whistleblowers (Sulzner abs 1Theseexamples of

Canadian whistleblWwers and mangnorehadno effectiveofficial policy to protect them.

2.2 The Motivation of Whistleblowers
Why does one blow the whistlePhe 1989 work of Glazer and Glazer, one of the

early studies on whistleblowing, disclosed the results of their work during the six years
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they travelled throughout the United States interviewing somesixtyur “ empl oy ees
conscience” whwesstaasdn the warkplace &i@.dThdy eeaithat

whistl ebl owers had generally conformed to
own standards of appropriate workpldahaviout -6).5They were motivated by

professional ethics, deeplgld religious beliefs and community ties {932).

According to this accounin many casegyrofessional ethics trainingadinstilled an
alternate belief system that all owed whi st
powerful pressures in orgaations to conform. This was sometimes strengthened by

strong religious beliefs. Regarding community ties, workenseoften motivated by

concern for the welbeing of their neighbors, friends and families-(&B2). In some

cases, their jobs requd¢hey report wrongdoing i.e. auditors or regulators. Generally,

they believed that they were defending the true mission of their organizations and could

not understand how their superiors could risk damaging these organizations lycallow
wrongdoing to ta& place (§ Others suggest similar motivations such as Near and Miceli

(Myth 1996), and Brewer and Seldon (1998h the other hand, some assert that

whistl ebl ower ' s amiodevantaWhatasiredevaatiist e e hi c s
whistleblowers percégpi on or reason to believatnmehat t h

and Brown 768).

2.3The Evolution of the Field

Whistleblowing has been considered through many lenses and from many angles
but, little of this discussion has taken place in Canada. Howgwelis changing s
whistleblowing and whistleblowers have been the subject of increasing interest in recent

years. This is likely due to the implementation of whistleblowing legislation first
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assented to by Parliament Nov. 25, 2005 and its coming irte by Order in Council on

April 15, 2007 (PSDPA section 60). That is not to say that whistleblowing is a strictly

modern phenomenon. One of the earliest recorded examples of whistleblowing took

place in 1696 in England and involved corruptioninthe RoyaNavy ' s si ck and
service’ Not abl vy, Neuf | ed whistlgblowirsf, (t3h9%7s)e werroeo tnsur
by institutional changes in England in the late 17th century. Relevant to the present

context were the important steps Parliament tooktome an “or gan of i ngq
wor kings of all government ¢ublcationt ment s” al

censorship in 1695 (397).

The field in the 1980s
In more modern times, much of the research on whistleblowing began in the US

following the implementation of the Civil Service Reform Act in 1978. It focused on

individual stories of ewrohgdengthey Hackwitmessed or ma
andte retaliation they had suffered. The <c¢ch
due to the soci al norm that prohibited “sq

reported that their work confirmed that these experiences are representative of hundreds
of other employees who challenged illegal and unethieaaviourn their organizations
(xiii). They discovered as had others, that whistleblowerSareservative people

devoted to their work and their organizat:.i

" The hapless former clerk of the Commission for Sick and Wounded Seamen named Samuel Baston
suffered the same fate that mampdernday whistleblowers do. He was punished forvagstleblowing

on corruption in the Royal Navy’'s sick and9wounded
Within days of writing and issuing a satirical pamphlet on the alleged camy@aston, the publisher and
at |l east one “hawker” were arrested and charged wi

released on bail. Within three months he hatssaed the pamphlet but this time it was ignored and he
disappeared frorthe record (398).
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Beyond the individual storiesle ar and Mi celi's work bega
to explain the whistleblowing phenomenon in 1985 by drawing on existing theories of
motivation and power. They proposed an empirically testable model of the
whistleblowing process and suggested variatilasmay affect the decisions of the
whistleblower and the responses of the organization (Dissidebdi 1

They asserted that whistleblowing is a process that has important implications for
organizations which, at that time had rarely been considBisdidence 1). They noted
the basic dilemma for any organization appeared to be a choice between accepting the
benefits ofwhistleblowing(improving organizational effectiveness and cleaning up
wrongdoing or resisting the threats whistleblowingtothe or gani zati on’ s al
Sstructures. The fear was that condoning t
structure (and the manager’ s right to make
may push the organization into chaos and anarcissi@®nce 12).

They proposed the steps in tkistleblowingprocess are first, the observer must
decide if the activity is illegal, immoral or illegitimate, second, the observer must make
the decision to report the activity, and third, the organizatiast respond in some way
even if to do nothing and continue the allegedly wrongful action as the illegitimacy may
be in dispute (dominant coalition sees it as perfectly legitimate); and last, ignore the
whistleblower and take steps to silence her/him scrddit the charge (Dissidencé.

Some factors influencing the whistleblowing process and the response of the organization
which were considered are: circumstances surrounding the questionable activity,
individual characteristics of the whistleblowpower relations, dependence on the

whistl ebl owing channel, organization’s dep
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dependence on the questioned activity. Propositions related to these variables are
summarized imable 2.1.

Interestingly, someassearch findings indicate there is some mechanism operating
to “depress the propensity to act” (Micel.i
important to change focus from trying to understand why whistleblowers act, to instead
focus on what orgamational, situational, and personal factors cause organization
members to remain silent (Miceli and Near 438). This question is fundamental to

understanding reprisals against whistleblowers and other wrongdoing.

The field in the 1990s
A 1992 review by Miceli and Near of the whistleblowing scholarship up to that time
made important contributions to the field. One was the call to change research focus
from individual *“heroes or malcontents” to
renewal (Graham 683). Another was to link the study offistleblowingprocess to
the daboumtion of a general model of organizational dissidence as an impetus for change
and how such change is likely to be effective (685). Graham noted that Mid &iezm,
together and with certain other coll eagues
research on whistleblowing up to the time of the review.

Another review in 1994 by Miethe and Rothschild also reviewed the literature on
whistleblowingin a variety of types of organizationrgublic and private and examined
its role in detecting and controlling organizational misconduct. This research
emphasized not only the importance of whistleblowing and whistleblowers as

mechanisms of social cant but asserted they apeimary agent§emphasis addé¢af
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Table 2.1: Factors Influencing the/histleblowingProcess and its Outcomes

Circumstances Surrounding the Questionable Activity
The likelihood of whistleblowing is increased when:

Proposition 1: observers of wrongdoing can verify that questionable activity has occurred and view
clearly wrong, serious and recurring and there exist known complaint channels;

Proposition 2: such action is expected to result in the desired change by mgnagers

Proposition 3: they believe that the wrongdoing is of sufficient importance that they are prepared t
endure retaliation;

Proposition 4: the organizational climate is conducive to dissidence i.e. through policies and actior

Individual characteristics
Whistleblowing is more likely to occur when:

Proposition 5a: observers of wrongdoing are male and have highestéfemn, an internal locus of contr
(LOC) and a high level of moral reasoning than when they do not.

Proposition 5b: Internd  LOC’' s wil |l be mor e | i k ehisfleblowing n ¢
through channels within the organization.

Power Relations

Proposition 6: Whistleblowes are likely to be less dependent on their employers, relative to other
employees. This should be reflected in their lower age, aspiration, and experience level; their exp
of loyalty to persons or institutions other than their employer such &sspianal groups; their higher
levels of support from family or friends; and the rates of employment in their relebaoirmarkets.

Dependence on thevhistleblowing channel

Proposition 7: Whistleblowingis more likely to occur when observers of wgdoing are highly
dependent on the methodwlistleblowingas a form of political action; that is, when they feel that
alternative actions are not possible.

The organizationbés dependence on

Proposition 8a: Large organizations are mdikely to engage in reprisals against thiistleblower

when they are not highly dependent uponwiéstlieblowerbecause the whistleblower is powerful;

Proposition 8b: Large organizations that are less dependent uponhistieblowerwill experience

fewer internal whistleblowing attempts than will organizations that are highly dependent on the
whistleblower

The organizationbdés dependence on t

Proposition 9: Organizations are more likely to refuse to halt wrongdoing and to erigagprisal
against thavhistleblowerwhen they are highly dependent upon their wrongéiiaviour

Source: Adapted from Near®i cel i , 1985: “Organizational C
Whi st | e bJownaliofiBasiness Ethicdg, (1985): 116
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social control for organizational misconduct. This is so because there is such a low
probability of getting caught for organizatiomalongdoingd ue t o “ 1 ow publ i c
and high technical compl exi ty” (résdt3oply of i |
certain organizational insiderspotential whistleblowerscan observe wrongdoing.

This review also proposed certain theories of deviance which the authors asserted
made up foshortcomingsin previous social psychological theories sigigd by other
researchers such as Near and Miceli to explain whistleblowing which, the authors pointed
out, had not been empirically tested (Miethe and Rothschild 325). Further, Miethe and
Rothschild propose that the basic limitation in these theorieshatthey did not
explicitly encompass all the necessary conditions for understanding and increasing the
likelihood of whistleblowing (325). These conditions are personal characteristics of the
observer of wrongdoing (the whistleblower), the situatiaoaltext, and the
organizational structure. They suggest alternative theories of conformity and deviance
include these factors such as rational choice, social learning and social bond theories and
allow for a more comprehensive understanding {22%- particularly in situations
where whistleblowing is consi®Heweeeda “devi an
significant theory explaining reprisals other than the failure of whistleblower legislation
to protect them remained elusive.

In addition, Miethe ath Rothschildexamined andummarized evidence on the

prevalence of whistleblowing and its correlaies individual and psychological factors,

®The authors describe these theories as foll ows: r
produced by the relative weighting of the probabil
(326); social learning theomyroposes that learning takes place through interactions and associations with
significant others who support and reinforce attitudes (326) and social bond theory proposes deviant
behaviour results from the weakening of social bonds to society. The nmjds begulating human

behaviour are attachments to others (family and peers), commitment, involvement, and belief (326).
Augmenting such explanations is the work of Sumanth, Mayer and Kay which is discussed in depth later in

this work.
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situational and cultural factors, the legal protection of whistleblowers against retaliation
and considered theffectiveness of such legislation in encouraging whistleblowing-(322
43). The results in the case of the effectiveness of legislation were not definitive and
doubt was cast on the outlook for the ability of legislation to protect whistleblowers and
encairage whistleblowing in the future (339).

The multidisciplinary nature of the scholarly work was also highlighted in this
decade mainly ethical, legal and organizational. Along with this came a perception of
the need for integration of these pexdpes to separate myth from reality and to provide
more accurate information to legislators and policy makers. Near & Miceli reviewed
then recent empirical work to answer two questions considered important at the time:
first, are whistleblowerscrackpos” ?And second, do most suffer serious retaliation
following their actions? (Myth 51016). They concluded first, that whistleblowers are
not unusual peoplé ¢rackpots) but were in the wrong place at the wrong time and
forced to play a role in the dgmic and complex whistleblowing process. Second, they
concluded from surveys that most whistleblowers do not suffer retaliation and may not
consider it important in deciding to blow the whistle or not. However, case studies
indicated the opposite creadj the need for more research and interdisciplinary
cooperation (Myth 523).

The two primary theoretical perspectives used to explain retaliation in this work
are the effects of organization structure and culture and the power relatsoastopg
the social actors involved (Myth 520). The main premise was that bureaucracies would
be more likely to engage in retaliation than would less bureaucratic organizations.

Whistleblowing could also be power struggles among social actors i.e. thidebiower,
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the wrongdoer, the complaint recipient and the organization or top management team.
The relative power of each of the actors and variables that might affect it was considered
along with theories by which power shifts might occur among thesa@yth 521 22).

The researchers point out however, that empirical rese@rich1996 had not sufficiently
demonstrated the superiority of any of these theories over one another in explaining

whistleblowing and retaliation and more research was ndddigt 521).

By the end of the 1990’ s some of the ea

protective legislation on wrongdoing and the incidence of whistleblowing and retaliation
had been empirically tested, at least in the US Federal Public Sefiisewas

accomplished through secondary analysis of data collected over three time periods

1980,1983and 199y t he US federal government’'s Me

(MSPB), a creature of the CSR/Regarding the effect of whistleblowing legita
created to encourage whistleblowing, the analysis of the surveys indicated two desired
effects: - reduced incidence of perceived wrongdoing and an increase in the likelihood of
whistleblowing. However, there were two undesired effects observeeiyesic
retaliationgrewand whistleblowers increasingly sought anonymity (Miceli, Rehg, Near,
Ryan 141 42).

Regarding the variables that predict retaliation over time, the results identified
situational and personal predictors of retaliation as follovesnprehensive retaliation

(i.e. total number of times retaliation was threatened or experienced) was associated with

°® The Merit Systers Protection Board (MSPB) is an independent, gjuacial agency in the Executive

branch that serves as the guardian of Federal merit systems. The Board was established by Reorganization
Plan No. 2 of 1978, which was codified by the Civil Service Refantof 1978 (CSRA), Public Law No.

95-454. The CSRA, which became effective January 11, 1979, replaced the Civil Service Commission with
three new independent agencies: Office of Personnel Management (OPM), which manages the Federal
work force; Federalabour Relations Authority (FLRA), which oversees Fedel@bourmanagement
relations; and, the Board.
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seriousness of the wrongdoing, lack of management and/or supervisor support, lower pay,
minority race and use of external channels. Cohemsive retaliation was not associated
with lack of coworker support, professional job status, job tenure and gender (Miceli,

Rehg, Near, Ryan 1424).

The Field in the 2000s

In 2008, Near and Miceli summarize the empirical findings referred to above
regarding whistleblowing in the US Public Service based on secondary analysis of the
data from surveys done of federal employees conducted in 1980, 1983 and 1992 (263).
The 1980 survey was considered baseline as it was done shortly after the 1978 CSRA
wasimplemented and the M®B was created. The review reiterated earlier findings on
predictors of whistleblowing, predictors of retaliation and expanded the conversation to
include predictors of whistleblowing effectiveness. The empirical findings forgboesli
of whistleblowing and retaliation are summarized @ables 22 and Table2.3.

Regardingvhistleblowing effectiveness, these authors raise an important question
from a policy perspective: what are the conditions under which whistleblowing is
effective in getting the wrongdoing stopped? They point out that whistleblowing is only
beneficial to society if it causes organizations to stop the wrongddinengdoing274).
Their concern was timely when one considers this was the decade of Enron and the US
financial crisis the impact of which reverberated around the world.

They propose numerous reasons why organizations could resist termination of
wrongdoing as follows: nisome cases managers may not be aware that wrongdoing is
occurring; however, in oth@ases top managers, may hesitate to stop wrongdoing

because it first, benefits other valued

em
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seem very serious or seems even nonexistent; third, benefits the managers themselves;

fourth, in general hasecome normalized in the organization through processes of

rationalization and socialization or fifth, managers do not like it when employees

guestion their authority to make decisi@gWgrongdoing274-6).

Table 2.2: Empirical FindingsRelated tdPredictors of Whistleblowing

From MSPB Data 1980 From MSPB Data 1983 Overall MSPB
Data

Both internal and external whistleblower{ Anonymous and identified Overall, including

were compared with neabservers and whistleblowes compared to one 1993 data, the

inactive observers of wrongdoing (Miceli| another and to inactive observers | MSPB results

and Near 1984). (Miceli & Near 1988). showed

whistleblowers:

Five key findings: Whistleblowing and whistleblowers | 1. Felt more

1. Whistleblowers believed that weremore positively associated with supported than
whistleblowing was justified when | 1. Professional status; did inactive
wrongdoing had been observed; 2. Working in a larger work group; observers;

2. Observers of wrongdoing (inactive | 3. More positive responses to the| 2. Acted when
observers and whistleblowers) job, wrongdoing
perceived a more retaliatory climate| 4. Working in an organization was serious or
their organization than neobservers; where others believed problemg repeated;

3. Observers of wrongdog were more could and would be corrtad. 3. Held positions
likely than norobservers to support in larger
cash incentives for whistleblowing Also, different from inactive organizations
and to blow the whistle if they thougll observers, whistleblowers had: or units with
managers would correct the opporunity to
wrongdoing; 1. More years of service; observe

4. External whistleblowers described | 2. More performanceelated wrongdoing;
themselves as more knowledgeable awards; and 4. Were
about channels fowhistleblowingin | 3. Were male. seasoned, high
their organizations; performers

5. Whistleblowes in general had higher| This suggested that they felt greate who believed
pay and education thus more power| power and freer to blow the whistle that
and more likely to be viewed as as they were more likely to be views whistleblowing
credible. as credible. was sometimes

warranted.
Sour ce: Adapted fr om Ne aisti&loMngare!l i ,

Retaliation in the U.S GovernménhtReview of Public Personnéldministration28, 3,
2008: 263281

2008,
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Table 2.3: Empirical FindingRelated to Predictors of Retaliation

Predictors of retaliatiorOverall resultsregression analyses of all thigkSPBdata sets

1. Employees who are relatively powerful and blow the whistle are less likely to suffer retaliation tf
those who are less powerful, when power is measured by demographic variables (pay, perform
and majority ethnic group) and perceived support fromretheevels of elucation did not fithis
pattern. They were more likely to be retaliated against if they were external whistleblowers (Mig
al 1999 Miceli & Near 1992.

2. Preliminary evidence suggested that a large majority of whistleblowerstaseail channels first.
They go external when they are ineffective and have suffered reprisals (Rehg et al, 2008).

3. Thepreliminaryfindingsin No. 2 aboveif confirmed in later researcBuggesthe reason for
retaliation with external whistleblowing i®t so much the greater threat to the organization from
public exposure. It may also be because the organization/managers were more resistant to pra
correction when reported inside, perhaps as it was a very serious problem. Thus, the organiza
managers themselves force the whistleblower to pursue the complaint outside.

Sour ce: Adapted fr om Ne avisti&loMngaredll i , 2008,

Retaliation in the U.S GovernmentReview of Public Personnel Administrati@s, 3,
2008: 263281

Further, they quote an anonymous reviewer who suggests another hypothesis:
managers may also believe that change is not in their best interest although it might be in
the organization’s best | nwouwdregueré s. They
acknowledging the wrongdoing and would thus lead to loss of status, loss of financial
rewards or job, or civil or criminal charges (27%). They posit that the threagidity
hypothesis suggests managers often react with rigidity wheatémed, even if change
might be in the best interest of their organizations (276). The empirical findings
regarding predictors of whistleblowing effectiveness from the three MSRRysare
summarized iMable 2.4. Key questions emerging from this waake: what leads
employees to effectively blow the whistle and why are some whistleblowers more likely

than others to suffer reprisal? In answer, the authors underlined theoretical implications

ma
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from initial findings which showed a patterfirst, employees are more likely to blow the
whistle when wrongdoing is serious, frequent, Kirgd or widespread and evidence is
clear. However, because of this they are less likely to be effective in stopping the

wrongdoing and are more likely to suffer reprisals.

Table 2.4: Empirical Findings related to Whistleblowing Effectiveness

Predictors of Whistleblowing Effectivenessom MSPB Data 1980, 1983 and 1993

1. Data showed mixed support for theoriesutiistleblowingeffectiveness (Miceli &ear 2002).
Variables indicating the wrongdoing was less rather than more serious and of short duration w
associated with effectiveness in all three data sets examined. Variables associated with the
whistleblowel s st at yrescripeédvhistleblowind aad power base (i.e. complaint recipien
was in the Office of the Inspector General) were positively associated with effectiveness but
retaliation against the whistleblower was negatively associated with effectiveness.

2. These results midglsupport the threaigidity hypothesis in thatvhistleblowingthat was less rather
than more threatening to the organization resulted in less rigid response and greater willingne
terminate wrongdoing. They are also consistent with analysis oftthewt | e b |l ower "’
relative t o t whpstlebleveswirermee nathér thhandess power was more effect
in gaining top management’'s willingness to
holds up in other types of sahes.

Source: Adaptedfrode ar and Mi cel i Whistleb®wingdndVr ongdoi ng
Retaliation in the U.S. Governménht Review of Public Personnel Administrati@s, 3,
2008: 263281

Second, powerful whistleblowers are more likely to be effective and less likely to
suffer retaliation. Third, organizations that are less rigid and more innovative (e.g.
learning organizations) may be less threatened by whistleblowers and more willing to
cease wrongdoing (277). But, bureaucracy is still the basis for most organizational
structures built on the principle of managerial authority, and so may still resist tolerating
or even encouraging dissent. This begs the question: how can organizations be

encouraged to become learning organizations where dissent is considered acceptable?
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There is little empirical research on what happens to organization structure and
performance if dissent is permitted (Near & Miceli, Wrongdoing 277).

Policy implicationsof encouraging dissent were also identified. For example, top
reasons people do not blow the whistle include not only fear of reprisal but maybe more
importantly, a belief that nothing will get done. Near and Miceli propose several
strategies to improvehis situation. These include, first, that lawmakers could take policy
actions with the aim of increasing penalties for wrongdoing and increasing sensitivity to
wrongdoing. This they believe may have more impact on the incidence of
whistleblowing than las aimed at reducing retafion against whistleblower#.
executives, presumably spurred by the consequence of penalties, acted to stop the
wrongdoing, then whistleblowers would be more likely tovibthe whistle (Wrongdoing
278), and scond, managersid administrators faced with stiffer penalties could be
proactive and encourage dissent i.e. valid whistlebloytongrevent external
whistleblowing and public censure. Possible strategies include transparency of
organizational actionandclear channel®r internal whistleblowing (ombudspersons,
hotlines) that are recognized, understood and trusted by employees (@18 there is
a need for more empirical research to validate and extend findings to know which actions
are most likely to encourage stieblowers to act, Near and Miceli conclude
organizations can take early action by clearly defining wrongdoing, ensuring top
managers understand what wrongdoing is and creating penalties for ignoring
wrongdoing, so that managers will view whistleblowasgless threatening to the

organization (279).
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The Field in the Current Decade

More recently, there appears to be an emphasis on understanding retaliation
perhaps in response to the apparent failure of legislation on its own to improve the
situation and té increase in occurrence and intensity. In addition to power and other
perspectives on retaliation, scholars are beginning to consider more fully how
individual s’ cognitions a ndoegongooup, av sysem a n d
-impactretal at i on ( Sumant h, Myer Kay 165). Near
was associated with response rigiditthreatrigidity theory- is in line with the above
views. This was supported by the finding that wivanstleblowingwas less rather than
more threatening to the organization i.e. wrongdoing was less serious and short lived, it
resulted in less rigid response and greater willingness to terminate wrongdoing (Near and
Miceli, Wrongdoing 275). Sumanth, Mayer and Kay suggest that retaliatioconasg/
from a multitude of sources and argue that anyone who stands to benefit from the
unethical activity could retaliate, whether directly engaged in the wrongdoing or who
knows of it but is not directly engaged in it. In both situations factors suc¢hieal e
climate and a norm of sellfiterest are at play (1667).

There also appears to be more interest in the organizational context and culture as

it impacts not only how the organization f
prohibitive tounethcal acts” (Jur ki ewicz and Giacal ol
how it Iis enforced or i mplemented. As not

i mpl ementation or enforcement may wunder min
scepticism about whistleblowirigw effectiveness and enforcement, or about pursuing

redress, remains an important issue” (Lat:i
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In summary, this sectioreviewedthe evolution of the theory and knowledge
around whistleblowing over the decaddgsencountries first began legislating protection
for whistleblowers Thh s ev ol uti on began | argely in the
descriptive and not theoretical, focusing on individual whistleblower stories, their
motivations and the retaliation they suffe(eddi et he & Rot hschil d 199.
there was a recognition of the need for more research focus on organizations and the
potential of whistleblowing and organizational dissidence as an impetus for
organizational change and renewal (Graham 1998§ pbtential for legislation to both
encourage whistleblowing and protect whistleblowers was also considered and placed in
doubt (Miethe & Rothchild 1994). In addition, reprisals were explained through the lens
of structure, culture and power relationgh{plear & MiceliMyth 520). By the end of
the 1990's many of the earlier hypotheses
been empirically tested. This work was summarized by researchers by the end of the
2000 s and t her e wa d makeowhistlebfowirmgunsre effectivevh at wo
(Near & MiceliWrongdoing2008).

These theories attempt to explain whistleblownegrisals and the behaviours of
both the observers of wrongdoing and the organizational members who receive reports of
wrongdoing whenmobserver decides to blow the whistle. Some use theories of
motivation, power and dependency to explain the phenomeeeriNear & Miceli 1985),
while othes propose theories of conformity and deviance such as social bond theory,
rational choice theoryand social learning theory which they believe allows for a more

comprehensive understandifidiethe & Rothschild 1994)
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While much has been learned, at present there is still a lack of consensus on
which theory idest suitedn explaining reprisals. Tre is als@lack of indepth case
studies to help deepen that understanding likely due to the difficulty in verifying what the

whistle blower alleges. | address these issues in the next section.

2.4 Theories of Whistleblowing

In this section, the issue gaps in explanatory theory regarding reprisals
addressetly drawing on the insights of researchers such as Miceli & Near and
colleagues over the decades to propose rather than one tBewgyral theories that are
helpful. | suggest thiollowing: recent theory focusing specifically on reprisals by
Sumanth, Mayer and Kay (201 Iyore general theories pertainingndividuals and
organizations byAsch (1955, 1961), Milgram (2009), Jurkiewicz & Giacalone (2014),
Vaughan (1983, 1996), and Argyris &l8m (1996). These additional theories are
described in more detail below.conclude this section by proposing a diagrammatic
summary of these individual and organizational theories which seem most useful in
explaining the paradox of reprisals againsistibblowers. The subsequarase study
where the allegations of the whistleblower are corrobotateadigh official government
and other documents from court and tribunal filedl allow for discovering whether the

whi stl ebl ower ' slarendiffezentifremtiatesuggestsed by therthieory.

Reprisals, Cognition and Emotion

To begin, in 2011, Sumanth, Mayer, and Kay proposed mechanisms of cognition
and emotion as the primary forces sparking reprisals against whistleblowers, moving
beyond angbroviding alternative explanations to earlier poswased explanations which

they believe are insufficient (169). Drawing on management and social psychology
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|l iteratures and system justification theor
perceivedh r eat to one’'s ego, group and/ or syste
cognitive and emoti onal processes” (167) t
and processes include justification motives, moral emosaok as anger, shame and
fear, and moral disengagemehus justifying the wrongdoing and triggering reprisals
(169-74). They further propose ththe extent to which certaindividual forces or
moderator@nd organizational/contextual moderatars present in an organizatjon
influences whetherreprisalswill be more or less seve(&67). Individual moderators are
Machiavellianism, organizational commitment, and belief in a just world
Organizationalfontextuaimoderators arethical climate, group cohesion, and
legitimatedbehaviour

They place two constraints on their madeist, the theory is intended to apply
to situations where the whistleblower genuinely is intending to help their organization do
the morally right ting. Second, they see those likely to retaliate from a broad
perspective. This could be anyone who stands to benefit from the unethical activity
either those directly engaged or who indirectly benefit from maintaining the status quo.

In both cases a nar of selfinterest is involved (167).

Reprisals, Conformity and Obedience to Authority

The impulses to conform and obey are particularly relevant to this examination of

2 Machiavellianismisa person’'s tendency to deceive and mani pu

and is part of the ‘tsdvhiahlocludenarasdism aodpsyphepateyd1¥®).l i ty tr ai
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whistleblowing and reprisalsAs ch’ s wor k on conformity and
help to explain why, at times, human beings are blind to and silent laddoanious that

are contrary to their own ethical values, and sometimes the law as well, often with
disastrous results. If we can advance this understanding, perhaps we catetinenele

what can be done to counter such tendencies in organizagaosuraging more
whistleblowingand more ethical and accountable organizations.

Asch’ s experiment on conformity was con
simple test with a group of college students and demonstrated how readily people will
conform to the group. As described by Heffernan the participants were:

Shown a singleertical black line of a certain length, and they needed to

identify which of three separate lines matched it in length. All but one of

the students had been told beforehand t

The isolated student gave his opinion ldstnearly 40% of the cases, the

isolated student chose the obviously wrong answer. Repeated trials of the

experiment showed that only a small minot§ percent- could be

counted on always to conform and only about a third could be counted on

neverto conform but the vast majority of ub8 percent will, under

certain conditions, conform. (127)

Hef fernan comments that “under soci al pres
wrong than alone” (127). He fview.rWwhigentisuses A
important to appreciate the role conformity plays in shaping human action and explaining
wrongdoing and reprisals, Asch actually conducted his experiments to clarify and inquire

into the state of the theoretical and empirical situadiothe topic at the time (up to the
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1950 s) . As he noted, this view “al most e
individuals to group forces, has neglected to inquire into the possibilities for

independence and for productive relations withittian environment, and has virtually

denied the capacity of men, under certain conditions to rise above group passion and

pr ej uEfects223).

While his work showed a strong tendency to conform, Asch points out that
consolation can be drawn fromtheact t hat, when questioned |
participated in this challenging experiment agreed nearly without exception that
independence was p rOpihias3%.bThecortdibonscneeded tor mi t y ”
foster the development of independendesite group forcesis a question requiring
more attention in whistleblowing situations.

Milgram, a student of Asch, distinguished between obedience and conformity.
According to this view, obedience is about obeying the orders of a formal authority,
while conformity is thebehaviouom f s omeone “who adopts the he
language of his peers, who have no special right to direbehaviout ( 1 14) . Li ke
many thinkers and researchers following the Second World War, Milgram was concerned
withfindi ng an expl anation for how the atrociti.i
carried out by his obedient followers resulting in the deaths of millions of Jews, could
have happened. There were two participants in the study ostensibly to demonstrate the
effect of punishmenton learninpp “t eacher” and a “l earner”.
the learner is an actor who takes direction from the experimenter. The teacher, whose
behaviouris the subject of the experiment, proceeds as instructed to admshistdss to

the learner each time he makes a mistake in the word pairs he is to remember. Each
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supposed shock continues until it reaches up to lethal intensity. The learner (actor) began
to protest and screamed in agony and the experimenter would nofagteeteacher to
stop. Despite their discomfort “a substan
|l ast [l ethal] shock on the generator (5)".
Milgram points outthatoutside of the experimesttuationmostsaw
disobedience as proper. HoweMeeing in the situatiomade it difficultto act consistent
with one’ s v alfonteefdlowmgreasoadhiscs ena@ee “binding
lock the subject (teacher) into the situation such as politeness, wanting to keep his
promise to helphe experimenter, and awkwardness of withdrawisegond are
adjustments to the subjects thinking that undermine his resolve to quit such as becoming
so absorbed in the narrow technical aspects of what he is doing and performing
competently, he fails teee the broader consequences and deficierasiddinally,while
many of the teachers/subjects did not agree with what they themselves were doing and
protested, most did not have the courage to act on their beli#iy.(5
A particularly relevant findingrom a variation on the original experiment stands
out in Milgram' s work and it tells us that
wholly psychological. The form and shape of society and the ways it is developing have
much to do wprdpbsedithatthe divisibn Ebourhabkdragmented jobs so
that an individual gets to see one part of the whole. This has taken away from the human
guality of work and I|Iife and in yielding t
act i on Shisaligndwith €arlier findings of researchers such as Miethe and

Rothschild that whistleblowing takes place when whistleblowers are in positions where
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they can observe wrongdoing, i.e. management, professional status, and could be part of

the explanation for why there are so few whistleblowers.

Reprisals and Ethical Climate
Jurkiewicz and Giacalone conclude that organizational dysfunctionality
contributes to ethical dysfunctionality which fosters wrongdoing. They have developed a
list of organizational characteristics called the Dysfunctional Dozen which can be used as
a starting point by organizations and others to determine the level of ethical
dydunctionality in an organization. The presence of mairthese characteristics would
establish “a base threshold for dysfunctio
others can further develop the scale as an aid for planning and assessmearitéyichdd
the need for intervention to prevent unethicality developing. The characteristics are listed
and described imable 2.5.
Jurkiewicz and Giacalone describe how an ethical climate is constructed and
focus on how an organization functions ratlnemt on the specific acts of those within it.
They argue that “the structure of an organ
itself conducive or prohibitive to unethic
elements of ethical dysfunctiestructural, cultural and leadership. As previously noted,
strict vertical hierarchies foster dysfunctional cultur&kis occurs as communication is
difficult and there is little or no recourse when employees are faced wittotop

unethicality (Jukiewicz & Grossman -3.3).
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Table 2.5: The Dysfunctional Dozen

Organizational
Characteristic

Description

Deception

Entailsbehaviourthat is imposturous, expedient, artificial, shallow, and politica
mani pul ati ve. Al so can include ou
i mpression management ” behdvieridikedyl | y
modeled by leaders and replicated by subordinates.

Dependency

Strong ties and identification with leader. Psychological and fiscal dependen
leader leading to strong desire to please to gain approval. Leader requires
obedience and setfetemination is punished. Groupthink reinforced and lack ¢
critical analysis.

Distrust

Employees assume hidden agendas, rumor mill runs rampant, and ulterior m
suspected of each other. Dysfunctional reporting on each other, surreptitious
observatio and almost paranoid guestioning of motives and intentions.

Egoism

Focus on sel f, irrespective and di
to an end, and associations dictated by utility rather than personal regard. F
on short term peonal gain rather than collective sense of accomplishment.

Immediacy

Focus on immediate reward without regard for lb&ign consequences and
accountability is way down the road. Rewards for expediency toward goal
attainment. Desired ends justify any meaand Machiavellianism prevails.
Manipulation of data and spin of interpretation to enhance performance and
discount consequences.

Impiety

Demonstrated disesteem and contempt for employees. Uncivil and discourte
tone of interactions. Sense tlaganization is more important than its member
Employees bullied and harassed. Competition for attention rather than direc
toward production.

Impunity

Lack of accountability and blaming others. Procedural issues cited to deflect
blame and protedrom responsibility. Pathological form of favoritism and
existence of character, truth, keeping obligations and promises are malleablg
exercised at individual’'s discreti
and rewards based on who irsbposition to return favors.

Inequality

Sense of injustice and loyalty not in best interest of individual. Disparity and
unfairness in treatment. Output minimized, discouragement abounds and diy
not valued.

Inhumanity

Lack mercy or kindness. niployees and management cruel to each other and
often to stakeholders. Impersonal and cold environment and lack of concern
needs of employees as human beings.

Invariance

Management enforces only one right way to do things. Questioning is
discouragd, innovation and critical thinking are suppressed; proactive thinkin
creativity, and effective problemsolving are dissuaded either overtly or tacitly.
Behaviouroutside established norm punished. Can lead to pursuing aberrant
with great yet unarranted zeal.

Narcissism

Tendency to selfishness and exploiting others;agdfrandizement, brutish
disregard for those who distract attention from oneself.

Obduracy

Harsh, inflexible, unyielding mindsets. Information that counters held beliefs
attitudes not allowed. Decisions made to maintain status quo. Unwillingness
change creates a threshold for ethical dysfunctionality.

Sour ce:
Et hi cal

Adapted from Jurkiewicz and
Dy s Jowrnalof BusinessaEthicHept, 10, 2014,-12.

Gi

aca
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An organization’s culture develops over
behaviour policies that are articulated, rewards lfehavious that are demonstrated, and
“the col |l ect i v eionalmembers [that] eahereanto asystgnaoh sharea t
meaning” (Jurkiewicz and Giacalone 3).
Certain aspects of an organization’s <cu
dysfunction than others such as: a reward system that rewards ursthaabur, for
example pressuring for goal attainment while communicating a lack of concern for how
this is done; an orientation towards profit that advantages the few over the many, for
example, preferential salary increases, quid pro quo consulting oppeduaitdue
personal influence in the execution of contracts, kickbacks, or using organizational
powers to procure personal influence through proffering favors; accountability programs
without consistent consequences for leaders who do not equitably reietbrcal
standards and a code of ethics that is not backed up by ongoing ethics education at all
levels of the organization and clear negative consequences for violations that are
consistently enforced (4).
Regarding leadership, leaders have a powenfllence on the culture of an
organization (112). This is transmitted for example through ttbeihavious which
demonstrate what is important and what is not, how they respond to crises, what they
reward and punish and who they hire and fire (4). Somdengs regarding leadership
dysfunction are: individuals will go to extremes to present themselves as ethical despite
acting in direct opposition to their ethical claims; most people given opportunity, will act
unethically ter medf “@rdivmaarn wepaoplhenhesitrydi \

think rationally about ethical issues and do not recognize their own biases; and
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individuals engage in moral disengagement to justify unethefaviourto themselves

and reframe it as morally acceptablerkiewicz & Giacalone 5). Those most likely to
engage in moral disengagement have four personality characteristics: Lack of moral
identity, low empathy, a chance/external locus of control orientation and trait cynicism
(5). Fur t her ethicality fs enhanckeé when the lqualitylof senfice
provided for which they are responsible is
Giacalone 5). When outcomes become evident in the ktagar leaders are not so
concerned with doing the rightitiy in the moment. This ability to detach themselves
from the consequences of theehaviouis learned over time and is a learned tactic for
survival and success in an organizati@ehavious that contribute to ethical
dysfunctionality are those thage leaders deflect the responsibility for ethical violations
onto the system and reject strict definitions of right and wrong (5). These factors would
likely decrease the likelihood pbsitive outcomes for whistleblowing and

whistleblowers.

Reprisals anl Normalized Deviance

Vaughan’s ideas are useful i n examining
motivate unlawful behaviour in a government context as well as in the private sector.

They also help explain how ethical dysfunctionality can becemigedded in a culture

and why organizational members remain silent. Her theories were gleaned from two case
studies-the Challenger disaster and her exhaustive study of a fraud against the Ohio

Department of Public Welfare perpetrated by the Revco Droig $haint' Vaughan

proposes that her work presents the relationship between certain cultural and structural

' Revco is a large, complex organization with 159 drug stores in Ohio alone and 825 drug stores
throughout 21 states in the United States (Contro8jng
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factors and unlawful behaviour as a general model and is applicable to public
organizations as well (Controlling 63). She theorizes that agtomnal misconduct is
systematically produced by the external environment or social structiueestable
characteristics in the society in which the organization exists and conducts business, and
the internal environmentor the stable characteristiobthe organizations themselves
(Controlling 54). Factors facilitating this processr e “ compet i ti on, econ
a culturally approved goal, and erosion of norms supporting legitimate procedures for
achieving i1it66).(Controlling 54

Some of theexternal and internal environmental factors she proposes are
associated with misconduct in organizations involve competitive pressures and resource
scarcity, organizational characteristics, regulatory ineffectiveness, and culture. These
environmental faadrs facilitate the development of an organizational culture that includes
the normalization of deviance, as well as, a culture of production and structural secrecy
(Challenger 1734, 119 95, 196237, 238 77). Itis my contention that the interplay of
some of these factors can be demonstrated in the case under consideration and bolsters
t hwrongdoes ’ belief that they are doing nothin
but rather the problem is due to the intransigence of the whistle blower wpmseiees

would ruin their careers and the reputation of the organization.

Reprisals and Organizational Learning

Near and Miceli proposed that learning organizations were less rigid and would
likely be more conducive to whistleblowing, and less conduaveprisals (Wrongdoing
277). This is a reference to the work of Argyris and Schon on organizational learning

and helps elucidate what happens in organizations that are governed by defensive
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reasoning in the face of error and criticism which can leayséunctional ethical
climates and reprisals for whistleblowers

According to Argyris and Schofearning in organizations is about the detection
and correction of erroflhey describe théollowing conceptsas important in
understanding this procesg1) singleloop learning and doubleop learning, (2)
espoused theoriagrsustheoriesin-u s e ( “ me hahda3) orgaaizatsrial learning
systemgonsisting of organizational structures/processes and the behavioural world of
the organization.

These ©ncepts are briefly described as follows: fisstgle loop learnings

“I'nstrument al |l earning that changes strate
strategies in ways that | eave Aghrie&val ues o
Schon20). Doubl e | oop |l earning is “learning tha

theoryin-use, aswellasinis strategies and asXlu®omeéei ons”
cases require inquiry through which organizational values and norms themselves are
modifiedto correct error. For individuals or organizations to address the desirability of
the values and norms that govern their theaneasse they must engage in doublgop
learning. Doubldoop learning in organizational inquiry explores not only the aihje
facts surrounding an instance of inefficiency, error, or criticism but also the reasoning
and motivations that gave rise to them-(2R This is the kind of inquiry and learning
that should allow for whistleblowing to take place effectively witHeat of reprisglas
presumably their concerns would be honestly and openly dealt with.

Second, e factors they regard as most critical to the successful achievement and

maintenance of highdevel (doublel oop) | earning arethe“t he bel
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organizations and the theorgsuse of individuals that reinforce and are reinforced by

i t 7 —xXxxwhigh is another way of describing a culture. Moreover, Argyris and Schon

emphasize the I mportance of “strectwrogni zi ng,
organi zational theories of action or <cl ose
postul ate that people have “ment al maps” w

involve the way they plan, implement and review their actions ancefuttiese maps are

what guide actions rather than the theorie
consists of two contrasting theoriethose that are implicit in what practitioners do or

theories in- use, and those which they say they use tokspetneir actions to others, or

espoused theory. This distinction allows one to consider whether behaviour fits espoused
theory or is there congruence between théonyse and espoused theory and further,

developing congruence between thewryise and gpoused theory is necessary to
effectiveness (:34). When an organi zation’ sloopul ture i s
learning and defensive responses to error or criticism and there is no congruence between
theoriesin-use and espoused theories (termed Mbtledoriesin-use)it is unlikely that
whistleblowers and whistleblowingill do well. Conversely,iwen an or gani zat:i
culture isopen to doublkboop or reflective, ongoing learning and actively seeks to ensure

there is congruence between what theytbay do and what they dtermed Model I

theories-in - use) whistleblowing and whistleblowers theory, should flourish.

Andfinally,en or gani zation’s | earning system i

relevant to whistleblowinglt is made up of botbrganizational structurgzocesseand

t he organization’s behavioural world (or ¢

System) or facilitates (O Il Learning System) organizational inquiry and learning. These
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two elements create the conditions thdt make itlikelyt hat “cruci al i ssue
addressed or avoided, that dilemmas will be publicly surfaced or held private, and that
sensitive assumptions will be publicly tes
A learning system that facilitates addressing citusgues, dilemmas and
sensitive assumptions would make it less likely that a whistleblower would need to
disclose wrongdoing externally as internal disclosures would be acceptable thus
eliminating the need to go outside the organization. As well, moistlalflowing would
likely take place as there would be less likelihood of reprisals if discussing pratniems
wrongdoingis considered acceptabl&he learning system and the theofilesise that
individuals bring to its behavioural world are interdepemnde
Argyris and Schon point out that productive learning systems will not tend to
become fixed and rigid because doulolep learning continually questions the status
quo. They acknowledge that change will be difficult since the values of Model | theories
in-use and @ learning systemsafhich inhibit reflective/productive inquiry) are socially
and culturally approved (112).
Seddon and O Donovan in 2010 proposed,
learning organizations is that command and control managethinking still prevails
and prevents productive learningi®). The theories of Argyris and Schon argue
strongly for the importance of organizational structure and culture when examining the
whistleblowing phenomenon. Culture, values and leammatier and shape
whistl ebl ower s and o tbehaviouand fgedlback.z S8ableo n a | me
2.6 for a summary of the governing characteristics and values of Model | (inhibiting) and

Model Il (facilitating) theoriesn-use in an organizational learning system.
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Table 2.6: Governing Characteristics and Values of Model | and ModelTheories in
Use n an Organizational Learning System

Characteristics inhibiting change in O | Learnin

Theoriesin-Usei Model |

System (Single loop learning only)

Characteristics facilitating shift to O Il Learning
System (Single and double Ideprning flourish)

TheoriesIn-Usei Model Il

1 linked to defensive reasoning especially when | § linked to valid information, free and informed
issues are embarrassing or threatening choice and internal commitment

1 this sets up antearning consequences for doubl| I behavioural world shares power, task definition
loop learningcalled primary inhibitory loops and control, face saving actions resisted (defen
(inhibits face to face interactions). and antilearning).

1 leads to defensive, dysfunctional responses 1 leads to lessening of competition to make
triggeredand ei nf orced by *“c¢ decisions for othersptoneup others, or to
such as: vagueness, ambiguity, untestability, outshine others for purposes of sgtétification.
scattered information, information withheld, Contributions of each member of group
undiscussability, uncertainty, maximized.
inconsistency/incompatibility.

1 further leads to anxiety, mistrust, uneasiness, a| 1 processes and decisions open to scrutinghbge
increased interpersonal conflict. expected to use them.

1 governing values are: unilateral goal setting an{  evaluations and attributions are minimized unle
actions, maximize winning and minimize losing, accompanied by usable data and thesaag
minimize expressing negative feelings. behind them.

9 the above leads to secondary inhibitory loops |  the above should lead to reduction in defensive
(inhibits interactions between groups) and responses in individuals, within groups and amd
organizational defensive routingse protect from groups, and an emphasis on dotiblgp learning.
embarrassment amevent identifyingcauses.

91 four rules of defensive routines: (Cyaft 9 authors reason a changendividual theoriesin-

messages that cain inconsistencies; (2ct asf
messagenot inconsistent; (3nake the ambigujt
& inconsistency undiscussable.

use to Model Il can lead to a change in
organizationaltheoriesin use and help create D
learning systems and behavioural worlds.

Source: Adapted from: Argyris and Schor- Organizational Learning H Theory,
Method and PracticeA@ldison—Wesley Publishing Company 1996).

In conclusionFigure 2. 1 summarizes theories that are useful in gaining a better

understanding of why reprisals against whistleblowers octhe. upper pardepictsthe

external environment in which organizations ewkichimpact misconduct. The lower

part depicts what happs inthe internal environment in organizatiomsce

whistleblowing occurs.
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The Court

Parliamentary Standing
Committee on Health

- Impartial decisioamaker
in the pursuit of justice

- Responsible fooversight
of Health Canada

Provides checks and
balances on

organizational abuses of

power.

Organization-
Health Canada

- Hasstatutoryduty

as Regulator of public

safety through Food

and Drugs Act

Societal Culture and Organizational Misconduct
The above entities operate in arternalenvironment whergit is assertedprganizational
misconduct is socially and culturally produceBacilitating this is: competition, economig
success as a culturally approved goal, and erosion of norms supporting legitimate proq
for achievingsuccesgMerton gtd. inVaughan— Organizational Misconduct 585). The
external environment impacts the internal environment in organizations. When miscq

occurs, it often sparks whistleblowing.

Whistleblowing
- triggersunderlying cognitiveandemotional
forces

Perceived Threats to Ego, Group or System
-Resulting Emotions of Anger, Fear, Shame & Mor|
Disengagement trigger reprisals

v N\
Individual Moderators Organizational/ Contextual Moderators
-Machiavellianism - Ethical Climate
- Organizational Identification - Group cohesion
- Belief in a Just World - Legitimated behaviour
- Obedience tduthority - Normalized deviance
- Conformity - Response to Error or Criticism
(defensive or reflective/productive)

Figure 2.1 — Law, Culture and ReprisalUnderstanding the Whistleblowing Reprisal Paradox in
Regulatory Agency in Canada

— Adaptedfrom SumanthMayer, Kay (2011)Milgram(2009),Asch (1955 1961),Jurkiewicz & Giacalone
(2014) Vaughan(1983) Argyris & Schon(1996).
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2.5The Problem of Reprisals

Reprisals are problematic. As previously observed, reprisals are part of the reason
why so many observers of wrongdoing remain silent thus enabtoggdoing to
continue at great costs to society. The solution to this problem was seen to be the
institution of legislation to protect whistleblowers. It assumed that protecting them from
reprisals would increase whistleblowing and presumably decrepssals (Miethe and
Rothschild 33738). This strategdid not havehe desired effect. The U.S. has a much
longer history of whistleblower protection legislation than in Canada, dasifgrback
as the 1863 False Claims Act covering whistleblowers reporting fraud by contractors
against the government. The modern legislation for federal employees beg#rewith
Civil Service Reform Act of 1978, and a large number of related laws. Some of these
laws include the 1989 Whistleblower Protection Act, and the 1994 Whistleblower
Protection Enhancement Act (Near and Miceli 264) covering federal public servants.

Numerous laws notwithstanding, recent testimony at a 2014 U.S. government
committee hearinggea mi ni ng t he Administration’s trea
described t he s iLtLevdstl)i*’otrwasaeportédahera wemeiretad  (
numbers of whistleblowers coming forward, and more whistleblowers received favorable
findings attributedo the passage of the Whistleblower Protection Enhancement Act
(WPEA) of 2012. However, government agencies were becoming more aggressive in
their treatment of whistleblowers. Whereas before the WPEA, retaliation was in the form

of suspensions, demotigntermination, etc., now the reprisals have gone up a notch to

12 The hearing was conducted by the U.Sv&ament Oversight and Reform Committee in Sept. 2014
and may be watched via videdittps://oversight.house.gov/hearing/examiratiministrationgreament
whistleblowers/



https://oversight.house.gov/hearing/examining-administrations-treatment-whistleblowers/
https://oversight.house.gov/hearing/examining-administrations-treatment-whistleblowers/
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threats of criminal i nvestigations and pro
voluntarily resign (. Lewis1). The reason for the ongoing censure and reprisals despite
legislation prohiling this remainsnisunderstood

To begin the process of clarifying the picture regarding reprisals in Canada, this
section will first considethe question of loyaltyan aspect of both culture and the law
thatappears to affeathistleblowingsituations in federal organizations in Canadlais
is followed by abrieflook at the Canadian whistleblower protection legislation with a
view to identifying areas where the legislation might be improved to provide stronger

protection.

Reprisals, Loyalf and Law
In line with this belief in the power of law to change cultures, many countries

have enacted | egislation to protect publ i
(Latimer and Brown 766). However, the power of culture to change laws has @tso be
noted, as problems with the implementation of whistleblower protection legislation have

been identified. It has been asserted that whistleblower laws must be seen in the context

of culture. Latimer and Brown contend that these laws cannot workastiéeh

environment. Further, “a precondition for
including an independent | egal system and
propose that such | egislation should “prom

respected, valued and even rewarded. A failure to support whistleblowers equates to the
promotion of the protection of misconduct
We know that reprisals continue and intensity is increasing, at least in the U.S.

While there ar@o definitive explanations for this, several authors have made
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observations on the likelihood of and intensity with which reprisals are delivered and
provide some insights into the power of structure and culture to influence behaviour in
organizations. & example, organizations that employ thousands of workers are
“organi zed hierarchically, and their | eade
from their employees” (Glazer and Glazer 3
The power of Dbureaucr aci esdedsvewaysspe peo
enormousas described by Jackall
't regul arizes people’ s experiences of
engaging them on a daily basis in rational, socially approved, purposive action; it
brings them into daily proximity with ahsubordination to authority, creating in
the process upwatldoking stances that have decisive social and psychological
consequences; it places a premium on a functionally rational, pragmatic habit of
mind that seeks specific goals; and it creates soi#ksures of prestige and an
elaboratestatus hierarchy that in addition to fostering an intense competition for
status also makes the rules, procedures, social contexts and protocol of an
organization paramount psychological guid€d)
Put more succinbit, a former Vice President of a large firm stated on the mattéavh a t
is right in the corporation i s what the gu
moral ity i s i n t heaVNhistleblowes, inzeffect,acmllengéthisc k al | 4
bureaucratifcorporate power, and in so doing face huge risks.
The issue of bureaucratic demands for complete conformity and loyalty raises
important questions and points to the significant impact of culture in public

organizations. Alford concludes from his work lwwhistleblowers and managers that
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“to run up against an organization is to r
guestion “Could more terrible things in th
l oyalty than any o udsteni3 loyally@ecessarlyraigesod r ai s es
thing? Or put another way, is it ethical to be loyal to an unethical organization?

The question of loyalty, a value and legal imperative in many organizations
i ncludi ng Can a crdtes a ténsidniwhistleblBwng situatores and is
understood in different ways. For example, some believe that employees owe a duty of
loyalty to their employers. However, they also believe this duty can be overridden by a
greater duty to the public interest (Bowie 143, Bok 3). Additionally, Duska argues
that employees do not have an obligation to a company as companies are not properly
objects of loyalty. Moreover, it would give them a moral status they do not deserve while
at the same time lower the status of tie@nployees. He notes a business exists to
produce a good or service and to make a profit. Further, he proposes that loyalty depends
on relationships that require sskcrifice with no expectation of reward whereas
business functions based on enlighteseltinterest. Further, when it is profitable for
either to do so, a company will release an employee, or an employee will leave the
company (14247).

Arguably, in contemporary society, Dus k
government organizations asliveAs has been observed, trends in public management
have seen bureaucratic independence from the political executive gradually eroding and
public managers becoming more like busingb®& entrepreneurs of a new, leaner, and
increasingly privatized govement that mirrors the values and practices of business

(Sossin 33, Denhardt and Denhardt-549.
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The duty of loyalty is relevant for Can
of contractual obligation and common law (Treasury Board 1). Thegmmoéhd
complexity with this duty is demonstrated by its paradoxical nature in that public servants
must be impartial and ngpartisan while at the same time remaining loyal to a legal
entity (the Crown) whose powers are exercised by Ministers throughathieet, a
political body (Public Service Commission (PSC) par. 5.18).
The Supreme Court FBrdserCRublia$eevicesStaffi e ci si on
Relations Board (P.S.S.R.B), 1986pwn aghe Fraser cases the leading case in
Canada on the duty of loyaltithe decision qualifies the duty as follows:
As a general rule, federal public servants should be loyal to their employer,
the Government of Canada. The loyalty owed is to the Government of
Canada, not the political party in power at any one time. A public servant
need not vote for the governingrpa Nor need he or she publicly espouse
its policies. And indeed, in some circumstances a public servant may
actively and publicly express opposition to the policies of a government.
This would be appropriate if, for example, the Government were etgage
illegal acts, or if its policies jeopardized the life, health or safety of the
public servant or others, or if the pub
his or her abilities to perform effectively the duties of a public servant or on
the publicperception of that ability(Treasury Board 1§
The judgement noted there may be other qualifications, thus inferring the above list was

not meant to be exhaustive. The Courts have been inconsistent in interpreting and

13 The Fraser case was sparked by the firing in 1982 of a Public Servant, Neil Fraser, for openly criticizing
a decision of the Liberal government to change to the metric system of measurement in Canada (Treasury
Board 1).
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applying this policy/precedent whistleblowercases and the Treasury Board document
characterizes the status of the duty of 1| o
(1). I n fact, others go further and state
whistl ebl owdrug™ h(eHgq WHeo qgai)e. bel i eves with th
Supreme Court of Canada endorsed a view that the interest in the actual and apparent
impartiality of the public service justified an increased duty of loyalty on the part of
public servwaasmrstes™ s( 2) .. . Hg the actual qual
by the courts is questionable” (2). Prior
Court was the only protection for whistleblowers in Canada and the current legislation
itself has received serious criticism.

The above discussion suggests it may be time to revisit the duty of loyalty in the
workplace. Several authors have commented on this need and argued that whistle
blowing is compatible with employee loyalty (Larmer 1992n§ekerckhove 2004), and
that the very existence of protective legislation reinforces the idea that whistleblowing

should not be regarded as disloyal behaviour (Lewis, David 2011).

The Law and Protection for Whistleblowers

While it is clear from U.S. liteature and existing Canadian literature that both law
and culture play a role in thvehistleblower s conf |l i cted situati on,
understood in the Canadian context is how and why censure and reprisal for the
whistleblower occurs and is perpated.

The Canadian Federal governmdatided thatvhistleblowers should be
protectedandintroduced whistleblower protection legislation in 2006was

implemented it in 2007. The history of this legislation, the Public Servants Disclosure
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Protection Act (PSDPA), along with its weaknesses, has been well documented in the

literature (Saunders and Thibault 1430, FAIR t 16, Gomery Commission of Inquiry

18587, Fennessey 327, 4870, Tweedie 588, Thomas 414). The Federal
Accountabilitylnitiative for Reform (FAIR}* believes the legislation and this new

guastudicial system was destined nottowotkl t oper ates inside a b
impenetrable secrecy, sealed off from our proper legal system, with layer upon layer of

barries and traps that ensnare whistleblowers, reject their cases and deny them due

process”™ (17). They suggest that to be s
essentials they call “the gold standard” f
are

(a) full free speech rights;

(c) the Right to disclose all illegality and misconduct;

(d) no harassment of any kind;

(e) forum for adjudication, with realistic burden of proof and appropriate
remediesand

() mandatory corrective action.

Thomas identifies five broa@d¢tors that he sees as explaining the poor
performance of Canada’s disclosure regi me:
and implementation failure; uncommitted and ineffective leadership; political and
administrative cultures which stressed contreer information and a lack of

constructive scrutiny by Parliament (2). Further, he suggests that more important to the

14 Federal Accountability Initiative for Reform (FAIR) is a nprofit Whistleblower organization
supporting whistleblowershttp://fairwhistleblower.org/
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success or failure of the disclosure regime than detailed legislative provisions, structural
arrangements and ongoing parliamentamnutiny, are the impacts of leadership and the
values and norms of behaviour in the overlapping political and administrative cultures of
gover nment . He points out that in the cur
by considerations of tight ctmol over information and messaging about the performance
of government”™ (2).

Several other researchers and observers have pointed out that in the eight years
since its implementation, the PSDPA has fallen far short of its goal of protecting
whistleblowes from reprisals and criticism abounds. In fact, the assertion that this
legislation does not work has been empirically supported by Canadian researchers. For
example, Fennessey’'s research, based on re
whistleblowers, spports her conclusion that legislation has not helped whistleblowers at
all (87). She finds they are still seen and treated as troublemakers and some would argue
the | egislati on h as8).She cohclude$ thaatmehdsdirene f i r e”
consequeces for Federal accountability in Canada. In addition, Tweedie, using critical
discourse analysis, argues that the PSDPA, the first bill in Canadian legislative history to
offer federal government whistleblowers protection, is not about protection from
retaliation or the elimination of wrongdoing. Rather it aims at controlling the context
under which whistleblowing can occur. It is thus an instrument of oppression that
suppresses rather than protects (ii, 81 Notably, Judge Gomery of the Gomery
Commission of Inquiry, recommended six amendments to improve the original PSDPA,

only one of which made it into the final version of the Act. This change meant that
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private sector employees and the public have the right to make disclosures to the
commissioer (HurtubiseLoranger and Katz 4).

Christianne Ouimetvas the first Federal Public Service Integrity Commissioner
(PSIC) Her office was pivotal in the I mpl eme¢
Disclosure Protection Act (PSDPA), which came into fanc2007. Herrearlydeparture
in October 2010 came just before the repor
Parliament on December 9, 2010. The Auditor General reported in detail that the clear
majority of over two hundred complaints received fnoublic servants had not been
investigated, the Commissioner engaged in inappropriate conduct towards her staff, the
Commissioner engaged in retaliatory actions, and there was poor or lack of performance
of mandated functions (pars3B).

Interestingly the Federal Court of Canada decisiopMactavish, A. inEl-Helou
v. Courts Administration Service et aD11,ruled thatunder Mario Dion, the
replacement PSIGhe Office of the PublkSector Integrity Commissioner (OPSIC)
failed in its duty, under theSDPA, to ensure the right to procedural fairness and natural
justice to the complainant. After three (3) years in office, Mario Dion resigned his post
early. The Deputy Commissioner during his tenure, Joe Friday, replaced him in March
2015. There seents be little hope in the whistleblower community that this
appointment will bring about positive change (Cutler 2).

The abovenformationindicatesa pervasivenegativeinfluence of culture in the
whistleblowing situation as it describes the behaviouthepowerful in the face of
challenges questioning authagregardingheir actions, policies and decisions. In

considering why legislation is not working and wieprisals are increasing, the law
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cannot be considered in a vacuum. As prev
negatively impacted if is introduced into a culture that is hostile as opposed to
welcoming.

In summary, in this Chapter, the field ohistleblowing was gcussednd
examples of important whistleblowing cases in the U.S. and Canada were noted. The
evolution of the researabver the decades since whistleblowing became more prominent
as a method for uncovering wrongdoing in th8d9 s rewiem®d. Theories of
whistleblowing as they evolved over time were reviewed and a theoretical framework
useful in explaining reprisals was identified. Finally, the problem of reprisals and the
interconnectedness of law and culture in the whistleblowitugitionwasreviewed.
Empirical findings in the Canadian context indicate culture plays an important role in
how the implementation of the PSDPA to protect whistleblowers is implemented
(Fennessey 327, 7880, Hoque 2).

In the next Chapter, | discusse methodology and methods | use to investigate

the whistleblower reprisal paradoxa specific case study.
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3 Chapter: Methodology and Methods

3.1 Methodology

In this Chapten describe my approach and the steps taken to gather, preserve and
analyze the evidence regarding the case of whistleblowing and reprisal being
investigated. As a researcher with a relativist orientation who believes there are multiple
realities, | use gualitative methodology and an interpretivist approach to better
understand how and why the paradoxtmathaviourof reprisals against many
whistleblowers who expose wrong doing in organizations occurs and is perpetuated. A
gualitative methodology is indated and useful when the purpose of the research is to
understand and interpret social interactions (Xavier 1) and to discover the meaning that
people give to their experiences (Denzin & Lincoln 17). The focus is as through-a wide
angle lens and examind®e breadth and depth of phenomena in its naturaifredd
context (Xavier 1). Denzin and Lincoln no
socially constructed nature of reality, the intimate relationship between the researcher and
what is stidied, and the situational constraints that shape inquiry. Such researchers
emphasize the valdaden nature of inquiry. They seek answers to questions that stress
how social experience is created and given
the whistleblowing reprisal paradox that this research pursues. In qualitative research,
subjectivity is expected whereas in quantitative research, objectivity is critical. Further,
researcher and researcher’ s bsiudysaeds may be

participant characteristics may be known to the researcher (Xavier 1).



56

3.2Methods

In considering methodology the question of access posed challenges and
restrictions on which methods could be usAdnixed-method approach such as a self
adminigered survey of all employees at the main headquarters of Health Canada in
Ottawa, along with a select number of interviews and document review would have
allowed for useful data to be gathered. A survey would have been valuable to obtain
numbers aroundush questions as how many employees had obsematwdoing how
many had attempted to raise their concerns internally, was it considered acceptable to
raise concerns openly, were there vkelbwn channels for raising concerns, did the
organization take thissues seriously, when concerns were raised were they investigated
and acted upon, etc.? This would have provided some indication of the prevailing culture
and whether raising critical issues was considered acceptable or not in the organization.
Howeve, the ability to conduct such a survey successfully would be contingent on the
agreement of the Deputy Minister (DM), the number of employees who resgpemad
fraught with practical difficulties. Even if the DM agreed, with one researcher working
alone dealing with the responsesmfinyemployees could be prohibitive. On the other
hand, given the sensitive nature of the topic would a large enough number of employees
respond to the survey to make it credible or even agree to be interviewed? Useler the
circumstances such access was deemed unlikely.

The US experience in the 1970's and 198
focused on what happened to the whistleblower. These weredaipt h as t he * h

and why” quest i oAsobssrged by Naao & Miceldind1985,shere d

were two key problems in whistleblowing research atthetithd ack of a t heor
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framework for interpreting the phenomenon, and lack of appropriate methods for
observing the phenoTiheconzarwith cBse stusliescthemwasthel 3 ) .
problem of generalizability. Surveys also had inherent probtegesdingrespondents
ability to recall past events, measures of thelnaviourand its antecedents, and
speculation as to their behavio@Bissidence 13)In the intervening years, the thinking
on case study research has evolved. There are many examples of important single case
studies which have resulted in findings that were generalizable (Y4432 Also, in
addition to more accegice for the possibility of generalizability from a single case
study, some qualitative researchers have rejected the term generalizability as it is a term
commonly accepted and more applicable to quantitative research. They propose a more
appropriate ten in qualitative research is transferability. From a qualitative perspective,
transferability is primarily the responsibility of the one doing the generalizing. This
person is also responsible for making the judgment of how sensible the transfer is. The
likelihood of a positive judgement is enhanced when the researcher has done a thorough
job in describing the context and the assumptions of the research (TroGQualitative
Validity).

Because ofhese considerations and others described belowjdeteto use the
methods of a single case study and process tracing to guide the search-death in
understanding of the whistleblowing paradox of reprisals. The methods | use are chosen
as they are most wuseful i n atiouknyagsthereg “ how”

were no requirement for control béhavioual events as in an experiment. aledition,

15 Examples of important single case studiesthathaees ul t ed i n generalizable fin
(1971) about the Cuban missile crisis; Whyte’'s st
bet ween individual performance and group steructur e;
and the sociology of a “mistake”; Warner & Lunt’' s

Jacobs (1961) contribution to urban planning based on experiences from a singléNeas& ork City—
elaboratd i n her famous Lbdidoek ofThea eadatAmda)idc an Citi es” (
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the focus is on relatively contemporary events i.e. where there are still participants that
can be interviewed (Yin 9). The purpose is to desceakplain and explor® better
understand how (description), and why (explanation) this paradox occurs and continues,
and, to explore what might be the role of law and culture in the situation. Such
information can provide insights into human and sogilat@sses that may inform
pathways to correction of the paradox.
One rationale for choosing a single case design is that the phenomenon of
reprisals against whistleblowers is a common ofiee objective is to learn more about
such common occurrences bese of the lessons it might provide about social processes
and the insights that might be gained about social relationships (Yin 52). A case study is
an “empirical inquiry that investigates a
its realworld conext, especially when the boundaries between phenomenon and context
may not bgcleaj” ( Yi n 16) . Whrepsidalpaeathok lmaveiexistedfarn d t h e
centuries and much has beentten about it. However, not enough has besarnedas
the contradigon of reprisals continues unabated in contemporary society as has been
noted by authors in both the US (Lewis, L. 1) and the UK (Wolfe, Worth and Dreyfus 3).
Another reasoifor a single case is that the casemprovide access to information
that wouldnot normally be easily available to a researcher i.e. official government
documents and company documents. This was the circumstance in the selected case.
The availability of information was due to the requirement to give evidence in court cases
resultng from the whistleblowing as previously noted. The legal proceedings
surrounding this case gave a rare opportunityifiedepthconsiderof the whistleblowing

process. Access to the thinking and views of allegesgdoes logically would not



59

normally be accessible to researchers because of the sensitivity involved. For example, it
is highly wunlikely a Deputy Minister woul d
regarding why the information he/she provided to his/her Minister confheitn official
records in the Department, or why decisions were being made that appeared to favor the
interests of companies over public safety, or why regulators in the Department did not
appear to have followedp on accumulating evidene@ver more thn a decadeof
risks of harm to the public. In the selected case, the views of senior managers in the
Department on many of the issues are on the public record and could be accessed by
making a few trips to Toronto to search the Appeal Court recordglbas to the
Federal Court and Superior Court offices to search records in Ottawa. Generally, lack of
access to such information perhaps underlies why there is a scarciyegtincase
studies in thevhistleblowingfield in Canada today.

Process treing within the case study, is used in conducting asfejpth analysis
of a single case. In process tracing, the case must include the effect/outcome under
investigation-in this case the reprisals; the hypothesized catise whistleblowing;
and the pocesses or events that link the hypothesized cause and the effect. The goal is to
find out what happened in the “black box”
(the reprisal) and the cause or intervention (the whistleblowing) or the how and why of
the cause and the effect (Punton & Wells 2). On a more practical level, since there is
only one researcher involved, and because of the complexity ofwiastyeblower
cases, it was determined that even though desirable, a moliggestudy design wast

feasible at the time.
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3.3 Case Selection

Severapossible cases were considered for inclusion in this research. | finally

decided to conduct inquiries into one caskealth Canada and the drug approval process

- for severakeasons

(a) Thisdepartment has the social control capabilities of regulation and sanction of

the drug manufacturing industry in Canaddne Tase involves the public

resignation in 1996 of a senior human prescription drug regulator citing

allegations of a flawed drug amgwal process. This involved conflict of interest

and the privileging of the interests of pharmaceutical companies over those of the

safety of the Canadian public. Teeat of thé-ederal governmetg in Ottawa,

and its actions and those of its departtaeaffect all Canadians in important

ways.

(b)Thi s case | argely meets the criteria

of justifiable whistleblowing as follows:

that the act of whistleblowing stem from appropriate moral motives of
preventingunnecessary harm to others;

that the whistleblower use all available internal procedures for rectifying
the problematibehaviourbefore public disclosure, although special
circumstances may preclude this;

that the whistleblower has some evidence that dvoahvince a

reasonable person;

that the whistleblower perceives danger that can result from the violation;
that the whistleblower act in accordance with his or her responsibilities for

avoiding and/ or exgmdbsing moral v

of

ol
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vi. that thewhistlebbwer s acti on has some reasonab
(143)

(c) The details of the case and evidence needed to corroborate the information
provided by interview of the key informant were all on the public record and
might not otherwise have been available [&a&suithad not been initiated by two
of the protagonists. The documents were replete witHifeaxamples of how
government actors, and the important sector of society they relate to, in this case
pharmaceutical companies, interact rather than hoyvgag they interact; what
happens when an employee exposes actions, either internally or externally, that
s/he believes are unethical or illegal and cause harm; what motivates the actors to
behave the way they do, and what are possible explanationsifdvehaviours.

(d) The explanatory assertions of the theory/theoretical framework seemed
reasonably applicable and indeed later did prove consistent with the experience

and perceptions of the whistleblower substantiated in the official records.

| choseHealth Canada and the drug approval process, as this was the case | was
most familiar with. | had learned about the case in 1996. | was working in a Federal
Department then and during my personal tilngas instrumental, along with others, in
establismg a group to aid whistleblowers call et
Accountability?”. H a~vbotmig thevborealiceacy andatthg o ver nm
political level in a Ministers office as media, legislative and policy assistant respectively
—and previouly as a health care professional, | felt | could better comprehend the

nuances in this case.
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3.4Research Design

The data collection for this investigation took place in two phases. Phase |
consisted of the document review. | did this ficstieternine if there was enough
credible evidence available to substantiate or otherwise any information that might come
from the main informantwhistleblower The public record was rich in such evidence
and so a decision was made to move ahead. Phase Il consisted of the interview of the
informantto gain insight into her redife experiences and perceptions about the context,
whistleblowing and its aftermiat Gathering information from multiple sources is an
important part of research design as it allows for triangulating the evidence from these
multiple sources to corroborate the findings (Yin 220). In other words, evidence from
multiple sources that leado or converges at the same point as the findingportst.

Ot her i mportant components of research
theory and/or theoretical propositions; its unit/s of analysis; the logic linking the data to

the theory; and theriteria for interpreting the findings (Yin 29).

Research Questions

The research questions are considered b
(a) Why do whistleblowers decide to blow the whistle?
(b) How do reprisals against whistleblowers occur?
(c) Why do reprisals against whistleblowers occur?
(d) What is the role of lawn reprisal®

(e) What is the role of culturia reprisal®
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Theory

The theory useful in understanding and explaining regris&lased in
organizational and social identity theory. This theory asserts first, that reprisals are
triggered/will occur when threats are perceived to ego, group and system. The reprisals
are moderated (more or less severe) by individual and orgamaktiontextual factors
(Sumanth, Mayer & Kay 1684); and second, there are structural, cultural and
leadership factors regarding how organizations function that predisposes an organization
to either allow or prohibit unethical acts such as reprisal®#ret wrongdoing
(Jurkiewicz & Giacalone-B).

The theory useful in understanding how and why reprisals can occur with
impunity is sociological, psychological and organizational theory. The key propositions
are first, that organizational misconduct isiatly and culturally produced and includes
secrecy and the concept of normalized deviance (Vaughan, ChallengE23)i8econd,
members of groups generally obey authority whether right or wrong (Milgra®) and
conform to peer norms, again whether tighwrong (Asch, Opinions 335); and third,
that an organizati on’ $ehdvewmlrworid/oufuresiyast em ( st
powerful determinant of whether or not an error or criticism will be surfaced and/or
corrected. A learning system goverrmddefensive reasoning rather than productive
reasoning in response to error and criticism will make it more likely that crucial issues
will be avoided rather than addressed, that dilemmas will be held private rather than
publicly surfaced and that seng@iassumptions will be protected rather than publicly

tested (Argyris and Schon 23).
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Unit/s of analysis

The organizations the whistleblower interacted with duringyér®usevents
were Health Canada, the Parliamentary Standing Committee on Health and the Court in a
subsequent defamatitewsuit Themainunit of analysis i$iealth Canadahe
organizatiorthewhistleblowerwas employed ias the whistleblowing process unfettl
The Superior Court of Ontareind the Appeal Court of Ontardi@came involvethecause
oft he whistl ebl ower’s decision to resign an
problem addressedrhisresulted in defamation lawss#gainst the CBCThe
Parliamentary Standing Committee on Health was invobezuse othe
whistleblowers decision to resign because she could not get the problem addressed
internally. The Standing Committee had oversight responsibility for Health Canada and
extensive pwers of investigatiosoDr. Brill-Edwardsraised the issue with the Standing
Committee for its attentionThe involvement of the Court and the Standing Committee
were explored briefly as while these entities did not consider the reprisals per se, their
involvement was a direct result of the act of whistleblowing in this case. Further, their
involvement and the outconseemed to suggest a clue as to why reprisals for
whistleblowers in Federal organizations continue in gengeapitdegislation
forbidding them.

The purpose of going to the Standing Committee was to get the wrongdoing that
sparked the whistleblowing addresséiidthe Standing Committee which is the
mechanism that is supposed to ensure that the organization is functionisgasgdt
i.e.is not engaging in wrongdoindismisses a whistleblower with evidence of

wrongdoing, then it would likely discourage whistleblowers from coming forward as they
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see that nothing will get done. This, in addition to reprisals, is one of the topgeason
whistleblowers do not come foand (Near & Miceli- Wrongdoing278). Lack of
oversight would likely encourage wrongdoers to keep on doing wianigh includes
reprisals against whistleblower@s no one cares to even investigate them so there are no
consequences. The same chilling effect would likely occur if Courts are perceived to
deal harshly and/or unfairly with whistleblowers.

Identifying a unit of analysis is important as it helps define theead®t is it
that isbeingstudied- an individua a group, an organization, a country, a program, a
process, etc. Once this is done, consider
example, to define the estimated beginning and ending of the case, what time frame
should the case includethis helpsdetermine the scope of data collection and help in
distinguishing between data about the subject of the study (the phenomenon) and data
external to the case (the contexi).the case, there were two phases to the
whistleblowing: the first was ternal whistleblowing and the second was external
whistleblowing. The casencompasses the timeframel@81 to 2000. The year 1981 is
important as this is the date one of the drugs that led to the external whistleblowing
nifedipine was first approvednd the facts in the approval documents are relevant to the
case. The year 2000 is important, as this was the date of the decision of Cunningham,
J.D. inLeenen v. CB(a defamation lawsuit that took place as a result of a Fifth Estate
documentarypased a the disclosures of the whistleblonem He at h Canada’ s

regardingdrugsafety issues
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Data Analysis: linking the data to the theory
The way of linking data to the theory in this case is through a form of pattern
matching called procedsacing. Thi s i nvol ves a presumed set
phenomenon or “how” and “why” something ha
tracing— theory testing, theorybuilding, and explainingoutcome (or effect), each with
a different approac{Punton & Wells 2). According to Punton & Wells who draw on
Beach and Pedersen (2013):
1. theory testing, is used when the cause or intervention (whistleblowing) and
effect (reprisal) are known, we think the effeat least in part occurred
because ofhe cause, and we think we know why the cause led to the
effect/outcome, for example the theoretical propositions as described
above.
2. theory building, is used when either we know what the cause/intervention
and the effect are and we think there is a @bk, or we know the effect
but are not sure what caused it. We do not have a theory that explains why
the cause/intervention (whistleblowing) led to the effect (reprisal).
3. explainingoutcome process tracing is used when we know there is an
interestingoutcome we want to investigate but do not know what caused it
and want to fully explain why the outcome happerBdnton & Wells 2
Theorytesting and theorpuilding process tracing methods or analytic techniques
are generally used when there is an interest in generalizability, (or as in this case,

transferability) while explainingutcome process tracing is often used to explain
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historical events such as the causes of a world war and explanations are applicable to the
case under consideration only (2).

There are five steps in process tracing. They are: (1) developing a hypothesized
causal mechanism; (2) operationalizing the causahanism; (3) collecting evidence;
(4) assessing the inferential weight of evidence (four tests helpheset r aw i n t he
tests, “hoop” tests, “smoking gun” and *“do
the process tracing exercise (Punton &I\/56). Under these definitions, this case
study is largely one of theoigsting with a theorbuilding component. There are
several theories that are relevant in the case of reprisals; however, the theory is
insufficient as reprisals continaiespte protective legislation in Canada and elsewhere.
The theorybuilding component considers what might be perpetuating reprisals against
whistleblowers in public organizations in Canada and there is no theory to explain this.
This work raises the questioh whether the mechanisms that exist to provide checks and
balances on abuses of organizational power such as the courts and the Parliamentary
Standing Committees are functioning as they should in whistleblower cases.

Further research should also besidered in the light of the current
whistleblower legislatior-the PSDPA?® As it now stands, the Act ensures the
continuation of the status quo as, in addition to its other weaknesses, under the Act
whistleblowers are not permitted access to either thet€or the Parliamentary
Committees. Instead, they must submit to the decisions of the Public Service Integrity

Commissioner, if s/he decides to handle the case, without further recourse (PSDPA).

16 At the time of writing, Parliament is reviewing the PSDPA, five years after the time legislation required
them to do so.
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Criteria for interpreting the findings

The findings ina case study not involving statistics can be considered more robust
if rival explanations for the findings are identified and addressed (Yin 36). An example
of such competing or opposing explanations in this case is the difference between
V a u g h a niéssegardmng tberloss of the Challenger and those of Sumanth, Mayer,
and Kay and Jurkiewicz and Giacalone regarding ethical dysfunctionality. On the one
hand Vaughan asserts that the organizational structures and forces that transformed
deviance into ameptablebehavioumwere to blame for the disaster and not individuals.
On the other hand, those of Sumamntayer and Kayand Jurkiewicz and Giacalone
allow for individual responsibility in the face of wrongdoing. The findings will be
considered against this and other explanations such as a force larger than the
whistleblowing accounts for the resu{&iper rival), or social trends and not dosce or

intervention (social rival) account for the results (Yin 141).

Judging the Quality of Research Design

Commonly used tests to assess the quality of any empirical social research are
construct validity, internal validity, external validity, and relighi(Yin 45). The tactics
| use to ensure construct validity (identifying correct operational measures for the
concepts being studied to offset possibild@i
multiple sources of evidence (interview and document wetdesubstantiate or otherwise
the information uncovered), systematically compile evidence and have key informant and
colleagues review draft case study report. To support internal validity (for explanatory
or causal studies andtndescriptive or expl@tory): | do procesdsracing and address

rival explanati ons. To support external Y
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findings can be generalized): | use theory. To support reliability (demonstrating that the
operations of a studysuch aghe data collection proceduregan be repeated, with the

same results): | develop a case study database, and develop a research instrument (sub
guestions to researcher as opposed to key informant) to guide data collection as described
below.

To adequtely address the overarching research questions regarding the
whistleblowing paradox and facilitate the gathering of relevant data, the research
instrument contains a series of ayeestions to myself to guide data collection and
analysis. The first sef gquestions flow from thevhistleblowingprocess:

(a) What did the whistleblower observe that she perceived as wrongdoing?
(b) What did she dbecause othese perceptions?
(c) What was the response of the organization to her concerns?
(d) Why did she decide to blow theéhistle externally?
(e) What was the outcome?
The second set of questions is in line with Bowies criteria for justifiabistleblowing
as follows:
@Dbid the whistlebl owers concerns’ stem f
othersand were her concerns about the safety of thgsdruquestion

valid/validated?

(b) Did she take all possible efforts to correct the problem internally and/or were
there special circumstances that precluded her from doing more?
(c) What was the evidence that wdwonvince a reasonable person that there was

wrongdoin@®
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(d) What was the serious harm perceived bywthestlebloweP
(e)What were the whistlebl ower s’ professio
exposing moral violations?

M Did the whi st hagelahysweeess®' acti ons
Other relevant questions are, did the whistleblower suffer reprisals? And, finally, if
apparent wrongdoing was demonstrated, did the wrongdoers experience consequences?

The third set of questions relates to the organizationahistleblowerinteracted

with i.e. Health Canada, and to a lesser extent the Court in the defataatsoitLeenen
v. CBC and the Standing Committee on Health. The questions | ask of each are: (a) Did
the organization fulfill its role in accordance with its mandate? and (b) How would the
answer impact whistleblowing and reprisals? While the focus is on Health Canada, the
other two organizations are briefly considered. In the case of Health Canada, the
guestions relate to how it fulfilled its role as regulator of public safety by enforcing the
Food and Drugs Act. In the case of the Court the question is regarding tbéthae
Judge and how that role was fulfilled with respect to his judgement of the whistleblower.
| make no comment on his decision regarding defamatiorn the case of the Standing
Committee on Health the question is related to how it fulfilled itsdated role of
oversight of Health Canada and its performance as regulator of public safety. If these
oversight/accountability mechanisms are not functioning as they should, there are no
checks and balances on abuses of organizational power in suchroéhs$esre is no

incentive for organizations to correct wrongimgluding reprisalsas impunity reigns.

" The role of the Judge is to interpret the law, assess the evidence presentedfrahtiaemearings and
trials wunfold. “Most i mport amatk eofs alinl ,t hjeu doguerss ua tt
(Canadian Superior Court Judges Association).
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Data Collection Process

| began by gathering and analyzing evidence on the public record concerning a
case of Dbl owing t he aleped flalvdd drugapprothkpeotessh Can a
While some documentation was available on the internet, most of the information was
garnered from official documents of the organizations involved largely obtained from
court files i.e. the Federal Court of Canaiti@, Superior Court of Ontario and the Appeal
Court of Ontario. The data was plentiful as theeeralcourt cases that flowed from the
whistl ebl owi ng. One involved the Feder al
ServiceLabourRelations Tribunal desion'® and another involved the Superior Court of
Ontario and the Ontario Court of Appeal because of defamlatigsuits regarding a
documentary on the subject of the whistleblowihdhis meant there was access to the
views of senior members of Healthr@ala as presented to the court that would likely not
otherwise have been available. See Appendix 1 for a listing of key documents and the
source.

| subsequently interviewed the whistleblower/informant, Dr. Michele-Brill
Edwards, to provide context and obtain more information about her insights, opinions,
explanations and meanings as she experienced the various events. The process consisted
of obseving/perceiving wrongdoing, deciding to raise it internally through official,
internal channels, undergoing the response of her superiors in the organization and finally

when she was unable to effect change, resigning so she could blow the whistlelgxternal

18 Dr. Brill-Edwards along with a colleaguea Health Canada physiciarhad suppded an application to

the Public ServiceLabour Relations Tribunal by a Health Canada scientist regarding the improper
appointment of a Director in the Bureau of Human Prescription Drugs where she herself worked.

¥ Two of the Doctors providing advice tcelth Canada on the safety of a controversial drug were alleged

to be in conflict of interest in a 1996 Fifth Esta
Fifth Estate for defamation. The whistleblower was a witness for the Fifth EStagewas not sued.
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This brought other reactiorssuch as a defamatidawsuit The interview was

unstructured, irdepth and consisted of two approximatelywaur interviews which

were recorded and transcribed. The interviews were guided loosely by a set of guestion
attached at Appendix 2 and include dates and locations of intervigsesuse othe
document review and interview, | became aware that the Court case and the 1998
presentation to the Standing Committee on Health both occurred as a direct result of the
whistleblowing and both played a role in how the whistleblowing process played out
warranting some consideration. While it was necessary to limit this inquiry to the main
organization, Health Canada (i.e. bound the case), a preliminary review indicéted f
inquiry is likely warrantedbouthow whistleblowers fare in such forums as courts and
standing committees. How they are dealt with could conceivably have an impact on
whistleblowing and reprisals. For example, a perception that a whistleblosveeba

treated unfairly could likely discourage other whistleblowers from coming forward and

encourage wrong doers to keep on doing wrangluding reprisals.

Researcher Reflexivity and Avoiding Bias

As previously mentioned, | chose Health Canadathedirug approval process,
as this was the case | was most familiar with. | had learned about the case in 1996 while
working in a Federal Department. During my personal timas instrumental, along
with others, in establishing a group to providedssisnce t o whi st |l ebl ower
Al Il'i ance for Public Account altbothinthey ” . Havi
bureaucracy and at the political level in a Ministers office as media, legislative and policy
assistant respectivelyand previously as aglalth care professional for many years, | felt

| could better comprehend the nuances in this.case
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This local knowledge coulde both a blessing and a curse as it places a greater
burden on myself as researcher, to be alert to possible bias and to lhenkst, rigorous
and scrupulous in conducting the research, gathering the evidence/data, and analyzing
and interpreting the data collected (Yin-79. With regard to bias, | believe it is fair to
disclose at the outset that due to my background intheate (Registered Nurse), and
government (BA Political Science), | do have two particular beliefs that | must keep in
mind to guard against bias: first, | do believe in the primacy in health care decision
making of the precautionary principieas artculated in the health field by the medical
maxim of “first do no harm”, and second,
| believe in open, accountabemocratic organizations and government and the rule of
law. To check against bias, | nids® open to considering alternative explanations for my

findings and demonstrating this openness by discussing them in my work.

3.5Limitation of the Study

A limitation of the study is that it analyzes only one edisating
generalizability. However, the lessons learned could be important in and of themselves
not only for the case under study, but in situations where the findings could be

transferable, gmecially to a similar context such as another public regulatory agency

a

(Trochi m). Yin asserts the case study sho

empirical light about some theoretical <con

analytic geeralizations that could extend beyond the setting for the specific case. He

% The European Union describes the precautionary principlepaiscple that enables rapid response in

the face of a possible danger to human, animal or plant health, or to protect the environment. In particular,

where scientific dataalnot permit a complete evaluation of the risk, recourse to this principle may, for
example, be used to stop distribution or order withdrawal from the market of products likely to be
hazar dolesl). (Eur
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further notes that the theory underlying t
your case study’'s findings, will have form
generalizationAl t er nati vel vy, a new generalization

findings alone” (41).
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4 Chapter: Resultsof Case StudyWhi st |l ebl owing i n Heal't
Drug Approval Process

The purpose of this research was to examine censure and reprisals agains
whistleblowers, to better understand the dynamics involved so this contradiction can be
corrected, and to encourage the exposurerohgdoingand strengthen accountability in
organizations and government. As such, the following research questions fhemed
study:

(a) Why do whistleblowers decide to blow the whistle?

(b) How do reprisals against whistleblowers occur?

(c) Why do reprisals against whistleblowers occur?

(d) What is the role of law?

(e) What is the role of culture?
In depth interviews were conducted ahd main informant participating in this study
described her perceptions and experiences as a whistleblower mainly in the federal
regulatory agency Health Canada. Her experience in the 1998 Parliamentary Standing
Committee on Health and theenen v. B8C defamation Court case were considered
briefly in that they were a direct result of the whistleblowiRigis chapter reports on the
research findings based on analysis of the data obtained frorstsantured interviews
of the participant and officialatuments from government and other organizations
involved. These documents were obtained from court records of related court and

tribunalproceedings.

4.1 Overview of the Case

The participant in this study was Michele BEtwards, MD, FRCPC.Theperiod
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examinedoy this study wag4981 to 2000 Dr. Brill-Edwardshad worked in different
capacities in the Bureau of Human Prescription Drugs (BHie@yeen 1980 and 1996
She had joined the Bureau in 1980 as an MD reviewer of submissions from
pharmacelital companie$® She returned to University in 1983 to gain additional
training and expertise in her field. She completed her training in Pediatrics and Clinical
Phar macol ogy at the University of Toronto’
obtainedher fellowshig? from the Royal College of Physicians and Surgeons of Canada
(FRCPC) in Pediatrics and Clinical Pharmacology. She returned to her position in the
Department in 1986, was given increasing responsibilities and in 1988 became Acting
/AssistantDirector— Medical in BHPD (pers. comm. Apr. 6, 2014). Previously it had
been a requirement that the Director of BHPD be a licensed physician, however, this had
changed with the appointment of a Director who was not a physician but a
pharmacologist in k2 198. The Assistant DirecterMedical position was created to
carry out the duties of the position of Director that required a medical licence (Canadian
Human Rights Tribunal (CHRT) 13). At that time, this was the senior medical post for
prescripton drug approvals with vested responsibility and authority regarding new drug
submissions and notices of compliance to ensure regulatory and medical consistency.

In September 1990, the Director of BHPD left his position. In October 1990,
another nofphydcian Director filled the position on an acting basis without competition.
Dr. Brill-Edwards remained in the post of Assistant Direetbtedical until it was

abolished in April 1992. She then went back to her original position as a medical

2 Reviewers assess new drug submissions to ensure they comply with the regulations for efficacy and
safety. Their recommendations are then sent to the Director for final scrutiny and approval before issuing a
Notice of Compliance i.e. approval for marketigBrill-Edwards, pers. comm. April 6, 2014).

22 A fellowship is the national standard for specialist medical expertise (Royal College of Physicians and
Surgeons of Canada website).
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reviewer, a psition she remained in until her January 1996 resignation so she could
speak freely about troubling events she had witnessed (pers. comm. Apr. 6, 2014). The
dates when key events occurred are depict&agiare 4.1 to allow for a clearer
understanding ahe evolution of this complex case. Dr. BEtlwards related that it
took approximately ten years from the time she started at Health Canada in 1980 before
she realized there were influences in the Department arising both internally and
externally whichwere pushing in a direction she believed was a threat to public safety.
She was in a position in 198&s Assistant DirectorMedical to observe more directly
what was happening and had final responsibility and authoritydiegamedical
decisionmaking.She r el ated there were influences t
influences were pushing in the direction of abusing our duty to safeguard the public and
in the direction of serving private interests, particularly political and corporate interests.
Soit was that realization that first prompt
(pers.comm. Apr. 6, 20143

She further related the first incident arose in 1991. Her warngggsding
wordingi n t he | abelling that did not describe
of a new drug, sumatriptan/Imitrex, were ignoréde information in the product
monograph/labelling is important as this is the information that helps doctors safeguard
patientsthey are treatingDr. Brill-Edwards contended that the labelling weslequate

and imprecise (pers. comm. Apr. 6, 2014; CBC Heart 8).

Z Dr. Brill-Edwards was referring here to deregulation. A Canadian gt report to the Ministerial

Task Force on Program Review described deregul ati ol
control by government or its agencies of such critical factors as prices, conditions of entry and exit and

other competitie or marker el at ed i ssues” (16). The Study Team
about freedom” and “Regulation is the removal of fr



Short acting
nifedipine
approved in
Canaddor Angina

Asst. Dir-Medical position
abolished same day as

Directorwho lacked
qualificationsre-

appointed. Dr. Bril
Edwards demoted.

Imitrex approved for
marketing by non
physician Director

78

4" nifedipine
study indicating
harm becomes
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1% nifedipine on nifedipine istory. Bril-
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b 9 others and submitted affidavit gp(p:cr)]ln meg D'Sg"‘?‘lfe ‘| | Leenen& Myers as “disg
' supporting Federal Crt. ~~hopra & Lr. Brilk sue CBC for “disloya
application to remove Director Edwards appeal decisio| | gefamation. Bri “biased”
found unqualified by Public to Federal Appeal Crt. | | Edwards is witness
Service Commission Appeal Bd for CBC.
Figure4.X: Ti meline of Key Events in Evolution of Case of Whi st
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On Jan. 13, 1992he Director who was not a physicjapproved the final
Product Monograplvithout the correctionsnitiating the final stage approval process for
Imitrex by senior managers at National Health and Welfare as it was then KRegumsh
6; memo to Franklin from BrlEdwards, Jan. 15, 1992).

As a physician, Dr. BritEdwards Asst. Director Medicalvasconcerned as this
new drug could have serious adverse cardiac effects that could be TéthaAsst.
DirectorMe d i ¢ adescsption stipulatetlerposition was vested i t[.h .] dverall
functional authority for final decisions with respecstdmssions, ministerial notices
of compliance and prelinical new drug submission® question medical aspects of the
outcome ofanysubmissionand tomonitor medical decisions of divisiots ensure
medical appropriatenessid regulatory consistencybeé en di (i si ons”

While her job descriptigron papergave heresponsibility and authority fahe
final word onmedicaland regulatorglecisionmakingin the BHPD the practice was
differentand this was not enactéaffidavit Brill -Edwards, Fed. Crt. File No-3026
91). The request to correct the deficiencies in the labelling was overruled by a Director
who did not have the required knowledge of marketed drugs available for humes use
describedy the Riblic Service Commission (PSCilecisionand the Federal Court
(Federal Crt. File no.-B02691). %

Dr. Brill-Edwardswvas aware that other members of the Depart@asothad
concerns andvere challenging the 1990 appointment @& rlon-physicianDirector under

the rules oPSC Shehad been approached earlier to support an application to the

“The decision of H. Barkley in Shiv Chopfound s appe:
the Director raured kmowleédgetobimarketed tirggs dvailable for human use or the actual
knowledge of existing programs and activities relating to the scientific and medical appraisal bf drugs

(Federal Crt. File 3026:91).
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Feder al Court forbasebhe Dhee 663h&wadmalyne v a h
spurred to do sgoingbffyona hbreed Notice eCormptiance for
inadequatelyabelled Imitrexon Jan. 13, 1992That same day, Dr. BrilEdwards
prepared an affidavit to the Frlhgofal Cour't
medical authority in the drug approval process in this and other daigj@hs,
jeopardizing public safety. Notably, on Jan. 16, 1992, Glaxo Pharmaceuticals announced
that it would construct a $70 million manufacturing facility in Canada, promising more
jobs and research spending (Regush 6; Financial Times of Canadd,,J92).
The Federal Courtn Joyal J.,Chopra and Deputy Minister of Health and

Welfare, Public Service Commission and Emmanuel Sofelns 1992, ordered the
Di r ect or and thereavamgreeanent a new hiring process would be (@tmlrt
File No. T-302691). The Director was reappointed after a competition in April 1992 and
the same day, Dr. BrilEdwards position of Acting/Assistant Directigledical was
abolished She was returned to her previous role as a Reviewer of new drug submissions
—in effect a demotionWhile the same Director was reappointed, she still lacked the
same qualificationsegarding knowledge of marketed drugs for human use as béfore

Subsegent challenges to the reappointment by Dr. BErdwards and Shiv
Chopra, DVM, PhD, were dismissed by the PSC Appeal Board (1992) and the Federal
Courtin Gibson,F.E., 1993Dr. Shiv Chopra and Dr. Michele BriEdwards and The
Department of National Héth and Welfard CHRT 14, Federal Court file nor-2143
92). These decisions were based on the determination that it was a management

prerogative talecide on qualifications for employees
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Dr. Brill-Edwards wasancerned that the Director would be rpajmtedas she
still lacked the required knowledge of marketed drugs available for humarAssere
was now a lack of the necessary medical expertise at that leadjriector or an
Assistant DirectorDr. Brill-Edwards had entered the competittegardless of the
strained relationship with the Departmefithis was necessaag the only way to
challenge an appointment was if one was a competitor for the post (pers. comm. Apr. 6,
2014). Shiv Chopra and Dr. Britdwards jointly appealed to the fezdl Court of
Appeal the Nov. 1993 decision of the Federal Court dismissing their chaffenge.
Following her demotion in 1992r. Brill-Edwards perceived sisaiffered further career
damage.According to heaccount shewas deprived of a World Health Organization
(WHO) appointment, passed over for confere
by some colleagues both inside the organization and outside (pers. comm. April 6, 2014).
In 1995,another problem arosé\n international controversyas sparkeavhen
the New York Times (March 12, 1995) printed a story about the findings of medical
researchers questioning the safety of calcium channel blockers, a classification of heart
drugs which included shedcting nifelipine- already on the market for almost fifteen
years. Nifedipine was approved for treating angina or heart pasiymptom otoronary
artery disease (CAQutwasa | s 0o u-k & bi(eel'andt &pproved usby doctors
for hypertension as well (e Doctor letteNo. 44,1-4). It had been approved in
Canada in December 1981 despite written concerns by the Revitlee potential for

harm with longterm use over 6 monthRé¢viewers Report Sept. 23, 1981;25

% The appeal wasbandoned in 1996 aft@r. Brill-Edwardsresignation as she no longer had a legal
interestand thus could not continue.
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Reviewers Report Dec. 30, 1981 ) 2&vidence of harm had been accumulating for
almost fifteen yeaf8 but regulators had not acted until the story broke in the media.

An Ad Hoc Expert Advisory Committee (EAQJ four outsidemedical
specialisthad been convendry managers in BHPDThey metwith Health Canada
manager®n September 18, 1995 helpdetermine what regulatory actitime regulators
shouldtake The EAC had discussed over thirty times during the day long meeting there
was no reason to keep shadting nifedipine on the mieet due to theisk of harm
Also, it was decided ishould not be used faoronary artery disease (CADRr which it
had been originally approved r “ of f | abe |l forwlichtwabnoper t ensi o
approved. See Append&for a listing of locations of these remarks in the Minutes of
theAd HocEAC meeting. Despite this adviteem the medical specialists on tAd
Hoc EAC, the Department chose to keep the acknowleggalolematiodrug on the
market. The senior bureaucsatemoved the sentence in the draft Dear Doctor warning
letter from the Advisory Committee to the effect that the drug should not be used for
coronary artery diseasd@ his waghe precise indication for which it had been approved
(E-mail from K. Gruchallgo V. Krupa Nov. 22, 1995letterfrom Vincent Krupa to Dr.
F. LeenenJan 24, 199§. Insteadthe senior bureaucrasent out a Dear Doctor letter to
Canada’ sndichtmgnotto use it as first line treatment atwluse it* wi t h gr eat
cautionif a t , thdrdfotdeaving the publipotentiallyat risk(Dear Doctor letteNo.
44,Jan.23,1996. This acknowledgement that the drug should no longer be used for its
approved usender the Regulatioruldshouldhave triggered suspending the Notice of
Compliance until an examination of new evidence demonstrated satisfactory safety

(Section C.08.013, Regulations, Food and Drugs Aty kept the drug on the market

% See Appendix 4 for a list of relevant studies showing potential for harm from as early as 1986.
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in deference to *“t hnettoleavgthd Depgadment operfitdd e ga h me n

l i abi ltoenspyft heendr ug manuf acturers were neit
u n f a (Lettér frdm Vincent Krupa to Dr. F. Leenelan. 24, 1996 Dr. Brill-
Edwards, knowing that mampctors would nosee this warning before more harm was
done and more lives were |dstt shecould no longer remain silent (pers. comm. April
6, 2014)*" She resigned in January 1996, one month béfoee CBC' s Fi ft h Es't
documentary on the crotntafovtelres yMatatl d re’d i“nl hvel
of severalphysicians interviewed.

Within a few short week$roadcasting of the TV documentary was stopped by a
defamatiorlawsuitbrought against the CBC by two of the members of the EAC
appointed by Health Canaddhe decision of Cunningham, J.D Lieenen v. CBC2000,
found for the plaintiff and made one of the largest awards against the media in Canadian
legal history Lexper). Further, the whistleblower, Dr. Briltdwards wagudged to be
“di sgr@Ep‘td¢ radg (56)n e“db i(19)sempoyee

Following her resignation Dr. Bri#Edwards made eight presentations to Standing
Committees of both the House of Commons and the Senate regarding her concerns for
public safety and the direction of the Refment SeeAppendix5 for a listing of
presentations Her presentation to the Standing Committee on Health in 1998 stands out
as the Committee had invited her and at their request, she provided them with

information and documentation that they werengenisled by senior bureaucrats from

the Department. This Committee has oversight responsibilities for Health Candda,

*’Thatchangestoprescbi ng practices as a result of adverse ne
accumulating small impacts from educational interventions and lay media attention was noted in a study by
concerned medical researchers published in The Lancet in 1998 (Metciir©43 48). Another study on

the same theme was done in 2005, some ten years after the 1995 controversy, because there were still
“widespread concernsacddaignati frerde pd miebii mg thteorttr eat me
(Furmaga et al 27291).
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they had promised they would follow ¢ptanding Committee, Evidence, Mar. 26,

1998) As of today, this has not happenegtandingCo mmi t t ee s’ powers ar
and are conferred by the Constitution Act, 1867 and the Parliament of Canada Act

(Davidson 12). They have virtually unlimited powers to compel the attendance of

witnesses and to order the production of documents, to eeguwitness to give

testimony under oath and if untrue statements are made under oath, the witness would be
subject to prosecution for perjury under the Criminal Code (Davidson 13). However, as

noted by Diane Davidson, General Legal Counsel for the Hpdse Co mmons, “ The
extensive powers which a parliamentary committee enjoys are not commonly understood
and therefore, at t i meThereismo recordtha gnghedriggsr e s p
took place to investigate or orders issued for productiomafiments or witnesses in this

case.

4.2 Study Findings

The data was organized under the following themes flowing from the research questions:

Themel: What were the participant’s percept
motivatedherdecsionto blow the whistl@

Theme?2: What were the participant’ s per cCe
she attempted to have the organization correct what she believed was

wrongdoin@

Theme3: Whatwer e t he participant’s perceptio
why she was unaélto get the problems corrected and why the reprisals occurred?

Theme4: What were the participant’ s percept

role of law in these events?
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Theme5: What were the participant’ s percept

role of culture in these events?

The evidence from the document revesmpporting or otherwise these perceptions and
experiences is included as each theme is discussed. A summary of the tracing of the
internal whistleblowing process and the external wélidtiwving process from initiating

event to outcome is presented in Figdirand Figuret.3 respectively.

Theme 1: Why blow the whistle.
The findings in this theme are presented in two main partspéresmotivation of the
whistleblower angberceptions and experiences of the organizational culture that led her

to blow the whistle and the data and document review.

Motivation of the whistleblower

The motivation of the whistleblower to blow the whistle according to her agcount
was rooted in medical ethics, and her sense of duty to uphold the law when faced with
what she perceived as wrongdoing. Her job description when she was appointed as
Assistant Director Medical in 1988 gave her authority for the final word on medical
isstestecisionmaking in the drug approval process. Her underlying motivation to act is
best described in her own words:

[. . .] I have to say that to some extent | was already immuiaigathsthe

notion of secrecy and allegiance to a sgsthat may be undertakingongdoing

in the sense that as a Doctor, at a young age you have been schooled that your

primary duty is always to serve the health, and-weing of the patient.



Figure 4.2

Process Tracing Internal Whistleblowing from Event to Outcome
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Whistleblower Regulatory Public Service Whistleblower Federal Court Public Federal Court Qutcome
Agency Commission and Colleague Service
1991 Health Appeal Bd. Feb. 1992 Commission Aug. 1992
Canada Jan. 1992 Appeal Bd. 19951996
1991 1991 July 1992
Perceivedvrong Responded. PSC upheld Provided Ordered PSC denied Federal Court Nothing
doing unsafe Did not correct | | complaint. affidavits to removal of application as dismissed improved. WB
labelling of Imitrex perceived Director found to support Director and a reappoint application unable to effect
and improper wrongdoing. lack complaint by new, properly mentwas andupi?eld change
appointment of qualifications for other Scientist to conducted “manage P SC’ s ]
Director, BHPD Non-physician the position Public Service hiring process preroga manage|| International
who lacked Director indicating Commission. agreed to. prerogaj| controversy
requisite overruled removal Scientist and rationale. arose re: safety
qualifications. WB' s me| | warranted. Concerns for Same Director WB applied _ of nifedipine
decision & public safety reappointed still | | for Federal Parties appeal | | heart drug on
Some believed this authority. Health Canada expressed. lacking Court Review to Federal Crt. market for
appointment Initiated did not comply. requisite of decision. of Appeal on fifteen years.
facilitated approval of Scientist applied qualifications. basis of public
prioritizing of inadequately to Federal Court | | A/Asst. Dir- safety More.
industry needs over| | labeled drug to gain Medical post implications. questionable
public safety needs Imitrex for compliance of eliminated same decision
marketing. Health Canada to| | day as Appeal making
Raised issue remove Director reappointment. abandoned as | | occurred.
internally (p to Another found unqualified WB resigned
DM. Scientist by PSC. Reappointment and could not Outcome was
challenged challenged as continue. external
appointment no medical whistledowing.
expertise WB resigned to
speak openly.
Sour ce: Adapted from Beach and Pederson (2013) as qthdrina i n
Well s, Centre for Devel opment mpact, Practice Paper Annex’
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h

Figure 4.3 Process Tracing External Whistleblowing from Event to Outcome
Whistleblower & Expert Advisory Health Canada Judged s Parliamentary Outcome
Fifth Estate Committee to Senior Officials in Ottawa Standing
-External Health Canada DM, ADM, & Defamation Committee on
Whistleblowing 1996 DG Case Health
1996 1996 2000 19972008
WB and other Two MRd s GaveMinister, Found for Plaintiff WB madeeight WB lost career and
concerned [N HocExpert Parliament and and awarded largest presentations to reputation impugned.
medical community Advisory the Canadian amount for Houseand Senate She was unable to
expose issue of Committee(EAC) publicincorrect defamatioragainst Committees. work in Ottawa for
flawed drug approval memberssue Fifth information mediain Canadian Standing four years. Family
process and handling Estate for regarding the History. Committeeon suffered.
of nifedipine defamation. facts around the Health 1998nvited
controversy irCBC safety of the Overlooked key WB to present and Government and
Fifth Estate This stogped controversial information, four subsequently Pharmaceutical
documentary. showing of drug— precedents and requestdmore industry prevailed.

_ _ documentary nifedipine. conflict of interest. information on an Deregulation in full
Evidence poiredto within days of first urgent basis. force- industry
conflict of interest broadcast Deputy Minister Dismissed WB becomes client, risk to
andHealth Canada eventually concerns. Called There is no public increased, and
prioritized self moved on to WB “di sy (i | evdencethatany death rate from adversg
interest over public become “pi a Decdion. open, public reactions continued
interest. Chair of the did not make a investigationby this unabateqdocumented

International finding on the safety oversight in Academic JourngJs
Committee on of nifedipine committee on the
Bioethics at information Resulting ground
UNESCO. Plaintiff appointed urgentlyprovided breaking nedical
Research Chair ever took place. research changed
funded by Pfizer. approach to conflict of
interest
Sour ce: Adapted from Beach and Pederson (2013) as atharida i 1
Wells, Centre for Development Impact, Practice Péperne x ", 10 April 2015.
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Otherprofessional groups have similar schoolnige. professional

engineers, who from the outset have a responsibility to nevespt

designs that may be inherentlysafe. So | think that people whredoyal

to their own professional ethics to some extent are better off when they are

faced with these circumstanced.ot t hat that’'s true of ev
are lots of people who saw their duty and had no professional background.

It was implicit in teir nature that they speak out in public. On the other

hand, there were professionals who would gladly set that aside if it were to

help them career wide ...] (pers. comm. April 8, 2004

Perceptions and experiences of the organizational culture
Dr. Brill-Edwards describes her perceptions and experience of the organizational
culture as follows:

There were these factions that |’ m r
knew their duty and wanted to do their
dut y atwanttd dodteven if they did. At that time, the branch we
worked in was called the Health Protection Branch. But internally the black
humor was that we called ourselves the
further joke was tlkéa.”We&bthhkPset eti ngs
as people could see that decisions were
the public at all, we would let things go that we should jump in and stop. We

would all ow things at meeti ngiswas hat we

evident that as far as the hierarchy was concestted Minister, the Deputy
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Minister and the ADM- as long as they could fool the public into thinking

that these decisions were appropriate and that no one had done anything

wrong, they were homer ee, hence the “Self Protect.i
sure this lapseinourdutys n’ t v i si bpees. camon. Aphh& publ i c.
2014.

[. . .] For myself, when we won the Federal Court challdtg¢he
improper appointment dhe nonrmedical directoof BHPD] | expected there
would be a knock at my door, or a qui et

all this? I't’s clear you’ve never harm
stood on your head doing your job. How did it come to the point where you

had to go to court to get it through to
came. That knock never happened. The conversation never took place.

Instead there was an institutional response to brin@épeity Minister DM)

to a meeting with the entireuBeau to try to quell the unrest because when we

won that court case, the entire staff00 odd of us- knew what it meant.

What we had shown was that our bosses are trying so hard to parachute

unqualified people in to boss us around to getustodb stutke s houl dn’ t b
doing, that we had to go to the Feder al
serious. So the department, rather tha
happen?” they just wanted to shut it do
Deputy and make se these people understand that they have to come to heel

or there iIs going to be trouble.” That

And | remember at one point the Deputy asked why we would not trust the
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Director General to keep a commitment that thiwgsld be different and |
answered “Because he has already | ied u
round of applause. Everybody applauéedause that was indeed what
happened. That wasn’t jJust me making t
evidencehat he went to the preliminary hearings and lied. This was the

motion before the Federal Court to remove the Direcitvere was definitely

an attitude of rebellion and it took a long time before that settled dgvens.

comm. April 8, 2014)

Onthe efect of deregulation cultureshe said:
What deregulation did the effect of deregulatiorwas to pit allegiance to
the law that protects Canadians, against allegiance to the hierarchy. So you
have people who have spent their careers in protectinmutiiee and
working to that end, who know the law inside out and they know their duty,
and all they want is to allowed to come to work every day and do their work
properly. They are pitted against people who have not only no medical
knowledge, no scientd knowledge, no legal knowledge of the Food
&Drugs Act, no understanding of how it is implemented or the historical
precedents we have to go-amot only do they not know that hey don’ t
want to know. 't s | i ke é&beengputim’ t car e
pl ace by this hier aegaldtionthatwarssttogdtoes n’ t be
rid of regulation and wants to please the Minister and cabinet who want to

please the industry that we are supposed to regulate. So forgetit. We are
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not going todo this regulatory task. We are going to do what the boss

wants. (pers. comm. April 8, 2014)

Data and Document Review

Motivation of the Whistlebloweand Organizational Culture

't is hard to prove peopl e’ motivatohsi vat i on
can be inferred by considering behaviand the evidenceThe documents show that Dr.
Brill -Edwards career aspirations were diverted. She was offered a position by the World
Health Organization which she did not and/or couldawotpt Acceptance would have
required“releaseé i . e. | e aywmhe DepértmentDs Brili-Edsvards asserts she
was not released by the Department asciimed to haveefused to sign a documetot

the effecthat she would keep silent about what she lehdogingher duties, and would

not be involved in any legal actions against the Department. This she states she would
not agree to. There is nothing in writing that confirms what was said, hovizevérill -
Edwardswas involved in legal action againketDepartment at the Federal Court Level

in 199121992 She wasupporting other colleagues who were challenging the
appointment of a nephysician Director of BHPho had made unsafe decisions
regarding drugg¢Federal Court file nol-302691). There wa another challenge in 1992

to the reappointment of this DirectoBy thistime, she had previously beéound by

PSC andhe court to lack the basic knowledge and qualifications for théHedberal

Court file no. F214392). This was still the case, an appeal of thEederal Court

Justice J.E. Gibsodecision to dismiss the challenge to the reappointmastlaunched

(FederalAppealCourt file no.A-72993). The major grounds for the challenges cited in

the records were issues of public safety. Bdill -Edwards was not arguing she was
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upset because her job was eliminated per se, but rather that she was concerned that there
was no | onger medical e Xhiseiewtwassappartedby he Di r
nineteen ot her MD’ smPRhysicianb &f BuBaurteceDarector( Me mo  f r
Messier Apr. 27, 1992 This was the threat to public safety she perceived which
motivated her to actFurther, Dr. BrillEdwards continued to try to have her concerns
about public safety addressed for many years after she resigned. She made eight
presentations to the Senate and Parliamentary Committees including the Standing
Committee on Health(See Apendix 5 for a listing of these presentationder stated
goals in each presentation were
(a) to protect Canadians from health hazard ane 8aes by ending the secrecy
regarding the life and death decisions that Health Canada was making
(b) to sparkan operpublic investigation of a drug approval process where the
regulator has become enmeshed with the industry it was supposed to regulate
rendering it ineffective
(c) to advocae for the creation of a Drug Safety Board to rapidly investigats

independentlynvestigat¢ dr ug crashes” and correct t

The documents suggested there were problems in the organizations culture which
could interfere with its ability to carry out its mandate as regulator of public safety
effectively. The keydocuments pointing to this are

(a) the minutes of the Ad Hoc EAC meeting of Sept. 18, 19ffgestingegulators
ignoredthe clear advice of the experts they had called in to advise them and who
advised removal of the unsafe drug nifedipine from the market. Instead the

departmental officialteft the publicat risk bynot doing so.



93

(b) the letter from the Chief of the Cardiocaar Divisionpointing tothe
motivations for not removing the drug nifedipine from the market as discussed.
These motivationsrere* t o better reflect our regul a
| eave the Health Depart menakesor@teose t o | eg
manufacturers “are neither favoured nor
H. Leenen Jan. 24, 1996).
(c) the letters from the Deputy Ministand her senior official® the Minister on the
nifedipine controverswith conflictinginformaion onnifedipine (Jean\.,
Foster K., Michols, D., letter to MinisterFeb. 29, 1996 andrepeating incorrect
information onconflict of interestand nifedipingJeanM. letter to Minister
March 19,199%. The correct information wantainedn the minutesof the
Sept. 18, 199&EAC meeting This different information had the effect of
pointing tod o c tuserotthe drug for unapprovédo f f usesiee |
hypertensionas the cause of the controversy and deflecting attention from the
approved use faroronary artery diseasén fact the approved useas also a
problem for whichthe Department was responsible and accountebthey had
approved it in 1981 under the dtband Drugs Act (Reviewes report Dec.
1981).
(d) the Information Letter No. 810, April 12, 1994 directive regarding
committees and conflict of intereshichwas in place at the timsut was not
supplied to the Minister by the Deputy Ministeien he ased questions and not
applied by the officials to the EACIt was a directive (as opposed to a

guideline”) specifying the processes t
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advisory committees and in dealing with the administration and functioning of
the canmittees. Section 5 provided detailed instructions on how to handle
Conflict of Interestand required full disclosure before appointment to any
committee(4).

(e)t he Depar t nduman Recouiseas stedpne at the time to address the
changes and undainty in staffing. It recommended the establishment of a
Counci |l and an ongoing consultative pro
demands of professional accountabiatyd public service regulationsr
requirements” ctoavadiany @dversg consequenses & r y “
politically based scien@) Buclcacammittéee al t h
was not established.

() theletter to Dr. Messier, interim Director of BHRDApril 27, 1992 from
ni neteen MD’enthesubjgatii e LBokeati Medi cal Rep

at Junior or senior managerial | evel s i

Challenges to the ability of Health Canada to carry out its mandate were noted by
others. Regarding deregulation and the shifting priorities at Health Canada in the 1990s
Wiktorowicz proposed

[. . .] realignment of the Health Prote

responsibilities may be characterized as leading to a shift from a comprehensive

approach to public health protection to one based on strategic risk management,

with responsibilities dispersed among government, industry, academia, and

consumersThe rebalancing of goals in the redesign of the regulatory process

suggests a change in the role of the state in the context of-pehlit protection
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and highlights isses of concern to the public interest that may not be fully

recognized as deregul ation o€2urs in ot

Theme 2: How reprisals occur.
The findings in this theme are presented in four parts corresponding to the parts of
thewhistleblowingprocessiescribed by Near and Miceli (Dissidencé)yand from
which reprisals often emerge
(a) What was the observed incident/s perceivedrasmgdoing®
(b) What were the actions of the participant to try to address the problem?
(c) What was the response of the organization?

(d) What was the outcome? (Near and Miceli, Dissiden6g 4

There were two observed incideperceived as wrongdoind-he first resulted in
internalwhistleblowing andthe seconah externalwhistleblowing To facilitate a
clearer understanding, the findings in each incident will be described separbitely.
focus of this paper is on the organization. Howeweforeseen events occurred after the
external whistleblowing took pla@es a direct result of the aatt whistleblowing—two
defamatiorlawsuits, and a requested presentation to the Parliamentary Standing
Committee on HealthBoth these eventwill be addressedriefly under Theme —the

role of law.

The first observed critical event- Imitrex
Dr. Brill-Edwards related that the Director of the Bureau of Human Prescription
Drugs (BHPD) who was not a physicjaignedoff on approval for marketing (a Notice

of compliance) for a new drug for migraine headaches called sumatriptan or Imitrex in
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January 199Zontrary to her advice. Her role and duty in her position as Acting/Asst.
DirectorMedical was to provide the medical expertise needed to make evaluations and
decisions about new drug submissions. She was worried about the cardiac side effect on
the reart such as vasospasm which could be lethal and thus wanted to make sure doctors
were aware of this potential by ensuring it dgquately described the labelling in
accordance with the regulations. However, in the rush to get the drug to market the
information wasot adequately described leaving the public and doctors gpesk

comm. April 6, 2014

Actions taken toaddressthe first observed critical evert - Imitrex
Dr. Brill-Edwards described her perceptions and experienegsingthe Imitrexissue
internally andrying togetthe problemaddresseds follows:
When | intervened in the matter, | thought it would be pretty
straight forward, as part of the Food and Drugs Act provides that if anything
is known about a drug, that information has to be included in what is called
the Product Monograplthatisthelab | | i ng t hat all ows MD’ s
to manage the drug. What happened when | intervened to say to the unit
responsi bl e, “l1 would Ii ke you to take
brick wall. The noamedical director to whom | reported insistedttthis
drug was going to market and | was aghast because the matter was so
straight forward. This was not debatable. The data were very clear that this
drug had the capacity to kill people by its cardiac side effects and that

cardiac side effects hadtmeen properly described in the monograph.
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What later came to light was that the political forces were being pushed by

trade agreements to get this drug through in a hurry.

My objections were properly registered within the Department. |
met in the usal manner, quietly in a very ordinary business meeting with
the Director and the Head of the unit responsible, neither of whom were
medical people. | tried to explain the medical impact of this drug going to
market without proper description even to goent of having to explain to
them what a “dos & Thistsllp youtkeqidiaulously e ” wa's .
low level of understanding of the people who were making the decisions.
At any rate that was not met with much success, so | wrote a memo to the
Director in very clear language, courteously, but clearly explaining the
dangers that this decision was creating for the doctors and patients who
would be using this drug . .].. [. . .]JThat was ignored and a few days later
| was informed that the drug haccetved a Notice of Compliance (NOC)
which is the technical term for being approved to go to market in Canada.

(pers. comm. April 6, 2014)

The US Food and Drug Administration (FDA) was going through its approval
process at the same time in January 199¢ Brill-Edwards relayed to them her

concerns about the risks for actions on the heart that could be lethal, informing them of

2 A dose response curvefers to the relationship between some effdat. lowering of blood pressure
and the amount of a drugthese mathematical relationships signify that a medicine is working according
to a specific interaction between difémt molecules in the body{Guzman 2017).



98

relevant studies and the importance of this information being in the labelling. She further
explained the FDA process:
The pectation after the FDA has an Expert Advisory Committee, is that if the
drug is given a green light it will go to market within a month or two. Instead
[after | contacted them] they took a year to go through the salient features of the
cardiac side efi@s and when they approvedthliey had the language in [the
Product Monograph] that clearly set forth the risks of the drug. So to me, that was
very much an acknowledgement of the validity of my position.  (pers. comm.

Apr. 6, 2014)

The next step DBrill -Edwards took was to join with others in challenging the
appointment of the BHPD Director who hath Dr. Brill-Edwards viewwrongfully
approved Imitrex. This action resulted in a Federal Court oddgal, Jin Chopra and
Dept. of National Hedh and Welfaret992- for the Department to remove the
unqualified Director and conduct a new hiring procédse new hiring process resulted
in the reappointment of treameDirector Claire Franklin on an indeterminate basis

(CHRT 16).

Data and Document Review Actions to Addressimitrex

The data and document review suggest support for Dr-BtiNards account of
the problems with the approval of Imitrex. The relevant section of the Food and Drugs
Act Regulations that represented the statutlty of theDepartmentin effect states that
no person shall sell or advertise for sale a new drug unless all the relevant information
has been submitted and a Notice of Compliance issued. It then lists the information that

shall be included in the infmmation submitted such as detailed reports of the tests made
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to establish the safety of the new drug for the purpose and under the conditions of use
recommended and a statement of all the representations to be made for the promotion of
the new drug respeanty among other things the contralications and side effects of the

new drug (Food & Drugs Act 19905ection C.08.002).

NicholasRegushan investigative journalist] gives a full description of and
documents the issues and events regarding In(itrdd). After reviewing the file
herself, she became concerned about not on
dose was too large when a smaller dose would be enough for the majority of migraine
patients and thus less potentially damaging ¢ohtkart (Regush-8). She wrote a memo
to the then Acting Director, Claire Frankliiescribing the threats and pressures by Glaxo
representatives to speed up approval and requesting that changes be made in the
labellingProduct Monograph to remedy the idefncies and include the potential
dangers (BrilEdwards memo to Claranklin, Jan. 7, 1992).

The missingclarifications ofsafety information pointed out by Dr. Brlidwards,
the most senior medical regulator at the tumiin authority in medicatlecision making
wereignored by bureaucrats who were not docto®n Janl13, 1992, Imitrex was
signed offfor marketing by th@on-physician Director Ms. Franklin andubsequently
by senior managers at National Health andféfe as it was then knowmgmo Brilt
Edwards to FranklinJan. 5, 1992 Regush B On Jan. 16, 1992, Glaxo announced that
it would construct a $70 million manufacturing facility in Canada, promising more jobs

and research spending (Regugh®hanges in the labelling for Imitrex by regulators in

% Nicholas Regush was an awasthning investigative journalist specializing in medical and science

news. Prior to his death in 2004 he produced medi
He also did work for the CBC and was the producdartfe CBC’' s Fi ft h Estate docum
the Matter”.
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Canada and the UK to more adequately inform doctors and the public of the dangers were
eventually instituted over the months and years that followed, but not before numerous
deaths and harm had beenaded and lawsuits instituted (Regusii B).

A review of the information in the first Imitrex Product Monograph approved by
Health Canada in Jah992andcontained in the Compendium of Pharmaceuticals and
Specialties (CPS)Jemonstrates Dr. BriEdwards concerns regarding the daption of
cardiac sideffects CPS 1993 In contrastfirst Product Monograph approved by the
US Food and Drug Administration (FDA) in Dec. 1992 shows a clear description of
cardiac side effecise. coronary vasospasm, laythmias,and potentiallydeath(Pharma
Intelligence- Pink Sheetl993).

Regardinghe first challenge tthe Public Service Commission (PSCloé
acting appointment of the Director of BHPD and subsequentlye indeterminate
reappointmen the recordsndicate that Barkley, Helen, i@hopra and the Department
of National Health and Welfayduly 19,1991,foundthe Director dichot have the
necessary qualifications for the position of Directéederal Courfile no. T-3026:91).
TheDirector did not havehe“required knowledge of marketed drugs available for
human use or the actual knowledge of existing programs and activities relating to the
scientific and medical appraisal of drigBederal Crt. File 3302691). In overruling
the decsion of the publiservicemanagemenshe cited the case of theG. of Canada
v. Appeal Boaraandc oncl uded t hat “where the appropr.i
consider it is in the best interests of the public service not to conduct a compatitio
appeaboard may not overrule that decision un|

reasonabl e person coul d. Theosecand thallange totlpei ni on”
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indeterminate appointment was dismissed in 1993 (Federal Court file no. -B2)148d
appealedn 1993 (Federal Court of AppealA29-93). The appeal was abandoned in
1996 after Dr. BrilEdwards resignation as sivas no longer aemployeeThe record
of the Canadian Human Rights Tribunal decisioB.ilChopra vCanadai Dept. of
National Healthand WelfareMar. 08, 1996 ontains further detailed information
regarding how the struggle to remove the unqualified Director of BHPD unfolded and is
consistent with Dr. BrilEdwards accountgarding legal actiorss noted abov@CHRT
13-19).
Responseof the Organization - Imitrex
Dr. Brill-Edwards relates her perceptions and experience of the response of the
organization to her actions to try to rectify the problem as follows:
After the Imitrex debacle, | did challenge the department on the

[other] debacle of thtdangerous directbrand the department was very

eager to get that settled. They were very worried about the impact of

somebody with my expertise and credentials ardibility openly

challenging the competence of Health Canada to take decisions in the public

interest. | had been working with the World Health OrganizgtiéHO)

on the Aids issues and in due coutsey had offered me a position there

and it was partfoconvention that you need the approval of your own

governmento accept aVHO position. So, after winning that federal case

[in Feb. 1992] and challenging the reappointment, | had to go and ask the

Deputy Minister if the Department would concur with tlezision ofthe
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WHO to offer me the post. | had won the post in an international
competition, so it was in a way, a formality to get this approval.
So | met with the DM and she was very graciousOh t hi s i s | ove
Mi chel e” . She s daisgntiselecumsmatidnd be happy
endorsing the appointment to WHO and |, of course, in turn would sign a
legal document agreeing to keep silent on all matters | had learned in the
course of my dutiesAlso, | would agree to not participate in any legal
proceedngs involving matters pertinent to the department. Of course, the
key | egal proceeding was the chall enge
basically, | realized, | could proceed with my career only if | would agree to
a“gag ordet on the safety issse And much as | would have liked to
accept the offer at WHO | hadpreparedor it, | had been overseas many
times, | had looked at housing, | had looked at schooling for my daughter in
Geneva, and really had pursued this enthusiastidakalized hat day in
her office that it was not going to happen if the price was to remain silent

about quite serious safety issues. | said that | would sleep on it. | went back

the next day and told her it wasn’'t wha
don’'dterwsn and. You seem to have this per
her “Deputy, it iIs nothing to do with m

will of Parliament in passing the Food and Drugs Act. This is a statutory
duty we have as Health Canada#&deguard the public by upholding the
Food and Drugs Act, so you can take me ouhegquation, and we still

have that duty and | particularly wil!/
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was not in her mindset. It was not within her realm of thinkinag t
somebody with my potential would refuse such career advancement on the
basis of duty. | remember coming away from that thinkifig D u teally
is afourletterwadf or t hese people.” She sai d *
gain. | know you feel that your career has been damaged but this can all be
repaired. This can all be forgotten. You have a future. This is a very
i mportant post f or mejgmnegotiate forlmy prigated “ 1t 1 s
gain a matter of public safety. You <ca
like a stone. | had no sense that she understood at all where | was coming
from. It was kind of I|ike “why aren’t
away from that thinking “1 don’t know w
that the one thing I cannot do, | cannot take the post at WHO, knowing that
| am literally walking on the bodies of the deadlimbing over them to get
up to t hi s tgoiogtdhappehThat ' s no

|l didn’t know what | was going to do
j o bdlower ranking job at that point. | had been the Asst. Director
Medical, and in reappointing the nomedical Director, they eliminated the
senior medical gsition, which was me, and | went back to my substantive
position as a medical reviewer. They thought that this was such an insult |
would leave, and | expect for most people they probably would have.

Again,l t hought that | cawrtti nvuad .k alwadyi dam’dt
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what | was going to do, but | did know what | was not going to do. | was

not going to go along with l”.*® (pers.comm. April 6, 201

Data and Document Review Response of the Organizatioto Imitrex
A review of relevant documenssiggests somsupport for Dr. BritEdwards
recounting of events regarding the response of the organization to her attempts to address
her public safety concermegarding Imitrex Regardingher demotion, there is no
available written evidence that the Department demotedokenuse dfier actions to
correct what she saw as threats to public safldtywever, the proximity of the abolition
of her position of Asst. Directer Medical to the reappointment of that same Director
on the same dagnd two months after Dr. BriEdwards had supported legal
proceedings which forced the Department to remove the Director and hold a new
competition could suggest a link.
This was followed a few months later bgr inability to takehe appintment to
the WHO post, a career advancement opportuagyshe had declined to sign an
agreement to keep silent on all matters she had learned of during the course of her duties
—matters Dr. BrilEdwards considered wrongdoinghile it was nbpossible to validate
what the Deputy Minister said, the selection of Dr. Hdlwards for the post of Scientist
with the Global Programme on AIDS, Office of Research, World Health Organization
(WHO), was validated (Letter from Verzelloni, F. to Dr. Biéldwards, May 22, 1992).
There was further validation via a letter from WHO containing a formal offer of
appointment on the understanding she had obtained her rgésaseof absencdijom

the Dept. of Health and Welfare (Letter from Verzelloni, FDtoBrill-Edwards Nov. 16,

% For an indepth discussion of evil in organizations see Jurkiewicz, C. ed. (20#5¥Foundations of
Organizational Evil
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1992). There was also a letter acknowledging that since she was unavailable, alternative
plans were made to carry out the duties of the post (Letter from Verzelloni, F. to Dr.

Brill -Edwards Jan. 11, 1993).

Outcome in the case fothe first critical incident -Imitrex
The above document review obtained from public recprdgide some support
for theview that despite efforts made by the participant Dr.[Edwards and other
colleaguesthey were unable to change the actidaemed a threat fmublic safety.
These unsafactions were
(a) approving the migraine drug Imitrex without including in the labeliegr,
precise wording to adequately describe to doctors the conditions of use that would
safeguard patienfsom potentially lethaladverse effects
(b) appointing a Director who was not qualifiedetaluate andnake decisions
regarding drugs for human use.
(c) eliminating the position of Asst. Director Medical leaving the Office of
Director with no medical expertise
As Dr. Brill-Edwards perceived and experiencedaiig the document reviesuggested
she suffered reprisals from the organization in the form of demotionmguealingher
ability to accept a position offered her by IM¢O after she won an international
competition. These experiences are consistent with patterns described by(Gtlzeney
and Glazed 989, Alford 2001 Jackall1988. To conclusively prove reprisals is very
difficult as managers do not admit tpatfact recognized by othearsthe literature
Transparency International has stated one of the reasessures outlawing reprisals for

whistleblowing do not work is thburden of proof issueTheystate,”dismissal and other
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reprisals are always liketo be presented as being carried out for other reasons, so a
legal presumption that whistleblowing was the cause is essentialThiy reversenus
isal so being recommended by Canada’s Public

Friday as an amendmento C a RED&/ (Budler 1).

The second observed criticagéventi short-acting nifedipine/Adalat

The secon@ventwas sparked by a New York Times article, March 12, 1995
discussing the results of a study led by Dr. Psaty indicating that people using a class of
drugs called calcium channel blocke®0B' s) t o treat their hyper:
likely to have heart adtks than those taking other drugs (Kolk@85). Dr. Brilt
Edwards had decided to stay in the Department after her demotion in 1992 and on her
own time, worked with public interest groups to help them understand the damage that is
donewhenassheptti “ Heal t h Canada doesn’t do its |
create the momentum for change. She related that by aboufl2994he began to

reali ze that a cleanup from within wasn’t
Then the 199%CB controversy arose. She described her perceptions and experience as
follows:

The part of Health Canada that | was working in had to do with

Cardiovascular Drugs and | was interested to see that there was an

immediate defensive position being takenT $i[Psaty study] must be

wrong. " CalciueCBCepnasl abtbakseref (drug

top sellers, and in particular, nifedipine, one of the partic@B s, was

the top selling drug in the world at the time. So it was a huge slap in the

face fa our regulatory agency and every regulatory agency to have this
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information out in the public domain making us look like we had missed the
boat. These drugs had gone to market about fifteen years earienk it

was t ksordighly $0 to 15 s earlier. Prior to this expose, we

had reviewed the company’s information
The i mplication was “well, why didn’'t vy
woul d cause deat hs?” (pers. comm. Apr

She related that everdlly a decision was made to establish an Ad Hoc Expert
Advisory Committed EAC) which met on Sept. 18, 1995 to help decide regulatory
action. The establishment of the committee had been criticized prior to the meeting by
other colleagues because the esers in the Cardiovascular Division had been told they
coul dn’ Evenwally ittmasdagreed they could attend but only as observers. There
was also concern amongst the reviewers as to the makeup of the committdews the
expertcardiologistsall were known to have relationships with manufactureiGOB s .
They were respected in the communities they came from but had ties with the drug
companies who own the drugs that were then under scrutiny ¢pers. April 6, 2014).

During the meetingancern was expressed by one of the outside experts about
what the companies might think about any regulatory decision that was made and getting
their involvement and concurrence first. According to Dr. Edwards:

Of course, that is a very questionable action for a regulatory agency. A

regulatory agency functions very much like the referee in a hockey game or

the umpire in a baseball game. So you call the shots as you see them. You

don’t go t o t hyeuagrecavith me that | asngomng to D o

make this decision?” Now, you may di sc
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may hear their complaints, but you don’

you make your call. (pers. comm. Apr. 6, 2014)
For Dr. Brill-Edwardsthis stance was wrong #®e priority should have been what can
be done to safeguard the pubhot the reaction of the companie&s she put it:

And all the other things that might be prioritiesrhat the companies think,

what kind of medialinesareweg ng t o write for this,

influence the economy, what it’s going

in Canada- and so on-that is all downstream and secondary. Your first

duty as the regulator i s thewlfobrce t he
Parliament, it’s your statutory duty,
above all else. That was never said in that room that day. It should have

been. (pers. comm. Apr. 6, 2016)

The consensus of the discussion was that enoudbree had accumulated over
the years pointing to harm from the approved use of stwbirig nifedipine for angina,
and -"aoddl ” f or tefoehyperteasior thevsewvasino neasokeepit on
the market. However, the Department backed dwaay taking such action. Dr. Brill
Edwards considered the implicationsremoving the drudrom the markeas the EAC
medical specialists had adviste bureaucrats at theept. 181995committeemeeting

The implications were that if the only approvese is now known to be so

dangerous that its use cannot be advised and there is no other official use for

this drug then it has no business being on the market. If you then say, if

that’'s your official advice [bas a commi

very hard for Health Canada, given our laws, to refuse that advice. So that
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woul d be an official panel saying
ot her approved use”, our consequen
drug needs to be remov&dm the market. Once you say that the short
acting form needs to come off the market, then a big spotlight goes on the
other forms-the intermediate acting, and the long acting forms. Worse yet,
if one CCB s withdrawn from the market, it casts a paler allCCBs. So

each of those four men would then be in a position of going to the
companies who fund their research
Ottawa and we decided to pull the earli@&B from the market. Oh, | am

the beneficiary of youfunding and | suppose you will continue to fund my

“t he

t reg

and s

research?” Do you see the implication?

class from the market, the commercial value of all the others drdes
the stock market. If the commercial value drops, thercompanies are
angry at the people who made that happen. So you can see-hésedt
all the way around, that everybody wanted to back away. (pers. comm.,
Apr. 6, 2014)

She explained further why the regulators were hesitating:
Actually they could not say in the
guestion would be “Well, why didn’
came up with this fancy phrase, th
be used r arAgain,yfyou lodk atéghe Foad ahd.Dfugs Act, a
drug that should be used “rarely i

Monograph that is totally revamped

| et t
t you

e sam

f eve

to S
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Monograph as it was. None of this makes sense [.(.pprs. commApril
8, 2019

She explained there were further influences at play:

“IT. . .1 By the mid 90" s -mgulaterer e under
We had become | i ke the hunting dog that
mi ni mum. Don’t agempdami dh.e” waSo,ofndthaedy

the data [on nifedipine]. The Department put out statements that were
defensive and said we were studying the

comm. Apr. 8, 2014).

Actions to addressthe second criticaleventi short-acting nifedipine/Adalat

Based on the attitudes Dr. BrilHldwards witnessed in the meeting of the Ad Hoc
Expert Advisory Committee meeting of Sept. 18, 1995 and the nature of the Dear Doctor
letter being crafted she knewshortacting nifedipine would ndie taken off the market
Insteaddoctors would bedvisedo use it* wi t h gr & atat DraBhil-i” on i
Edwards decided it was time to act. Bledievedthat more harm would be done to many
people by leaving it on the market and she knew busy physicians have little time to spend
readingcautionletters. As s h e Tha ineeting, dr the dismal failure of that
meeting was what made me decide to caajegwith the media] in exposing the failure
of the Department to undertake its statutory duty. Atrieeting,l realized that this
system is hopel ess. That's when it became
t a l(pkers. comm. Apr. 6, 201).

In November 1995the draft Dear Doctor letter from Dr. Leenen was circulated in

the BHPD for comment confirming DBrill -Edwards fears that the drug would remain
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on the market. IDecember 1995, Dr. BriEdwards reviewed the archived files

containing the reports of two reviews on which the approval of-glatirig nifedipine

had been based. She found that the Reviewer had stated he would be willing to issue a
Notice of Compliancé the company would immediately commenceag-termtrial of

one year to demonstrate safety with long term use (Revie®Report, Sept23,1981).
Thelong-termtrial wasnot commencednd the Reviewer approved the submissioa in

second review ilbecember 1981 while at the same time expressing conceilorigat

term efficacy and safety was an area of concern whiginained unresolvédReviewer

Report, Dec. 30, 19827). In Decemberl995 Dr. Brill-Edwards spoke with V. Krupa,

PhD, Chief of theCardiovascular Division, to whom she reported at the time and told

him of her findings. She put this and other matters in a memo she wrote him Jan.3, 1996.
OnJanuary 19, 1996he wrote her letter of resignation to the Deputy Minister

documenting oncagain her concerns for public safety and the omissions of the

Department. Ofrebruary 26,1996, he CBC’' s Fi fth Estate docul
Heart of the Matter” -Bdwardsspeke pfbebdxpedences | n it
and concerns as did othahysicians, some of whom had conducted the alarming studies
regarding shoracting nifedipine (pers. comm. Apr. 6,2014t r anscri pt of * H

Ma t 1. eThe appearance of conflict of interest was a big part of the documentary.

Data and DocumentReviewi Actions to addressshort-acting nifedipine/Adalat
The following lists the documents reviewe@lheysuggessupport for Dr. Brilt

Edwards accourdf why shetook the action she didresignation andthe basis for
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resigningto address thproblems with the regulatory response to the heightened public
awareness of safety concerns regarding the use of nifedipine

(a) Minutes of the September 18, 1995 Ad Hoc Expert Advisory Committee meeting
during which the expert advisors discussed more thiary timesthe potential for
harmandthat given what was knowthe drug shouldot remain orthe market.

See Appendix for a listing of where these remarks can be found in the Minutes.
They also discussed how the drug could be removed from the mduikét was

for Health Canada to ask the manufacturer (Bayer) for safet\yefficacy
information. The onus was then on the company to prove efficacy and $aéety
17).

(b) Food and Drugs Act Section C.01.013 This Regulation gives the Director the
power b request from the manufacturer evidence of safety to be submitted to the
Director on a specified date. If the evidence submitted is not sufficient the
manufacturer will be notified in writing of this and shall make no further sales
until sufficient evidace is submitted and he is notified in writing of this.

(c) Food and Drugs ActSection C.08.006 This Regulation gives the Minister the
power tq in effect stop sales if there are safety concerns about a drug. It
indicates a Notice of Compliance mayswspended if new information reveals
that the drug is not shown to be safe for the use represented in the new drug
submission.

(d) Food and Drugs Act Section C.08.08 (h) iv— This section requires that no
person shall sell a drug which has a Notice of Compliance if, among other things,

the contraindications and side effects of thewdrug are significantly different

31 The governing Regulations are those that were in place duririg®he Othesera under discussion.
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from the information and material contained in the infation filed originally
unless they file the supplemental information with the regulator including the
final labelling and the drug is sold in accordance with the representations
contained in the new drug submission or in the supplemental new drug
submisson.

(e) Food and Drugs Ac- Section C.08.0D— This section stipulates the records the
manufacturer is to keep oncéatice ofCompliance is received as described in
(a) to (i) and include among other thingsfudies, investigations, reporthange,
unexpetedside effects, injury or failure of the new drug to produce its expected
pharmacological activity.

() Food and Drugs Act Section C.08.008 This section stipulates that no
manufacturer shall sell a new drug unless, he has, with respect to all hngiprev
sales of that new drug, furnished to the Director on reguegsirts in duplicate
of all records respecting theformation contemplated in Section C.0@Y.

(9) Letter from Dr. Susan Robertson to Dr. V. Krupgyil 4, 1995,outlining her
concerns rgarding conflict of interest and ties of members of the committee to
pharmaceutical companiasdlack of participation oBureau staff in the
meeting.

(h) Fax memo from Pfizer to Dr. Leenen thanking him for agre¢oaccept media
calls on their behalf to respond to the publication ofRasystudy on increased
mortality of patients treatetbr hypertensiorwith shortactingCCB' ,sAugust 22,

1995.
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(i) Letter from Dr. Leenen tBr. Krupa containinglraft Dear Doctor lette
indicatings/a nifedipineshould not be used fgatients withstablecoronary
artery diseas@CAD) —its approved uséNov. 10, 1995.
() Emailfrom Ken Gruchallato Vincent KrupadatedNov. 22, 1995vith feedback
on draft Dear Doctor lettestating they cold not leave in theentencebout not
using nifedipine for CAD as it was the indication for which it was first approved.
(k) Letter fromDr. Krupa toDr. LeenendatedNov. 10, 1995egardingthe reasons
for taking out the sentence to not use nifedipine for CAD irDi@r Doctor letter
i.e.“to betterreflectour regulatory environmeht, “ leave thdiealth
Department open to legal challengesd“ [ . . .] to make sure
of these drgs are neither favoured nor disadvantaged unfaitly
(I) Dear DoctotletterNo. 44, Jan23, 19% statinguse it i f ot her medi
work in CAD, however, do so withgreat caution f at al | 7 .
(m)Studies by medical researchers indicating potential hauwumsers of shosdcting
nifedipine. See Appendix 4 for a listing of some of the more prominent studies.
mMTranscript of the Fifth Estate document

1996.

Response of the organizatioii short-acting nifedipine/Adalat

Through its senior managers, including the Deputy Minister, Health Canada
responded to the whistleblovisiresignation and allegations in the Fifth Estate
Documentaryegarding conflict of interest and nifedipiriehey defended their version of
events inhe media, to the Minister, and through the Minister to Parliament and the

people of Canada. Eventually, they also asserted the same version of events to the Court
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in the defamatiotawsuitand to the Standing Committee on Health. However, the

version thg espoused and the information given to the Minister by the Deputy Mirister
differed from that which was contained in the Minutes of the Sept. 18, 1995 Ad Hoc EAC
meeting, from memos and letters written by members of Health Cednamahe Food

and Drug Act and Regulations and other policy documenitbese differences are
documented belowFurther, they did not correct the problem of having an acknowledged
unsafe drug on the marketvhich had been there for almost fifteen yeadsspite
accumulating information that more people were dying on this drug than other drugs used
for the same problems. Instead the evidence shows the responses at a minimum clouded

the issues.

Data and Document ReviewResponse of Organization nifedipine/Adalat

The document reviewsuggestedupport for Dr. BrilEdwards account of events.
Thesenioro f f i wersianl obeventsupplied to the Minister and the Coditerged
from the account in the official records in thepartment as well as that bf. Brill -
Edwards. The information which follows demonstrates this finding. The broadcasting of
the Fifth Estate’s documentary in February
levels in the bureaucracy and government. Thikemmonstrateth briefing notes to the
Minister of Health obtained through Court files and represents attempts by senior
officials to account for the allegation$ conflict of interesin the documentary. In a
Memorandum to the Minister dated Februar{!,2B096, just two (2days after the first
broadcast of the Fifth Estate’s documentar
Minister (DM) Michele Jeanthe Assistant Deputy Minister (ADM) Kent Foster, and

Director General (DG) Dann Michotgvether account of events. Tlassertionshe
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most senior bureaucratsade were different from information accessibléntemand

contained for the most part in the minutes of a meetinged e par t ment ' s Ad H«

Expert Advisory Committee (EAC) of SeptemhH8, 1995. This differing information

suppliedto the Ministerby themost senior bureaucratstheir Memo to the Minister,

which hesubsequentlgave to Parliament and Canadians is as follows:

(&) With regards to the assertion the Drugs DirectcaateBHPDtracked studies and

investigated if a problem was raisethe record shows many studies were done
since the 1981 approval and prior to 199&traised concerns about nifedipine in
treatingangina. However, it is not apparent that any investigation péente until

reports of the 199Rastystudy in theNew York Timescaused a sensation

worldwide. These studies are well documented in the minutes of the September
18, 1995 Ad Hoc EAC meeting held by BHPD and include one as early as 1986

1987 done by Dr. Mers group and published in tBanadian Journal of

Cardiology In discussing this study, tBBACmi nut es st at e “ At a |
nifedipine was approved for the treatment of angina, the investigators noted the
detrimental effect of the nifedipine capsulen unst abl e angina” an
to be stopped (8).3> SeeAppendix4 for a listing of the relevant studies.

(b) The assertion that the scientific/medical commutiitgs not determined that the
risks presented are greater than was known at the tinppaial for the
indications approveéd- angina differed from heinformation outlinedn the
September 18, 1995 Minutes of the meeting of the Ad Hoc.ERG& minutes are

the official account of what happened. More than thimes participants in the

32|1n medical research, trials are stopped without absolute proof of harm as to continue until there was
absolute proof could cause serious harm and/or death which would be unethical (Brill Edwards, pers.
comm. April 6, D14).
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meeting noted the safety concerns around short acting nifedipine in the treatment
of angina and recommended that the companies be asked for safety data on the
assumption they would withdraw it from the market themselves when they
coul dn’ t SeeAppendixd fer aiist of the location of these concerns in
Minutes.

(c) The assertion that the studies done and repbstéle Fifth Estate have been
regar d-l abetfodrb sse/sar, irCoh& wards, for hypertension
rather than the approved useging is also contrary to the official records See
Appendix4 for a list of studies most of which were GAD. Notably the
Minutesrecordadiscussion regarding study results and the potential for harm in
the stable angina populatiorDr. Leenerpointed outt hat * [ . . . ] the
data is withcoronary artery disease (CADhere is very little data for
hypertension” (Minutes 16).

(d) The further statement by the Deputy Ministed her most senior officiathat
the studies therefore do not weamt regulatory action, and for this reasdDear
Doctorletter was issued to remind physicians of the approved indications and the
risks involved, again differ from the verifiable information in the Minutes. In
reality, the advice given to her officeby their Ad Hoc Expert Advisory
Committee as captured in the Minutes state clehdy’ [. . .] there was no
indication to keep either nifedipine capsules or rapid shcihg calcium channel
blockers on the market faoronary artery diseasehevery indication for which

it was approvedl16).

3 Interestingly, this assertion is the same explanation offered by Pfizer when it sent out its Dear Colleague
advertising letter Aug. 22, 1995 to Canada’'s doctor
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(e) The assertion there were no complaints from outside the Department about the
drug or the Drug Directorate’s response
Estate’s “Heart of thre. Mautstuefr’'”s wahtitcehmpdtos
attention of Health Canada regulators. He took slides related to his concerns
about the harmful effects sfa nifedipingo a talk he was asked to give at HPB in
1995 on an unrelated topic and asked if he could presentat#he end of the
talk. They agreed. #thattime, his hope was the regulators would act. His
information came from a variety of studies including his own 1989 and 1991
published work (7).

() The statement that the findings of the studies publisheeelba March and
September 1995, reinforced the fact that shoting nifedipine should not be
used-l abef” for the treatment of hyperte
was on hypertension and the other two wer€oronary artery disease
Angina. See list of studies at Appendix Zhese studies reinforced the fact that
there weralsoconcerns about the approved usegging which was mentioned in
her De p Dear Doetoldtter ®ear Doctoletter No.44, Jan. 23, 1996

(g) The statement #t after considering the advice of the Ad Hoc Expert Advisory
Commi ttee the HPB issued its Dgar Docto
acti on c o duiffeds frimethetintorknation’in the minutes. & minutes
include both the recommendatiorfetee expert advisors about thetential for
harm of shoracting nifedipine indicating removal from the market was

warranted, and, the information provided by the regulators about how this could
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be done* This differing information was repeated in a letter from the DM to the
Minister on March 19, 1996.

(h) The st at eQBB nst atrheatst“i I | consi dered to be
i ndications approved by the Dythngs Direc
that was recorded in the minutes of the EAC meeting and with the numerous
studies on the subjecthis differing information was repeated in a letter from the
DM to the Minister on March 19, 1996.

(i) Thestatemenby the Deputy Ministethat the diregve on conflict of interest
applied only to standing conbDmectveanes di f
conflict of interesin Information Letter No810. This Directive states that
advisory committees may b-termgpppeanalt ed t o
hoc committeeand ot her s magr ma e gi.e. asténding e §
committee(4.1). 1t t hen goes on to state the *“Co
policy for all committees- with no distinction between short and long term
committees! Gui dance on conflict of interest
membersat the time of appointment. Prior to appointment, advisory committee
members will be required to submit conflict of interest declarationsT. (5]0).
Anexampleoeppr opri ate conduct was provided:
cannot reasonably be construed to be for their private gain or that of other persons
or organizations. They must refrain from conflict of interest and, indeed its very

appearance” (5.1).

% The Food and Drug#ct Section C.01.013 provides the power to stop sales if the Director asks for
evidence to establish the safety of a drug and the effectiveness of the drug before a specified day and that
evidence is not supplied. The day after the specified date thecadnmgt be sold. This was discussed in

the Sept. 18, 1995 meeting (Minutes 16).
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Outcome in second critical incidenti short-acting nifedipine/Adalat

The outcome was théte efforts ofseverawhistleblowes from within Health
Canada and from withogtaw aresultthat was based on priorities that did not put patient
safety at the top of the lisHealth Canada addressed the problem of an acknowledged
unsafe drug on the market which had been shown to cause more deaths than other drugs
used for the same reasons,degidingto keep it on the market. Instead they decided to
send a Dear Doctor warning | éwiéeh gdeinsti ng
i f  aleaving thé public at riskThe document revieprovided documentation that
raised questionabout the motivations of the bureauciattaking the actions they did in
the nifedipine case. The written word of the key person on the file, Dr. Ksuggested
thefirst prioriteswere* t o better reflect our regul atory
Heal th Department open to | egal chall enges
of these drugs are neither Stexdatmanddeaimentor di
reviews above fomorespecific examplesTheintent of the Food and Drugsct and
regulations in place at the tinpeints to a different priority- public safety®> The policy
of deregulation continued, Dr.Bit d war ds was wi thout a job, a
television broadcasterCBC - was sued by Drd.eenen and Myers fatefamation. The
legal decisions found for the plaintiffs and both received awards from the courts to
compensate them. Dr. Britdwards remained unemployed for four years and she and

her family suffered as a result (pers. conypril 6, 2014)

% The intent of thé&ood and Drugs Adt s cont ai ned in the Foreword which
health hazards and fraud in the sale and use of foods, drugseados ¢ s and maviliTbe | devi
Food and Drugs Act is part of Canada’s Criminal I

prosecution (Histaca Canada).
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However, the medical community became alert to the issue of conflict of interest
as adirectresult of theFifth Estatedocumentary The Hear t .ditliredthh e Mat t e
sparked medical research on conflict of intereshe calcium channel blocker
controversy which was published in the New England Journal of Med{Eitedfox et al
1998. The reason for the research was that it was not then known how much influence
industry support for medical education and research had on the opinions and behaviour of
clinicians and researchers (Stelfox et al 101). Stelfox et al examined medical literature
published from March 1995 to September 1996 regardinG@#&controversy. The
study concluded that there was a sibonsong as
on the safety of calciurohannel antagonists and their financial relationships with
pharmaceutical manufactureihe authors recommended a disclosure mechanism for
authors regarding relationships between physicians and pharmaceutical mangtacturer
Thi s was toafficnghe mtagrity of the medical profession and maintain public
confidencé (105). In response, major North American Medical organizations and the
Food and Drug administration tightened rules on disclosure and managementicf conf

of interest Brill -Edwardspers. comm. April 8, 2014).

Theme3: Why reprisals occurred?

This theme will be discussed intwo pattsh e whi st |l ebl ower ' s pe
experiences regarding why reprisals occurred, and the data and document review

supporting or otherwise those views.
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Whi stl ebl ower 6s PerceptionsOurrdd Experi ence
Dr. Brill-Edwardswvasdemoted from her management position as A/Asst.

DirectorMedical to Reviewer of new drug submissidh&urther, shestates shevas

blocked from accepting a position with the World Health Organization as she refused to

sign a “gag order” swearing her to secrecy

the Department. As she describedhe reason this was happening was that she was

standing in the way of what was “probably
lifetime-der egul ati on” (pers. comm. Apr. 8, 201
deliberately dysfunctional structure inthe BBIP whi ch was ac<compl i she

professionalizing” the DeShaasdereethdidrewvas f aci |
also a dysfunctional cultusrghich facilitatedwrongdoing Further, she had also breached

the legal and policy imperative of secremyd loyaltywhich she had been required to

adhere to by signing an oath to that effect when she was hired. She did this by openly
chall enging t he De p adffitiaiyeaokhowledgepqualifiesh t me nt o
Director, refusing to sign magreemerto keep silent about her knowledge of the

Depar t me n tshewasqoestionirgnt riefasgg to desist from legal action

against the Department. So from her perspeatamisals occurred due to three things

(1) shechallenged authority and derdgtion, (2) there was a dysfunctional structure

and a dysfunctional culturand (3) loyalty and secrecy oaths contributed to the

dysfunction.

% The hierarchy consisted of:eviewerswho reported to a Chietheading @ivision); aChief reported

to a Director(heading a Bureau with a number of DivisioresRirectorreportedto a Director General
(DG) (heading a Directorate with a number of Bureauf)iractor Generateported taan Assistant Deputy
Minister (ADM) (heading a Branch with a number of Directoratasyian ADM reported to a DM
responsible for the whole Department ( CHRhopra and Department of National Health and Welfare,
1996 (3, 1317).
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On deregulation she said:
[. . .] it was always accepted that there was an absolute need, not questioned,
but an absolute need for government intervention in the marketplace to
specifically safeguard the interests of
the necessity of government intervention went out the window, because
very powerful people took this pdisin - “Government regulation is an

encumbranceit slows down industry, it slows down innovation, it slows

down economic growt h. I't’s nothing but
much as possible”. So you have the tra
framework is gone and the new frameworKk

everything properly with as little intervention as we can man&gein

Canada we start in the 70"s switching a
that the tragedy of thalidomidewhich was a huge regulatory failuréad

to the public view that we need regulators, we need people scrutinizing

these things. There was the experievicerances Kelsey a Canadian

working for the US FDA keeping thalidomide off the American market.

So regul ators have a good name in the 6
old hat and regulation is nothing but r
of regul ation. Then in the 80’s in our

the world you have the garofessionalization of the agencies so the people
who were well schooled and experienced as regulators all got their
marching orders. (pers. comm. Apr. 28, 2014

On dysfunctional organizational structure she said:
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There is one t hikengboutand that is, evhahimmye n ' t
judgement was a deliberately dysfunctional structure within the bureau. In
previous times there was a Director who was always medical, and roughly
five medical divisions and two manufacturing divisions and they all

repored to the director. So there were very clear lines of authariy
authority and responsibility went together. What happened in roughly 1988
was, the Director who was medical was basically forced-ougs given

another job in the department and takenof that role and a nemedical

spo

director who was a PhD in pharmacol ogy

knowl edge” was provided by & new |
Director—Medical, and there was an Assistaridirector— Pharmaceutical

| think. So suddenly the five medical unitshings like the Cardiovascular,
Renal and Arthritis, the Endocrine division, the Oncology division, the
Neurology division-these units that handled these specific types of drugs
who were headed by Chiefs, now repottied nonmedical Director. Only
some of those chiefs were medical and some were scientific. So what you
had was a mixture of front line troopshe members of each of these
divisions—a mixture of doctors and scientists. Some of them were
reporting toscientists who then reported to a scientific DireetarDirector

with a PHD, so it was quite possible that no medical eyes would see a file.
And so here is this Assistant Directdvledical with the responsibility to
ensure the medical appropriatenekthe decisions we take, baddenly

with no line authority at all. (pers. comm. April 8, 2034

ob

po
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On dysfunctional culture she said:
What deregulation did the effect of deregulatioawas to pit allegiance to
the law that protects Canadians, agaatisigiance to the hierarchy. So you
have people who have spent their careers in protecting the public and
working to that end, who know the law inside out and they know their duty,
and all they want is tbeallowed to come to work every day and do their
work properly. They are pitted against people who have not only no
medical knowledge, no scientific knowledge, no legal knowledge of the
Food &Drugs Act, no understanding of how it is implemented or the
historical precedents we have to ge pat only dothey not know thatthey
don’t want to know. It s Iike *“1 don’t
put in place by this hierarchy that doe
get rid of regulation and wants to please the Minister and cabinetveuiito
to please the industry that we are supposed to regulate. So forget it. We are
not going to do this regulatory task. We are going to do what the boss
w a n t(gers."comm. Apr. 8, 2014)
On loyalty she said:
|l had to go to s amReboarceyandsweaf f i ce i n
allegiance to the crown when | joined in 1980. It was a requirement on joining
the Public Service that you had to swear an oath of allegiance. So that, for
starters, impresses on every employdeat they have sworn an oath. Tlasot
just | i ke “Oh, yeah. You’'re a public s

l oyal .” No. You have sworn an oath an
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When | was going farther alorgyou know initially when you swear an
oath you take it for grantieyou are not going to be asked to do things that are
morally wrong | et alone il l egal. So yo
problematic so you never ask what the |
As time went on | started to realieat there isvrongdoinghere. At a more
junior level | often could see the wrong doing was more incompetence than
purposeful and intentional. But at the more senior level, | kept cleaning up these
messes [i.e. the Aid drugsjthinking“Oh good. Thats done. ” And t he
around and Boom! l't's happening all ov
realize somebody is making this happen, allowing this to happen. When |
realizedthis, | went and got legal advice from a group that were often working
with Unions, a legal group. And the case in law that spelled out the answer to
your question about the limits of loyalty was the case of the f¢INgil Frasef
who publicly questioned the switch to the metric system. That case was
interesting becaudee lost the case on the basis that he was disagreeing with
government policy, he was not being asked to do anything unsafe. But happily,
the Judges spelled out the circumstances that they could conceive of where a
public employee would not only be allowtxspeak out, but had a duty to speak

out. (pers. comm. Apr. 8, 20}4

Data and Document Reviewon Why Reprisals Occurred
The evidence suggests support for Dr. BEildl war d’ s per cepti ons &
That deregulation was in progressdemonstratetdy the 1985 publication of the report

of the Ministerial Task Force on Program Revieatherwise known as the Neilson Task
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Forceand had to do with deregulatioA Study Team Repotb theMinisterial Task
forcedescri bed der egul atci one gausl a“trieodnu’c eodr €*ctohneo
government or its agencies of such critical factors as prices, conditions of entry and exit
and other competitive or markete | at ed i ssues”™ (16) . The St
“Regul atory reformdi $ Raelglul alhowin firseede@em’T ean
[. . 1" (11).
This report was to respond to a concern about government performance and the
search for more efficient, effective and economical ways to govethwas followed up
by various initiatives at strettgening the renewal process including§ 2000the 1994
Program Revievand the designation of a Minister for Public Service RenéRaduette
and Shepherd-2). Other researchers also point terégulation and how it has
influenced why managers resist correctmgngdoingand punish whistleblowers. For
example, Neilsen, in more recent literature cites political pressure aniegwlation as
part of the pictur¢385-8 7 ) . Neil sen points out that *“r
pressure from the politicians who appoint them to igndristleblowingcases relevant to
their sources of financial and/or ideologa | political support”™ (38
The organizationaltsucture changes which Dr. Britdwards considered made it
a dysfunctional structure are described in documents in the c&smpfaand Deputy
Minister ofHealth and Welfare 199 ederalCourt fileno. T-302691). The

information is also in the CHRTedisionChopra and Department of National Health

3" Neilson ReportThis was the Report of the Ministerial Task Force on Program Review established by

the Mulroney government in 1984 and chaired by Deputy Prime Minister Erik Nielson. It was part of an

ortgoing process of regulatory reform that begarhiet 197 0’ s and |l ed to a new mi
and Regulatory affairs and -degulation. The aim of regulatory reform was to cut costs and red tape in the

interest of business competitiveness, job creation and economic growth. A featur¢hobithisas

establishing partnerships with the private sector (Treasury Bd2edulatory Reform Appendix A). .
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and Welfare 1996 (3, 1317). The following is an exampleThe former Director of the

BHPD, I. W. Henderson, MD, FRCPSC, Director from 1977 t8818&s no longer
Director by 1988 but rather *“Speci.dde Medi c
describd the changem his affidavit in Chopraand Deputy Ministerdealth and

Welfare1992 fed Crt. file no. T-302691). Dr. Henderson was qualifien medicine

and pharmacology. His qualifications werke was a medical specialist (General and

Thoracic Surgery) and Fellow of the Royal College of Physicians and Surgeons of

Canada, had studied Pharmacology and Pathological Oncology, and was Assistan

Professor of Surgery and Pharmacology at McGill University as well as Associate

Professor of Surgery and Pharmacology at the University of Ottawa and Clinical
Pharmacologist at the Ottawa General Hospital. He statad affidavit that when a

Directorin the BHPD hd made a decisigrthere was no medical person at a higher level

to take a serious second look at the submig$ted. Crt. file No. T302691) He further
stated, “During the past decade, Hunmee numbe
Prescription Drugs has been insufficient to ensure that every submission is critically
examined by even one medical perskeslh on its
Crt. file no. T-302691). Dr. Hendersonvas replaceth 1988by a Directowho had no

medical experienceThe required medical expertis@ssubsequentlyested irnthe post

of A/Asst. Director— Medicalto support theewDirector. Thejob descriptiordescribed
responsibilityandauthority onmedicaldecision making regardindyugsas residing in

this position(Job descriptionAsst. Dir. Medical Dec.1989,2). However,this was not

the actuapractie under the new regime. This is suggddiy the evidence that

deficiencies in theriginal Product Monograplabellingfor Imitrex werenot corrected
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asAsst. Or. Medical Dr. Brill Edwardshad directedbefore theapprovalwassignedoff
by a nonphysician Directar Dr. Brill-Edwards lack of authority in practite make the
necessary changes is supported by the fact that she wrote letters within the Department to
try to getadequate wordingcluded Brill -Edwards, memo to Claire Franklidan. 7,
1992 Jan.g, and Jan. 151992.
Regardingdysfunctional cultee, the document review suppottie suggestion
therewere problems The key documents pointing to this drecussed in detail under
Theme 1 above and in summary are
a) the minutes of the Ad Hoc EAC meeting of Sept. 18, 1995
b) theJan. 24, 199&tter fromthe Chief of the Cardiovascular Divisi@n. Krupa
to Dr. Leenenpointing to the motivations for taking the above action or inaction
as the case may be;
c) thediffering letters from the Deputy Ministand her senior official® the
Minister on the nifedipine controversyiémo to Minister fromJeanM.,
FosterK., Michols, D.,Feb. 29, 199¢ and conflict of interesand nifedipine
(Memo to Minister, fromdeanMarch13, 1996);
d) the Information Letter No. 810, April 12, 199 directive on committees and
conflict of intereswhich was in place at the timand
e) the Department’ s i nt edone atthetihemaddresRecour s

the changes and uncertainty in staffing.

In addition to political pressure and-tegulation, Near and Miceli haatso
noteddysfunctionalkulturalreasons why top managers resist correcting wrongdoing and

punish whistleblowerbke thewhistleblower s experi ence i n t-his <ca
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5). Sawyer, Johnso& Holub also point to cultural dysfunction as contributing to
reprisals. They summarize why reprisals occurf . . . ] the continui ng¢
organization necessitates the illegitimacy of the whistleblower. This helps ett@ain
continual blacklisting of the whistleblower and their vilification, resulting in the
destruction of both their professional <car
Regardingsecrecy, the current Public Service Employment Act prescribes, in Part
4, Section 54 the following oatio be taken by employees
l,----- , swear (or solemnly affirm) that | will faithfully and honestly
fulfil the duties that devolve on me by reason of my employment in the
public service ofCanada and that | will not, vbut due authority,
disclose or make known any matter that comes to my knowledge by reason
of such employment.
Ther e woul d | i kely be some exception cont
aut hor i tHolvever theres Eegal precedergstablishedn the1985 Frasecase
allowing for an exception in the case of illegality or actions that may harm the person or
others(Treasury Board 1) This is important as it is not likely that one would receive

“due aut horwrongddingt o expose

Theme4: The Roleof Law in Reprisals

Thepreviousdata and document reviewuggestegroblems in Health Canadé
the time regarding how it carried out its statutory duty to enforce the Food and Drugs
Act. This law was a major factor in this case as the perceweei@quate upholding of

the law was what sparked the whistleblowargllead toreprisals Theperceptions of
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Dr. Brill-Edwards regarding the role of lawreprisalsare described in detail in Themes
1 to 3 aboveand aresummarizedelow.

The unforeeen circumstance of Dr. Briidwards experience as a witness for
the CBC in Dr. lawseitaga’i ® sd et aEstiCaddies Fi f t h
experience of presentationstiee 1998 Standing Committee on Healtihe oversight
body for Health Canadare brieflytouched on

Dr. Brill-Edwardsrecounting of her experienseiggestedhe began from a place
of commitment to fulfill what she saw as atutoryduty to uphold the Food and Drugs
Act. The law and its institutions were to be respectedtiarstied. However, in the final
analysis she believed the law failed her and the people of Caltgutavided Dr. Brill
Edwards with the direction on what her duty was, however, when it caiuiéltmg her
duty under the layshe perceivethere vere no effective mechanismsagsistwhen
problems aroseDr. Brill-Edwards savner role andhel aw as b a&matteyof “ [ .
the will of Parliament in passing the Food and Drugs Act. This is a statutory duty we
have as Health Canada safeguard the public by upholding the Food and Drugs Act
[ . . .] and I wil|l not betr Segdiredtqudtesd ut y” (
statutory dutyunder— Theme 2, pages 102, 108 and 11®is law provided
responsibilitiedor Health Canada as regulator of public safety (Carter 222) and as such,
informed Dr. BrillEdwards of hestatutoryduty in her role as A/Asst. Directer
Medical. From her perspectiveat one timehe most senior, medically competent
regulator- as expertin the administration and implementation of the Act, its intent
protect the public against health hazawvdssks in the manufacture and sale of drugs

beingalterad without due authority from Parliamenthis was being dorngy the most
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senior,non medically competent bureaucrats who were ultimately responsible for
enforcing it. It seemed the power of the lamd responsibility of Health Canada under
that law for public safetwasnow beingdispersed among a number of actors
(Wiktorowicz 1-22). Thisinvolveda newer, looser regulatory environment in ortiert
manufacturers were “neither KlumwWolettered nor d
LeenenH. Jan. 24, 1996) Deregulation was also abarithanmggov er nment ' s
performance by makait more efficient, effective and economical (Paquette and
Sheppard 2). What deregulation meant in terms of public safety was not part of the
equation YWiktorowicz 1-22; Brill-Edwards pers. comm. April 6, 2014).

The Food andrugs Actis the legislabn under which regulations are made
which define the application and enforcement of the legislafldr@ enabling legislation,
the Department of National Health & Welfare Act, RSC 1985;10Njave the authority
and responsibilityo the Minister oHealth to makeegulations and enact thefor
which he/she was accountable (Health Cankegislation and Guidelines§
Unfortunately, the Act did not provide a mechanism through which concerns regarding
enforcement of the Adiy regulatorsould ke regstered and investigated making
accountabilityproblematic For example, under the PSDPA, the Auditor General is the
mechanism stipulated in the Act for investigation when problems\atitisehe Office of
the Public Service Integrity Commissiondtle ako openly reports results of

investigations.

¥l nterestingly, when the government moved the “Welf
enabling legislation was created callbd Department of Health Act 1996. It was noted by activists and a

lawyer working on their behalf that the Draft legislatioBill C-95— had omitted the section giving the

Mini ster the powers, duti es, andinistrationotsucb Acssdf r el at i
Parliament and of orders or regulations [ .- .1 rel
(Section 4(2)(a)). They believed this omission would have resulted in the loss of ministerial accountablllty

The Sedbn was ultimately included in the new Act (Memo L. Stoltz to Hon. Andy Scott, Nov. 10, 1995).
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The application and interpretationtbe Public Service Employment Act 1985 by
the Public Service Appeal Board and the Federal Court in supporting the removal of the
improperly appointedinder qualified, nonphysician Director of the BHPD provided
initial encouragement when removal of this Director was indicated. This encouragement
wassubsequentlypeutralizedvhen the senior manageesappointed the sani@rector in
a new competitiomven though her qualifications had not changed she was
underqualified This, according tsubsequenelal decisionsyas a‘management
prerogativé. The Public Service Commission adastice Gibson ahe Federal Court
thus dismissed the second idbiage— done jointly this time by Drs. Chopra and Brill
Edwards- to the permanent appointment of this Director in 198214392). This
meantthere wasio medical expertise at the Director level of BHPD overseeing the safety
of new drug approvals.

There was no legislation protectimgpistleblowes at t he ti.me i n th
However there was legal precedent encouraging public exposwveooiydoing
established in the Supreme Court decisioRraserv. Public Service StafRelations
Board(PSSRB)|1985] 2 S.C.R. 455This was permissiblé the Government were
engaged in illegal acts, or if its policies jeopardized the life, health or safety of the public
servant or others (Treasury Board 1).isTfrecedent was not wédhown norhad it been
tesedat the time i n tApeS8, 20d4) AswelD &Tressury Ppoard s . ¢ o m.
review of the outcome in court cas@sceindicatesthe application of the precedent by
the courts is “inconsistent ”infarmationdatis® mat ur i

not clearthat it would have provided protection
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Dr. Brill-Edwards summed up her perspective on the law and legal institutions as
a result of her experience as follows:

[. . .] I had given up everything to speak up, in a sydteahnav dismissed any

notion of duty, integrity, and my obligation as senior physician to uphold the drug

safety laws intended to protect human Jife.]. (email interview Nov. 26, 2016)

The DefamationLawsuit

Thislawsuitwasreviewed brieflyaswhile it was not abouteprisals per se, was
aboutwhistleblowingandoccurred aga direct result of the act of external whistleblowing
in this case under studyrhe Cunningham, J. Douglagecision in Leenenv. CBC 2000,
upheldby the Ontario Court of Appeal, made legal history in April 2000 as it was the
largest award against the media in Canada (Lexpérjhe plaintiff, Dr. F. Leenen,
complained that the “sting” of the def amat

(a) innuendothat Dr. Leenen supported the prescribing of killer drugs

(b) innuendo that Dr. Leenen was in a conflict of interest

(c) innuendo that Dr. Leenen was receiving a-p#yor a kickback from Pfizer

(d) innuendo that Dr. Leenen acted negligently or dishonestthais of the ad

hoc advisory committee (Leenen v CBC 54).

The decision found for the plaintiff on all counts. this view, the way the Fifth
Estate set up the program, using eerie music, s@xaggerated wordasdby not giving
the plaintiff time to &press himselsuggestetie was guilty of the libelous innuendds
make nocommenton thed e ¢ i dimdimgof defamation.Separate and apart from that

is the information that is in the official documetttatarenow on the public record.

39 Cunningham, J.D. iheenen v CBC2000,awarded the plaintiff general damages, aggravated damages,
and punitive damages all with interest, for a totakome $1,190,214.65In addition the plaintiff was
awarded over $1,000,000.00 legal costs
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consideronly the negative attitude toward the whistleblowéich isof interestasthe
official written documents providesupport for the whistleblowers views on thek of
safety of the drug and the behaviours of the Department officiEiés is importants
the perception of how whistleblowers are treatedfficial fora could impact whether
theydecide to come forward or nott couldalso eaxcourage wrongpersto continuewith
impunity if whistleblowersare seen to bieeated unfairlyn such foraor no corrective
action is takenvhen they expose wrongdoin@ne of the chief reasons why
whistleblowers do not come forward is if they believe nothing will get done to ctneect
situation (Near and MiceliWrongdoing 278).

Cunningham, J. D., iheenen v. CBC2000,usedseveraldescriptorgo
characterize the whistleblowsuch as d i s g r (81n58,18¢ d ™ b (189, 86 &V
91),“ c hagr i anclebkeo bc6onf i dent i a20,2B,d4 SHrHmat i on”
assertedDr.BriEdwar ds was a “ bCB& sceunendadpacausesshe f or t
had“l ong standi ng | athe®epartmgnt whiehvitlee I €CBGddd'hot wi t h
di sclose in the documentary as tohagm so w
(86). The CBC did in fact mention that Dr. Briidwardshad been in a dispute with the
Department when she had tried to stop Imitrex being approved without stronger warnings
Further they noted she had n authoriby¢o®verseaee war d
t he revi ew OBCHeaa8w Inadditiog,shis deCision gives little weight to
or appears to overlodiur precedenff and conflict of interesfStelfox et al 1998).

The decision of Justi ce nBwesbitMyeswCBGh t he *

1999 while finding for the defendanivas more reserveahd circumspectThe award

“*This decisiorwas found troubling by advocates of free expression in the media lawyers group Ad IDEM
as it “affirmed concepts loédgé'meamdngmal “dal rtltcammann
precedent” and troubling for freedom of expression
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was also a fraction of the awardLieenen v. CB@ the amount of $200,000~or

example, she had ri@rsh descriptors for the whistleblower but rather described the
eventdactualy. She notedthat he mi nut es were “dense and
t er mi naon go.d sré not intellectually accessible to a person who is not a

p hy s i c iJash& Bellarhy)faund that the documentary was in the public interest
while Justice Cunningham fourdwas contrary to the public interest. He also found

there was no conflict of interest while the MinistéHealthdid not agre¢Dingwall, D.,

letter to Cepuy Minister,March 11, 1995 Further, hemedical communitylid not

agreeas evidenced by grourtlteakingmedicalresearch published in the New England
Journal of MedicingStelfox et al 1998 Thedecisionalsoclouded the issue of whether

the drug was safe or not as the implication that if Dr. Leenen was defamed the drug must
be safe waskely, whichwas contrdictory to theevidence The“legal chill’ of the

decisionat the time was not likely conducive to fugthexamination of thevents These

issues suggest further research into this case and others on the treatment of

whistleblowers in courts in Canada is warranted for the reasons described above.

The Parliamentary Standing Committee on HealtMarch1998)

A cursory reviewof Dr. Brill-Edwards experience before the Standing Committee
on Healthwas conducted as her interactions with the mentfdaiss and eight
committeesn all between 1997 and 200&re a direct result of her act of external
whistleblowing While an indepth examination was not possible in 8tisdy, this
review would suggest further-ahepth examinatiors likely warranted as how
whistleblowers are treated before an oversight body could send strong messages to the

people over whom they@exercising oversigland thus influence their actions.
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While the committee was not examining reprisals per se, they had invited Dr.
Brill -Edwards to appeandgive evidencaboutnatural health productShe believed
this opportunityto inform them of what she had witnessed was important because the
committee had oversight responsibility for Health Carauthits performance as
regulator of public safetfpers. comm. April 6, 2014)Iit also had extensive
investigatory powers shoutle membershoose to use theravidson 1213). Her
goals, as stated in each of her presentations were
(a) to protect Canadians from health hazard and save lives by ending the secrecy
regarding the life and death decisions that Health Canada was making
(b) to spark an open public investigation of a drug approval process where the
regulator had become enmeshed with the industry it was supposed to regulate
rendering it ineffective
(c) to advocate for the creation of a Drug Safety Board to rapidly investigdte u g
c r a s"raedsdrrect the errors causing them.
FurthermorePr. Bril-kEd war ds used the word “contemp
experience. \Wile the membersvere respectful in the way they spoiteey showed
contempt in their response in that théy dot investigate as promised or give any reason
why not(Proceedings, Standing Committee on Health on Natural Health Products, March
26, 1998).Dr. Brill-Edwards had informethe members of the Standing Committieat
active bureaucrats from Health Cdagwo weeks before had misinformed them about

the issues they were investigating. The committee in turn asked her for an urgent briefing

“A “drug crash” refers to a drug that has been on t
indications of lack of safety. ADrugSf et y Board when a drug “crashes”™ w
a way similar to a Transportation Safety Board does when an airplane crashes (Wood, Stein & Woosley,

1998).
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for their next meeting a few days later March 31, 1998vith evidence oher
allegations which she providéBrill -Edwards, extended brief 1998[For example, one
of the issues which the Departmental officials had spoken about was different from their
own internal documents regarding who was the client of the depaftm&hey also
gave the diverging information amnfedipine to the Committee that other senior officials
had given earlier to the Ministemn it she alsgaveanin-depth description of how the
Health Committee could structure a Parliamentary inquiry supported by an audit inquiry
for compliance with th law. An audit inquiry or investigative audit could incorporate a
forensic audit for evidence ofrongdoingwhere appropriate. The Auditors conducting
the inquiry would determine reasonable performance standards for health hazard
management for foods drdrugs at Health Canada as indicated by the Food and Drugs
Act as opposed to those the Department itself created. They would then assess whether
these performance standardsl baen andverebeing met reliably, in the public interest.
They could requeshe assistance of the Auditor Genenraihis workwith final results
being reported to the House of Commons. Advantages over other options such as Royal
Commissions were explained, a few being it would be faster, cheaper, would not have the
opportunityfor political/legal interference by governments, and the evidence could be
used in any subsequent criminal investigation (Edwards- Extended Brief 1998).

The committee held the meetingéamera.According to the House of Commons
Archives,theres a record of the Minutes of the Ste

31, 1998. The minutes were brief and stat

“2|n Quality Initiative Bulletin #2, Drugs and Medical Devices Programme, isbyeDG Dan Michols the
client is “the direct recipient of your services.
the service.” Further, the public “J. . .] are no
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of natur al heal th products |[. . .17 (1)
bushess” (1). The meeting was adjThere ned

was nofurthercontactwith Dr. Brill-Edwardsafter that.

Theme 5: The Role of Culture
Thepreviousdata and document reviewointed toproblems in the
organizationatulture as an important factortine case Themainfindings in this
sectionaresummarizedelowand described in detail in Themes 1 tab®ve. The
findings that stood out in considering the details of the-sasty were mainly about
culture- the kehaviour modeled blgaders, articulated policies and rewards for
behavious that are demonstrated. Téevas evidence which suggested¢heas
dysfunction in theculturethat requiredattention. he behaviours the organization
which gave rise to thehistleblowingleading toreprisalswvere
(@) non-physician officialsoverturningthe direction of the Asst. Dir. Medigalho
hadthe final responsibility and authority on regulatory and medical deeision
making regarding drugs the Imitrex labelling incident
(b) notproviding the Minister, Parliament, the Standing Committee on Health and the
Canadian public witkomplete and correct informatioegarding issues related to
their health and safety on an acknowledged unsafe-dshgt acting nifedipine
(c) appointng without competitiorthe Director of BHPD who did not have the
gualifications to fill the position whictecisionwas found by the PSC not to be

in the best interest of the Department

at
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(d) reappoining the saméirectorwho still did not have the required knowledgé
drugs for human use and elimimafthe position of Asst. Director Medical
leaving the Bureau with no medical expertise

(e) notimplementingheD e p a r t HiumantRéseurces recommendation to
establish an officigbrocess for improving communication and/or resolving
disputesetween professional accountability and public service requirentents
avoid any adverse consequences of politically based scientific or health decisions
or policywhen there was unrest in thejartment

(H dlowing the shoracting nifedipine capsul® go to market in 1981 without the
requested one year clinical trial amissingevidence of longerm safety

(g) apparently nofollowing up andtakingappropriateactionin the light of an
accumulatn of studies containing evidence of potential harm over almost fifteen
years (15)n the nifedipine case

(h) changing Dr. Leenen’s Draft Dear Doctor
shortacting nifedipine should in general not be used for stadnienary artery
diseas€CAD) - an indication for which it had been originally approved

() not removing nifedipine from the market as recommended by the Ad Hoc EAC
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5 Chapter: Discussion

The purpose of this research was to examine censure and reprisads agai
whistleblowers to better understand the dynamics involved so thisadection can be
corrected This wouldencourage the exposurewfongdoingand strengthen
accountability in organizations and governmehhe following research questions
framedthe studyand were answered from the perspective of the whistleblower in the
selected case

(a) Why do whistleblowers decide to blow the whistle?
(b) How do reprisals against whistleblowers occur?

(c) Why do reprisals against whistleblowers occur?
(d) What is the role of law? and

(e) What is the role of culture?

Research was conducted througidepth, semstructured interviews and through
the review of documents obtained from court recofdelated court and tribunal
proceedings.

This chapter discssegheanswers to the research questisnggested by the
findingsin the light of relevant literaturend theoryandthe implications for public
safety, accountability and democratic government if the problem of reprisals against
whistleblowers is not corrected

Thestudyfindings suggest that to address reprisals effectively attention needs to
be directed to culturas well as law in the organizations that whistleblowers warkiin
preliminary review also suggests further inquiry is warranted into the functioning of the

organizations whistleblowersgly on to give them a fair hearing when they stand up for
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their convctions regardingvrongdoingin public organizationsuch as courts and
Parliamentary Standing Committees.

Put another waythe study findingssuggessupportfor the thesis that law and
culture perpetuate reprisalgainst whistleblowers becausepobrlyimplemented laws,
lack of alequatavhistleblower protection legislatipas well as dysfunctional cultures
organizations If this is so, itmeans that citizens cannot assume that because a law exists
it will be implementedr interpreted and appliexb it was intended to be, or that it is
designed to do what it says it will dor that what a senior bureaucrat does or tells a
Minister is correct or in the public interest thatconsequentlywhen a Minister speaks
to reassure citizenawvhat he/shesays is accuratelt also meanshat if reprisals
continue the expertise, knowledge and commitment that enabled whistleblowers to know
whenwrongdoingwas occurring antb act to correct it will be lost to society as their
careers will be destroyeahdtheir lives radically changed-urther, organizations will
lose an opportunity to learn and grow when mistakes are made or they face criticism.
And, lastly, the outlookor public safety and accountable, democratic governaiitbe

uncertain.

5.1 The Regarch Questions

The answer to théirst research questiohwhy do whistleblowers decide to blow
the whistle- revolved aroundr. Brill-Edwardsmotivation toactand her perception of
the organizational culture that led her to make the decision tddfiost the whistle
internally and then externally. The findingsedaboratedn Chapted- Results Theme
1, offer some insight. Thesupport thenotionthat apart from professional ethics and

legislated dutythe overarchingmotivation was her perceptiai the culture within
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which she worked. She described the exist
who knew their duty and wanted to do their
and didn’t want t Brill-&dwardspes.ecomenn Aprilf8, 20lh)ey di d”
There was also bl ack humor whPeoteetionst af f dub
Branch” or “Wealth Protection Branch” rath
Branch (BrilkEdwards, pers. comm. April 8, 2014 otherwordsloyalty to the law
that protects Canadiaff®m health hazardthe Food and Drugs Aetwas pitted against
loyalty to the hierarchy.This law also provided the mandate for the Departrasnt
regulator of public safety with regards to food and drugs importantstimulus for this
tension was deregulatiorsuch motivationsegarding professional ethics, duty, and
perceptions oflysfunctionakulturehave beenliscussed and supportedthe works of
many authors such as Glazer and Glaz889),Jadkall (1988), Alford (2001) Heffernan
(2011) Miceli and Nea1992) Near and MicetMyth (1996) Near and Mice}i
Wrongdoing (2008) Thesimilarimpact of deregulation on regulatory organizatibas
alsobeen examined in Neilsen (201apdCampbell 2010)among others

Theanswer to theecondesearch question of how reprisals ocaselaborated
in Chapter - Results Theme 2support the suggestidhat the whistleblower was
punished inside the organization for her ethesal legaktandon unsfe drugdy being
demotedandpreventedrom acceptinga majoropportunity for career advancement at
the WHOwhich would have conferred international recognition of the whistleblewer
expertise. Thi®ccurredeven though her concemere validatedegarding both drugs
sumatriptafimitrex (Regush 1995; Pharma Intelligence 19880 nifedipinéAdalat

(Reviewers reports 1981; Minutes of Mic EAC Sept. 18, 199%)nd the issue of
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conflict of interest. This informationwas accessible to the decisimakersat the time as
the public recoraurrently shows.The product monographs in tl@mpendium of
Pharmaceuticals and Specialties (CEP®)2 regardingmitrex werereviewed 8 wasthe
CPS1996 regarding nifedipine and provided further validation

This apparenpattern ofcensurewithin the organizationvasencounteredh the
Court whereshe washaracterized as“@isgruntled, “biased employeean thedecision
of CunninghamJ. D. Leenen v CB{200Q adefamatioriawsuitagainst the Fifth Estate
While the case did not deal with reprisals peitsgasthe direct result oh
whistleblowing event. t§ treatment of the whistlebloweras negativeven though her
position was supported by the evidendéis decisiorseemed t@quae the fact she was
in a dispute with her employer ahdh e ~ (Bh@vioain not mentioning her dispute
with the Department in its documentaty evidence she was biasetihe CBC did in
fact mention that Dr. BritEdwards had been in a dispute with the &&pent when she
had tried to stop Imitrex being approved without stronger warnings (Heart 8). Further,
they noted she had not been rewarded but r
revi ew of new WhatinegGBC didnH eow théy e8epted the stomyas
their soleresponsibility However thatis separate and apart fromhat is in the official
documentswhich for the most part support&a. Brill-Edwards position. Noteworthy
isthe factthatDr.BrilEEd war ds agreed with the plaintiff
Canada that she#cting nifedipine should not be on the market. Where they differed
was when Health Canada did not remove it, the committee memberstaidrbut
acquiesced. However, Dr. Briidwards, on the other hand, decided she must not remain

silent.
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This pattern of censure and disregarding whistleblowers continuedshbesas
apparently ignored by the oversight body responsible for how Héatliada functioned
—the 1998 Standing Committee on HealWhile, like the Courtthe Standing
Committee on Health, 199&as not asked to consideprisalsagainst heper seDr.

Brill -Edwardsappearance was the direct result of the act of whistlebtpwihe
perception that whistleblowers are treated unfairly in thesectarll have a negative
impact. These entities angeant to provide checksd balancesn organizational abuses
of power Their attitudesould negatively impact whistleblowing andhistleblowers
decisions to come forwaid the future The belief that nothing will get done is one of
themainreasons foremainingsilentaboutwrongdoing(Near and Miceli: Wrongdoing
278).

Theanswer to théhird question of why reprisals occurrad supported by the
findings in Chapter 4 ResultsTheme 3point tothereasonsasthreefold namely, (1)
the whistleblowechallenged authority and deregulati@npolitical imperative(2) there
were problems that suggestedysfunctional structurand culturgand(3) theloyalty
and secrecy oathghich contributed to the dysfunctiorBtanding in the way of
deregulation “ [probahly the inost important public policy of our lifetime ( Br i | |
Edwards, pers. comm. April 8, 2014) was to challemgfeonly the Department batso
the Government of the dayrhedysfunctionaktructure in the BHPDccurred with* d e
pr of es s i*ahe BdpartmentFgrtherit led to havingan AssistanDirector
Medical with responsibilityand paper authoritye. her job descriptigrbut noactual

authoritydue to the actions of a Director founda&ck the necessaryglifications to

“3 De-professionalizing refers to the removal of professionals with expertise in relevant fields (Brill
Edwards, pers. comm. April 8, 2014).
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perform the task See Joyal, JChopra V. National Health and Welfat®92(Federal
Court file no.T-302691).

Furthemore Dr. Brill-Edwardshad breached the legal and policy imperative of
secrecy and loyalty which she had been required to adhere to by signing an oath to that
effect when she was hired. She did this by openly challengimgéh@ ar t ment ' s
appointment of ®irectorwith noknowledge of marketed drugs for human usthe
BHPD, refusing to signraagreement keep silent about her knowledge of the
Depar t me n tshesandathers wereiquiestionsng, refusing to desist from legal
action against the Departmeandfinally, working with the media to try to expose and
correct the problems.

Regardingsecrecy antbyalty, even though the precedentloé Supreme€ourt
decision inFraserv. Public Service StaRelationsBoard(PSSRB), [1985] 2 S.C.R. 455
created an exception to the loyadgcrecymperative in the case of illegality or a threat
to the health and safety of the individual or others, it was not well known or understood at
the time. Its applicatioourrentlyis“i nconsi stent"” (dm@&oardatyur i ng
and not very helpful to whistleblowerd@que ). Others contend that loyalty and
whistleblowingare compatible (Lewi2011; Larmerl992 Vandekerckhov2004 and
its application inthe public service is confused and suggasteedo reconsideit
(Sossin2005 PSC2011). Thefindings raisesuch questions as what were/are the cultural
understandingandimperatives regarding the role of pubdiervants? To whom do they
owe theirfirst loyalty — the Canadian state and the lawle Minister/party in power?

What comes first policy or the law? Who regulates the regulator?
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To answer théourth questiorregardingthe role of law in reprisalsit was
inconsistent sometimes helpful and sometimes.ndhe Food and Drugs act was
pivotal, as itprovided the mandate for Health Canada as regulator of public safety (Carter
222) and as such, informed Dr. Biidwards of her legislated duty in her role as A/Asst.
Director— Medical However, when it came to upholding this law, there m@as
independent mechanism to assist when problems.aResgulationgegarding public
safetywereseeminglyignoredby those in authoritgnd there were no consequences
The Public Service EmploymenttA1985 wasot respected bghe Department in its
hiring processesFurtherwhen the PSC and the Federal Court triedaiwect the
problem it was not successfak ways were found to get around the 1992 decision to
remove the Director who did not hathee requisite qualifications for the job.

The Courtjudgement of the whistleblowan the defamatiomawsuit
Cunningham, J.D. iheenen v CBQ00Q was puzzlingn its treatment of the
whistleblowerand has been discussed previoudifze followinganalysts haveaised
similar concerns regardirtge question ofiow whistleblower cases fare in the courts
indicatingfurther inquirycould be warranted: (ifeexperience in th&K haslead them
to suggest that under presewh|stleblowermprotection] egislation as applied by UK
courts, “the def ense -mtresermpelsabo@wrscht r umps t
whistleblowes e x pr es s ¢ 0 n-2)€2) angi'the UR a stualygdene bf state
courtwhistleblowercases by Modesiff, si mi | arly suggests “]J.
claims based on employ&avorable legal standards as well as by considering the

evidence in a |ight favorable to the emplo

4 Nancy M. Modesitt ifAssociate Professor of Law, University of Baltimore School of Law
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The Parliamentary Standing Committee on Health 18®#e not daling with
the reprisals per se, was involved as the direct result of the act of whistlebiovhig
case As far as can be determinedwias ineffectual in its role as oversight body for
Health Canadavhich was responsible and accountable fop&frmancen
implementing the Food and Drugs AdtVhileits membersequested detailed
information from thewvhistleblower regarding her allegations of Departmental officials
misleading them and pron@idan investigatior{Standing Committee on Health March
28" 1999, there is no evidence that they ever took meaningful action to get to the
bottom of thingdut rather met in secret, behind closed dodiisey met ircamera
March 3£, 1998. Hbwever, there was no further contact with Dr. BEtlwards and no
evidence that an open, transparent investigation took place.

With regard to theifth and last questionathe role of culturethe evidence
supports itxentralimportance.It was the ledership behaviours modelled, policies
articulated, rewards for behaviours demonstrated and the collective practices of
organizational members that allowed the paradoxical behavioaprisalsas well as
otherquestionable behaviouts occur. This disogery was somewhat surprising as, at
the outsetit seemedhe solution to the problem was to have tabad, whistleblower
protection legislation prohibiting reprisals. However, because of the evidence uncovered
by the case study, and information gleafrech the work of othersuch asTweedie
2010;Fennessy010;Thomas2014;Saunders Thibault2010; Near& Micelli —
Wrongdoing2008; Modesitt2011 Neilsen 2012; Miethe & Rothschild 1994
Rothschild & Miethe 1999along with the experience of Brill-Edwards| have come

to the realization that this evidenicglicatesthat strong legislation is only part of the
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picture. What matters most is how those who are responsible for interpreting,

implementing, and enforcing the law perform those dutiethey are operating in a

system which allows for systematically ignoring the law or the checks and balances in the
systemsuch as the courts and Parliamentary oversight comméattea®t working well,

then it really does awds Insuahcircamstarceswt willlber o n c |
as if there is no law as it will be ignored or otherwise circumver@ e analyst,

commenting on what happens when laws become ineffectual because other mechanisms

or instruments in the system are weak orflaweédat ed “Laws are reduce
of aspiration, ofintosde Jesu®10¢ aTleiresuttingculturedoé al * ( Q
impunity, deceptiorand worse could lead to not only an increase in reprisals but to the
flourishing ofwrongdoing a concermf many throughout the world 8" International

Anti-Corruption Conference (IACQL).

5.2Understanding Reprisaki The Literature and Theory

Why then, did reprisal for the whistleblower occur and why does it matter? The
literature and theory reviewed for tlagidycan provide some insight3.o begin, an
understanding of the societal cultucahtext inwhich public and private organizations
operate is instructive. Wlding on work by MertonYaughanproposes organizational
misconduct is socially and culturally produceBlements that facilitate this proces®
competition, economic success as a culturally approved goal, and erosiomsf nor
supporting legitimate procedures for achieving success (Controll#d$ b4 Vaughan
made these observations in 1983 and 1996 and they seem to resonate even more today,

especially in the light of the 280global financial meltdown.
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With regard to repsals, we know from the literature and theory that reprisals will
occur regardless ofhistleblowerprotection legislation or if the allegations of
wrongdoingare right or wrong (Near & MiceWrongdoing2008 Rothschild& Miethe
1999 Latimer & Brown 2008 SumanthMayer & Kay2011). In the US,
whistleblowing has increaséxlit so have reprisals (Near & MicelVrongdoing 271 L.
Lewis 1) despite d@hirty-sevenyearhistory ofwhistleblowerprotection legislation and
enhancements to the legislatidve@r & Miceli Wrongdoing 264) Nearand Miceli
proposed a numberf potentialexplanations for this increase in whistleblow{agd also
reprisal3 one of which is apt in this cas¢hatwhistleblowes may consider it more
important to get thevrongdoingstopped than the potential retaliation (2 Brill -

Edwards pers.comm. April 6, 2014 We also know thawhistleblowes are more

likely to blow the whistle externally if they are ignored internaigér & Micelr
Wrongdoing 27%and externalhistledowingi s mor e | i kel y to i
condemnation and reprisal (Miethe & Rothschild 38@manth, Mayer & Kay 168

These propositiacorrespond to the experiencetins casewherethewhistleblower s
concerns were ignored internally and she stdgected to professional reprisals. This
eventually led to externathistleblowingwhereshe waslescribedy the Courin
LeenenvCBQ000as “di sgrunt | ed” ,. THisoccarredkedeén and
though the information in official documerdsncurred with her views. She was ignored
by the offigal oversight body for Health Canaddhe Standing Committee on Health
which did not investigate as rosel. The exception was the specific issue of conflict of
interest, where medical researchektnotice of the negative impact of this on unbiased

reporting of the safety of pharmaceuticdlbis research found that scientific bias is

ncur
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associated with financial conflicts of inter¢Stelfoxet al105). The study recommended
full disclosure of redtionships between medical researchers and pharmaceutical
companies before publication of their work (1C&)d resulted iitmportant changes in
this area.

A pattern has been demonstrated in initial research findings by Near & Miceli that
“empl oy ore bkelyto bbow tine whistle when wrongdoing is serious, frequent,
long-lived or widespread, and the evidence is clelaut under these conditions they are
also less likely to be effective in persuading the organization to termvnatgdoing
andmord i kely to suffer reprisal themselves”
the events fit this described pattern. This is demonstrated by the facobiemshad
gone on for a long timeyerenot corrected and the reprisals occurred regardle$& of t

verifiablevalidity of the claims of thevhistleblower

Why Managers Resist Correcting/rongdoing

Near and Miceli and others have nossyerareasons for resistance by top
managers to correcting wrongdoifWyrongdoing 2745). Another reason cited in more
recent literature is political pressure andregulation (Neilsen 38587). Neilsen points
out that “regulators are often under syste
them to ignoravhistleblowingcases relevarto their sources of financial and/or
ideologia | pol i ti c alDr. BrilqEgwardstdéscriftiBn8obhexperienceas
shewitnessedhe impact of the political imperative/policy of-degulation on Health
Canadasuggests a sindl theme. As shaescribes itthe Department transitioned from

performing its | egal duty wunder the Food a
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(Carter 222f° to acting as the facilitator of economic success of the pharmaceutical

industry in Canadgpers.comm April 8, 2014;Min. Task Forcell, 17; Paquette &

Sheppar®-4) . This was in | ine whoas$ertthdie vi ews o
deregul ation had pl ayed apharmdceutical policy i nst i t u
(Light,Lexchin & Darrow 2013; Lessig2012)#° With regard to deegulation and re

configuration of regulation, according to Campbell, this global trend permits and

encourages more latitude for market actors and aeglilating market and also includes

fewer resources for regulation thatghi restrict market actors along with a belief that

this is better for the economy (66). Campbell, along with othéss,partially attributes

to deregulation the cause of the 2008 U.S. financial marketdo®lin (qtd. in Neilsen

386, Havemanad-3). That this approeh is better for the economy is increasingly under

scrutiny influenced by regulatory failures suchlas damage caused by tneltdown in

the US and global economy and anger and indignation due to lack of consequences to the

Executives resptwsible Apuzzo and Protess.1

Individual Cognitive and Emotional Factors and Reprisals

In addition to the above mentioned reasons for resistance to correcting wrong
doing and its attendant discrediting of and reprisalsvfostleblowes, Sumanth etla
(2011) identify underlying cognitive and emotional forces in individuals, and factors in
organizations that help understand the paradoxical behaviowtsstieblowercases as
expanded on in Chapter 2. With regard to individuats Brill-Edwards was willing to

assert her concerns through channels open to her within the system and externally. These

%5 Carter notes that i6.E. Jamiesn v. Canada, 1987The Canadian Federal Trial Court confirmed that the
dominant subject matter of the Food and Drugs Act is the regulation of public safety and that this role is
constitutional as it is a matter of national importance {2232).

“6 The Jounal of Law, Medicine and Ethids 2013 sponsored a Symposium in which Dr. Lexchin and
otheracademicgontributed sixteen @) papers investigating the corruption of pharmaceutical policy.
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centered around the conflict between the demands of her professional duty as a physician
and her legal duty as a regulator of pubhldéety under the Food and Drugs Act versus the
demands of the politically based policy decision ofelgulation and its adverse

consequences for public health and safety {Bdlvards, pers. comm. April 8, 2014it

is reasonable tpostulatehat thisstan@ could have been perceivedtaeat to ego,

group and system by her managers and sonveockers as it implied there was

something wrong with them, thus triggering justification motives and moral emotions of

anger, fear, and shame as well as massrjagement. These processasld have

all owed for reprisals to take place and at
di ssonance, discomfort and uncertainty” fo
Hunyady qtd inSumanth, Mayer & Kay69). Theycould also havallowed for the

partial iformationon an important drug safety issue, skamting nifedipinepeing

provided to the Ministein this case thawvasdifferentfrom the information irofficial

records of the Departmeahndhad tte effect ofprotecing individual careersaandthe

organization s r e mavwelhagpotentiallyincreasing risk to patients.

Organizational Factors and Reprisals
With regard to the o(204lxfactozoithicgalclimate Su mant
and legitimated behaviour appear to be factors contributing to the paradoxical treatment
of thewhistleblowerin this case. As espoused by Jurkiewdc@iacaloneand others,
three important elements influence the development of eitheéhmaleor unethical
climate- structure, culture and leadership3). The first, structurein a bureaucracy
which is a strict vertical hierarchy such as Health Can&la key element that fosters

dysfunctionality. T homsnunicationsaamd offers Littke tosiee 1t
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recourse for employees to circumvent the authoritative reporting relationship in the event
oftopdown wunethicality” (Jurkiewicz and Gr os:
2). Other elements are lack of transpargmograms, and reputational strain caused by
resourcedeficiency, scandal, litigation, or negative media reports (Jurkiefvicz

Giacalone 2).

With regard to the second element, culture, these researchers point out that
organizational culture is a functienf | e a d e behaviounmlities! thatdare
articulated, and rewards for behaviours that are demonstrated among others (3). One of
many aspects of culture that is more likely to contribute to ethical dysfunction than
others, is a reward system thetvards unethical behaviour, for example, pressuring for
goal attainment while communicating a lack of concern for how this is don&it4).
third element, leadership dysfunction, is important as leaders exert a powerful influence
on the culture of an ganization through their behaviours. Some will engage in moral
disengagement to justify to themselves unethical behaviour and reframe it as morally
acceptable. Those most likely to engage in moral disengagement have four personality
characteristics: l&cof moral identity, low empathy, a chance/external locus of control
orientation and trait cynicism (3).

It is reasonable teuggesthat all three structure, culture and leaderskigould
haveplayed a role in theultural problems highlighted bthis case. The organization,

Health Canada, was and is a vertical hierarchy where lack of transparency was endemic

and reputational strain was obvious considering there were scandals, three criminal
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investigation$’ and negative media reports taking place attitme (Brill Edwardspers.
comm. April 6, 2014 The culture seemed to allow sosmaployees to push the political
goal of deregulation and the needs of its clientthe pharmaceutical industry
Leadershimndethicalclimatearesuggested gsossibleissues byhe issuance of a
Notice of Compliance for sumatriptdmitrex without adequate safety labelibg senior
officials anda Director who was acknowledged by #8C and th&ederal Courin

Joyal, J.Chopra V. National Health and WelfarE992to lack the knowledge required to
make such a decisidirederal Crt. file noT-302691). It was also suggested Hye

letters from the Deputy Minister and her sardlinates to the Minister providing him with
information that was not congruent with theligy as set out in the official Minutes of
Sept. 18, 1996onfirming thelack of safetyof the drug nifedipindor the use it was
originally approved for angina.

The foregoingand other issues cited in Chapter Results suggesthe ethical
audittool of Jurkiewicz & Giacalone the Dysfunctional Dozenmight have been
helpful in the Health Protection Branch at the time to establish a bas#iinal climate.
SeeTable 2.6for details. The behavioursuggest culturecharacterized by tensions
between whether the priorities should be loyalty/accountability to therdémthe
political imperative of deregulation.

The elenent of impunity is importarih this discussioms it is one of the
characteristics of an organizational culture which sugpethical dysfunctionality and a
potential increase iwrongdoingwhich includes reprisals. There are a number of

theories that can provide some clarity, for example, Ditmeghan(1996)proposes

*" The three criminal investigations were the tainted blood scatiualdestruction by Bureaucrats of
related Blood Committee documents and the harm from Meme breast implants (Brill Edveaisdsomm.
April 6, 2014.
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culture, structural secrecy and normalized devianceddisaing unlawful organizational
conduct similar to SumantMayer & Kay @011, Jurkiewicz& Giacalong2014), ard
Near& Miceli in Wrongdoing(2008§. Sol omon Asch’s conformity
often subtle, unrecognized pressure in groups for indivicua t o conf orm t o tF
ways of thinking and behaving, whether right or wrob@55, 196) and Stanley
Mil gram s work on obedience to authority r
on others 2009, also help to explain why, at times, hunieings are blind to
behaviours that are contrary to their own ethical values, and sometimes the law as well,
often with disastrous results. These theories are apt in beginning to understand why
people not only remain silent in the face of organizatismahgdoingbut also
participate in thevrongdoing These forces serve to insulate Wrengdoes from
consequences and permit impunitylturish.
Near and Miceliwere also alert to the impunity factor. Thaysened in 2008
t hat | amayhakeamore impact on the incidencevbistleblowingthan laws
aimed at reducing retaliation agaimgtistleblowes’ W({ongdoing 278 by taking policy
actionswhich increase the penalties for wrongdoing imgsincrease sensitivity to
wrongdoing (Wrondoing 2/8). They speculate that executives and managers would be
more likely to listen and terminaterongdoingif they were aware of penalties they
would suffer ifwrongdoingwere to continue. Seeingrongdoingterminated would then

likely encourage otrs to blow the whistle (278}

8 The newUsS Attorney Generais in accord with Near and Miceli here. Sirmounced her new policies

on Sept. 9, 2015, “that prior i tnotuwsttheihcempaniesasde cut i on
put pressure on corporations to turn over evidence
Deputy Attorney Generalgreed: | t ' s ir tbahtheypeoplewho are responsible for committing those

crimes be held accountabl&he public needs to have confidence that there isgstem of justice and it

applies equallyegardles®f whether that crime occurs on a street corner obimaa r dr oom” ( Apuzzo
Protess 1).
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Finally, the theories of Argyris and Schon regarding learning organizations
inform us ofhow impunity can flourish ilwrganizations which use defensive reasoning in
response to error and criticism. This approaclkleasribed in Chapt&; is
characteristic of a learning system which uses only single loop learning and does not
engage irdouble loop learning, aeflective, productive reasonimghich leads to
negative results. The key effect is that the values underlying the practices and processes
leading to the error or criticism will not be surfaced, criticized or changed. Such
defensive routines, especially evident when issues are embarrasgirgatening, create
a learningsystem or behavioural world (culture) characterized bylaatning conditions
and dysfunctional responses such as vagueness, ambiguity, untestability, scattered
information, information withheld, undisscussabilitycertanty, and
inconsistency/incompatibility. Anore productive learning systesould see processes
and decisions open to scrutiny by those expected to use trairdouble loop,
productive learning woulflourish. The two elementstheoriesin-use and the
organizational learning systenwith the two being interdependentreate the
conditions that wildl make it more or | ess
avoided, that dilemmas will be publicly surfaced or held private, and that sensitive
aasumptions wil |l be pArdyrisi&&dhgn29). est ed or prot

The behavioural world or culture which thrived in Health Canada at the time
appeared to beharacterized by defensive routines which are one of the most important
causes of organizatial rigidity and stickiness (Argyris and Schon 10These
defensive behaviours could be seen in the behaviours at Health Canada at the time such

as restricting the participation of the staff in the Ad Hoc EAC of September 18, 1995 to
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observers who couldot speak. Another example wagroviding information to the
Minister which was only partially correct, while the most important part, the lack of
safety of shoracting nifedipingor its original approved usgas omitted Could this
have been an error misunderstanding rather than purposefut@ssibly, however,
either way it would not reflect well on the functioning of the Departiarticularlyin
times of crisis A furtherexamples the decision ¥ the Directorto push through a drug
approval,Imitrex, despitethe authority and expertise of the person qualified and
authorized to make su@decision. Anotherindicationof lack of openness or
willingness to discuss difficult issues was not establishing the recommended Council of
representativesf the various professions and Managdetrso r es ol ve conf |l i ct
demands of professional accountabiligrsuspublic service regulationsr
requi remest 8 ér e doavoid any adgeese cpnséquences of politically
based scientificordha | t h  d e c i s(Health & Welfare Gaoaba, HRyStudi).

While organizations that are less rigid and more innovative may be less threatened
by whistleblowes and more willing to halrongdoing(Miceli et al., 2008), the
responsible people organizations do not believe that much can be done to change the
rigidity or that to try would be dangerous (Argyris and Schon 101). Thus, defensive
reasoning becomes sanctioned asamrand another paradox ariseg: . . . ] t he
behavioual strategiegdoubleloop, productive learning] that are defined as effective also
reduce the |ikelihood of productive | earni
Schon 107). TheWhistleblower s e x p e r i cethatcHealth GacladaCtzetime

wasnot an open, reflectivieearning Organization but rather opedad® defensive
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routines characterized by secrecy angacted by strains in the environment affecting

the culture and ethical climate.

Institutional Corruption, Legal Ideology and Reprisals

Thepronouncemendf the Court that Dr. BritEdwards was a disgruntled, biased,
disloyal employeés puzzling aghe evidencéefore it showether concerns were
founded. Further, a a physician and regulat@xpert in regulatory laysheagreed with
theplaintiff thatan unsafe drug should be taken off the markessig s t hi nki ng on
institutional corruptiorcould shed some lightonthi€ oul d i L ..]mdvidbalsat *“
within the institution had become dependent upon an influence that distracts them from
the intended purpose of the institution? The distracting dependency corrupts the
i nstitut i o@ninstitutioes corruptionths st a taeystemicland i s
strategic influence which is legal, or even currently ethical, that undermines the
institution’s effectiveness by diverting i
achieve its purpose, including, to the extent relevant to its purpoakemiag either the

public’”s trust in that institution or the
As an example he suggests one fafimstitutional corruption could be ideology (a set
of beliefs or ideas) within a judiciary withoutyamoney changing hands (553).

Sargents example of degalideology-thereisadift r ence bet ween true
regulatory or public welfare offenses with the latter being less serious or important than
the former- is relevant(107). Thislegal cuble standardeesnforcement of regulatory

of f e oontmslly Subordinated to the enforcement of conventional Criminal Code

of fenses by the police, crown prosecutors
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While the decision in the defamatitawsuitmay have been correct about
defamation of the plaintiffit leaves unexplained the reason forcitisicism ofthe
whistleblowerwhen theofficial documentatiorshowed support for her positior€ould
legal ideologybe implicitin this decision wherghecourtin Leenen v CBC, 2000
determined the issue was not important or in the public infefsthaps beliefs about
loyalty could have been at playCould theopinionas stated in Bellamy, Myers v CBC,
1999that” Meminutes are not intellectually accessible to a person who is not a
physician” h aCaldigeblegyasabe anplicitan thee @pparent inaction
of the Parliamentary Standing Committee on H&al@lr was it more political and policy
imperatives or defending the reputation of the Department, the Minister and the
Governmentn the case of the Standing Committee?

The question of howlealth Canada usetspowers to safeguard the publias
been highlighted in this cas&uch beliefsbytheCaisras i n Sar g e nthe’ s
belief that regulators should not be held liable in negligéGe@adian Presk) suggest
in effect thatimmunity has been conferrezh regulators foissues with how they
implementthe law*° If this is so this isproblematicor whistleblowes in this fieldand
for public safetyandaccountability as there would be consequences for less than

vigilant performance thus no incentive for thenb&mtherwise

9 Another example of legal ideology or belief is in a rulafghe Ontario Appeal Court Judges to disallow
a classactionlawsuitagainst Health Canada relating to the Meme breast impldanth damaged
thousands)hatregulatory bodies should not be held liable in negligence as it could lead to decreased
vigilance by the regulated entif(Canadian Press 1)This speaks of a similar attitude as, Regulators have
the same information about a product or drug as the metouéa who are required by law to give it to
them. In effect, it confers immunity on the Regulator if they are less than vigilant.

e Xxa
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5.3 Alternative Explanations
| must consider what might be other explanationsvieit motivated the
behaviour of the whistleblower and the behaviours of the others in the Department.
Regardinghe whistleblowerwasshe motivatedby medical ethics and duty or could her
actions have éen driven by the fact her position as Asst. Director Medical was
eliminatedin 19922 Was her <credibility tarnished as s
employee who had been inadbourdispute with her employer as suggested in
Cunningham, J.DLeenen vCBC 2000? This might be plausible, except the evidence
showsseverakhingswhich do not support this thesis
(a) The PSC and Federal Court agreed that the new Director of the BHPD did not
have the required knowledge of marketed drugs for use in humergjaother
requirementsnd she was ordered remov®dthe Federal Couih Feb. 1992.
() The concern was that with the Director’
Asst. DirectorMedicalposition, there was now no medical expertise in the
Di r e ct o astheDirectorfsiill clie¢ not have the required knowledge
expertiseto do the job.This was seen to pose a potential risk to public safety.
(c) The concern expressed in (b) above alas expressed in a Memo to the
Director, BHPDon April 27,1992 signed by 19 othehysicians irthe Bureau.
The subj ekot MetcalRepteseatation at JuniorSemior managerial
| evel s andcopiddR@dtte line to the Deputy Minigi&pril 27, 1992).
(d) The documents in the court records such as the Minutes of the EAC nigeing
18,1995 andhe originalRe v i e w e r ’orsnifediping allrsuggest support for

the whistleblowéis position.
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Could the reason Dr. BrilEdwards blewthewhit | e t o t he CBC’ s
have been motivated by wanting to somehow exact retribution on her employer?
Possibly,except it is hard to conceive giving upan appointment to the World Health
Organization won in an international competiteond represnting career advancement to
harm ones employeMVhy would she refuse to sign a secrecy agreement and/or cease
legal proceedings against the department if it meant she could have gone on with her life
and advanced in her career? Why would she have méferesign,give up her career

and |ive four years in the wil derness”
would she have continued to make presentations to the Parliamentary Standing
Committees, especially the Standing Committees on Healthdiaegalrug safetyor
more than a decadmtil 2008?

With regard to the Director and the other members of the Department who Dr.
Brill -Edwards regarded as loyal to the hierarchy rather than the law, could this rush to
approve Imitrex against mediadirection have been a purposeful decision ofisedrest
i.e. to do what the boss wants regardless of who is harmed or what the lawt$sid?
possibleother powerful, unconscious forcegreat play, such as those described by
Milgram on obedience tauthority 009)and Asch on conformity in group$955,
1961 andArgyris and Schoif1996)regarding learning organizations and defensive
approaches to error or criticism versus reflective approadhissalsopossible thathe
Director didnotundersand the implications for harm of doing what she r@igarding
Imitrex labellingas she did not have the requisite qualificatimnsake decisions

regarding drugs It may have beethatshe believed hdirst loyalty should be to the

Minister andother onsiderationsecondli.e. law, the Canadian state and the public
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interest Loyalty as it is currently understood is beingtmeughtby scholars such as
Sossin(2005. The Public Service Commission observed that linkimgartiality to

loyalty is a pardox causing confusion on what is the role of the public servant (PSC
2008) The possibility that the disputes about Imitrex ariddipineAdalatwere simply
about personality clashes and people just not getting along should also be considered.
However the evidence does nstipportthis. The Asst. Director Medical worked for two
years with the previous Director with no issues and with the replacement Director
Franklin for one yeabefore major concerns aros&€he documents reviewed for this

study suggst that the disputes arose around questions of safety and the application of
appropriate expertise to medical questions and thus were about matters of principle rather
than personalities.

Vaughan suggesthat the organizational structures and forcestthasformed
deviance into acceptabtehaviouwere to blame for th€hallengedisaster and not
individuals. On the other hand, those of Sumamlayer, & Kay (2011) and Jurkiewisz
& Giacalong2014)allow for individual responsibility in the face wrongdoindf is
likely thatall or many of these things could have been at playadesson from this
studysuggestsneed tdocus on how to help employees maintain some autonomy as
individuals subjeted to powerful forces pushing them in the oppadittection Such
forcesdisconnect therfrom recognizingand addressingthicaldilemmas andbreaches

of law.

5.4Implications of this work
Why does it matter if the problem of reprisals agamsstieblowes is not

corrected?It mattersas there are importanegativeimplications for public safety,
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accountability and democratic government.whistleblowing is not facilitated by better
legislative protections, and more opegansparentieflective, ethicalworkplacesvhere
dissentis permittedand even encouraggitien wrongdoing will have fertile ground to
flourish. Further,C a n a Aaeésstdnformation legislation is not working as hoped
making it difficultto know what is going on igovernment, andvithout this knowledge
accountabilityandparticipating in the decisiemaking process diminished
(Kazmierski 613) This makes it even more imperative that attention betpaid
improvingthe situation for whistleblowers.

If we believe thatvhistleblowes are our best hope for finding out about
organizational misconduct (Mietl&Rothschild 1994, Rothschild & Miethe 1999,
Latimer and Browr2008 Near and Miceli- Wrongdoing 2008, Wolfe et al 20)14nd
appreciate what thimeans for a better functioning society, improving legislative
protections for public interesthistleblowes is critical. However, in tandem with this
must be a focus on ensuring that public organizations and oversight bodies pay attention
—openly, effectively and transparently investigating when important issues arise. This
includes correctingrrongdoingwhenwhistleblowes inform them of their observations
and they are confirmed. This is importaas without ethical culturetaws will not be
very helpful as they will not be uphel@d.achman 394 Latimer & Brown2008 Thomas
2005 Thiessen 1998, Hutton 20)thus undermining theule of law. This implies
more attention teultural andethical dysfunctionality and modifying the structural,
cultural and leadership conditions that allow reprisals and misconduct to occur in the first
place(Jurkiewicz and Giacalor2014, Near & Micel~Wrongdoing2008) Important

among these characteristmsconditions is impunityand researchers such asaNand
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Miceli have suggested penalties as likely being more effective in discouraging wrong

doing, including reprisals, than legislation prohibiting reprisals (Wrongdz00§).

The import of this work fowhistleblowingpolicy in organizations is broig into sharp
focus when considering the consequerioesiealth Canada and thus to those it serves
sincethewhistleblower and other scientistgoncerns in this case were ignored. These
consequences are laid bare in reports from the Office of theoh@Eneral of Canada,
the media, the Department itself and indeed the government of Canada through new
legislation which | cite below

The Auditor General (AG) as early as 2000 began flagging the major challenges
to health and safety regulatory progrdmesn, among others, funding asthff
reductionsregulatory failureso increasing conflict with the growing application of the
precautionary principle. There were also recurring findings in this report about the major
difficulties of such programs to meet the expectations of regulatory policy (AG Report
December 2000, 24.242 4 . 14 4) . Some six years | ater,
statement to the Public Accounts Committee
found that Health Canada does not know if it is fully meeting its regulatory
responsibilities astheregulat of product safety, medical c
(1). Funding had decreased over the previous three years making it difficult for program
managers to “fully meet the Department’s r
health and safety@anadi ans”™ (1) . On March 29, 2012
Committee on Public Accountthe Assistant Auditor General spoke of tHeatl 2011
report examining how Health Canada fulfilled its key responsibilities regulating

pharmaceutical drugsThese weretimeliness, consistency, transparency, conflict of
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interest, and riskased posmar ket act i v Wefoudthattheleparsnera t e d ,
had not adequately fulfilled most thesekey responsibilities related to clinical trials,
submissiomreviews, and poshar ket act i Qctolber 3g201IXe EpbKe to On
another Committee the Senate Standing Committee on Social Affairs, Science and
Technology-again on findings in the 2011 Fall Report of the Audit regarding

Regulating Pharmaceaal Drugs. This time he focused on the finding that the

Department had not adequately fulfilled most of its key responsibilities related to post

mar ket activities and in particular ident:i
have adequate @chanisms to receive foreign adverse drug reaction reports electronically

in adatabasel().

It is not clear i f the Auditor General?’
actions to reassure Canadiatout drug safetyHowever, @ Nov. 6, 2014 the
government of Canada passedtaivereath | aw cal |
Canadaertainpowers in health regulatory matteri reality,the Departmenalready
hadthose powerbut failed to use¢hem The discrepancy was noticed by lawyers in one
law firm who noted that practically speaking, the Minister of Health alreadgplhtde
powers the publicity around the new | aw de
drugs and medical devicéganderElsi& Squire 2) The most significant changes found
in the legislation were the increased penalties foremnpliance with the law. They
wondered if this signaled the advent of a more aggressive approach to enforcement

(VanderElst and Squire 2).

0 This law was named after the 15 year old daught&troTerence Youngformer Conservative Member

of Parliament who ldbied for tightening drug regulatiordter the death of his 15 year old daughter
Vanessa. Her death in 2000 was associated with the Johnson and Johnson prescription drugoPrepulsid
Cisapride which was subsequently withdrawn from the markeltiowing ter death he wrote the book

Death by Prescriptiopublished in2009.
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This incangruity of giving Health Canada powers it already, haimforcesthe
point that the law may be in place but will not necessarily be administered and
implemented appropriately depending on other forces and/or dynamics for example,
cultural and politica(Neilsen2011) Transparency in the form of givipipysicians open
access to the data on which a decision to approve a drug is based would go farther to
restore public trust tlmasuch tacticand improve the prospects for public safetyn
independent Dru&afety Boardlike the Transportation Safety Board, to investigate
when ¢€rdarsthge s” o0 c ¢ urWooed $Stdind& Vdobstepw1998FHe p  (
findings in this study and the current warkacademicéndicating the ongoing relevance
of the findings suggest need foan investigative mechanism is urgentieTpowerful
influence of the drug industiy getting faster reviews of new drugs from regulators
gives cause for concern considering the followijy the results oftireestudies
conducted in 998 (Lazarou, Pomerantz and Core3004 Pirmohamed et al), and 2006
(van der Hooft et alvere analyzed antthe analysigoncluded tha6.8 percent of

hospital patientse. 2.7million hospitalized Americansach yearh a d serious ADI
((Light, Lexchin, Darrow 5%), (2) of all hospitalized patient§0.32 per cent died due to
adverse drug reactions (ADR’ s)” i .e. 128
of death annually, matching stroke (Light, Lechin and Darrow,588) @&cording to
these authors, a 20HBhalysis came to similar conclusiof®93). Other works report
similar concerns about unsafe druBsis & Abraham 259285; Young 13; 7).

Dr. Joel Lexchin, an expert in Canadian Health Policy, believes the closely inter

connected relationship between Health Canada and the pharmaceutical industry has far

deeper roots than that marked by thm inst.i
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such fees would not change much. Ratihgust accelerated a previously existing
pattern and “speaks to the need for a much

Heal th Canada and the political system wit

5.5 Cortlusion

The law and culture played important roles in perpetuating the paradoxical
behaviour of reprisal for thehistleblowerin this case.ln Canada, ouwvhistleblowing
law has been criticized as falling short of its goal of adequate protection for
whistleblowes. Howeverthe events in this case and the testimony of ncamnyent
Canadiarwhistleblowes (Fennessg01Q Canadians for AccountabilityHutton2017)
indicate that culture plays an equalfynot more important rolgn attitudes and
behaviairs towards whistleblowing and wrongdoing. The fact that the PSDPA review by
Parliament, which was due under the Act itself in 2@4.fjst now taking place at the

beginningof 2017 is current testimony of how culture trumps law at times.

This work illustrates and supports a conclusion that to correct the paradoxical
behaviour of reprisals against whistleblowers a rdagted approach should be used.
A focus on culture reform in any organization includes understanding individual and
organzational determinants afysfunctional behaviowat the structural, leadership and
cultural level that can be improve(d ) through awareness raising af&)j through
strategies that individuals and leaders in organizations can initiate themselves without
depending solely on the law. This is particularly important in Canada since it seems,
according to legal ideology, regulatory law breaking is considered less important than

real cri mes” sSargeht)aadghe sotrts kagetreinforced thelisf by(
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declaring that regulators should not be held liable for negligence among other arguments
(Canadian Presh.

The questions raised also point to other areas for research such as on the impact of
culture on the functioning of mechanisms such ascturtdModesitt 2011, Ramage
2013)andparliamentarycommitteeqRathgebef014) that should provide checks and
balances on government and organizational power and its potential abDtisers have
pointed to the need for research in these aredssucs t he research proj
Judges: Expandi ng togdiher twemgcholars frosr ‘aroundthen gi n g
world including Canadian researchers Professor Dodek, University of Ottawa and
Professor Devlin, Dalhousie Universit@drleton Univesity, Juris Talk notes)l and
Donald Savoie on increasing the oversight capacities of Parliament through establishing a
new parliamentary committee onlpic administration (274).Such studiesf court
decisions regarding fedenahistleblowes in Canadahould also includéhe role of legal
ideologies irreprisals, such as beliefs abtiie common law imperative of loyaltgy
regulatory breaches are not as serious asecairhe’, or employer favourable standards
or other factors that may li@plicit in the decisions Another area would e study of
the functioning of Parliamentary Standing committees in otlestleblowercases, for
example, the Senate Standing Committee on Agricyliil@@9in the case of rBST
examiningwhy did it use i$ powers to support whistleblowers when others did Aot@
finally, morein-depth case studies of other Fedevhistleblowercases which may
support or not the findings in this case, or point to other areas for researchridcus

action.
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Limitations of the Study

It is acknowledged that a limitation of this case study is that it is just thas
case study. However, the findings are important in and of themselves regardless of
generalizability. This is so as the subject matter is regarding ancdneational
importance and concern, and of vital public policy impdtierole of Health Canada as
thereguhtorof public safety under the Food and Drugs,/Actole that has changed
significantlys i n c e tTheeubj@dd mastaalsohighlightsthe critical nature of
getting it right when it comes to the protection of whistlebloyweithout whom it would
be very unlikelywe couldknow ofwrongdoingnor could we correct or preveibt

Further,as previously discusseshme qualitative researershavepropose a
more appropriate term in qualitative researchransferability as generalizability is a
termassociated witlguantitative researchFrom a qualitative perspective, transferability
is primarily the responsibility of the one doingetheneralizing. This person is also
responsible for making the judgment of how sensible the transfer is

It must also be acknowledged that the managers the whistleblower worked with
BHPD —from the Chiefthrough the Director, the Director General, &ssistant Deputy
Minister to the Deputy Ministerwere not interviewed for this studp their motivations
for their actions have not been expressed by them

While this work does not have all the answérdpes suggest areas for future
research thatould help identify patterns that create obstacles to changing the

whistleblowingparadoxof reprisalsas discussed above.
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5.6 Recommendations

The problematic paradoxical behaviour of reprisa@ainstwhistleblowers which

negatively impacts the prevemt of wrongdoingcould be improved with the

implementatiorof a number obtrategies Therecommendations below are suggested

address the findinga answer to each research question

(&) Why blow the whistle?To address the findings of dysfunctional cultures and

conflicted loyalties likely exacerbated by deregulation

institute training for staff on ethics, barriers to ethical behaviour and how to
overcome them as understanding and knowledge of such forcesstam
prevention ofwrongdoing(Zimbardo 443);

institute training for staff on the role of public servants as elaborated by
Sossin. Hi s propositions seek to -
service in executing the policy preferences of the gowent of the day

[. . .17 while at the same time */[.
guardians of the rule of | aw and the
institute training for staff on the intersection of politics and law,

accountability to lev and democratic governance (Tardi 2011);

provide consultant assistance to managers to help them surface their theories
in-use vs espoused theories leading to more effective, productive rather than
defensive reasoning when dealing with errocraicism (Argyris & Schon

1996;

conduct ethicatlimateaudits done by internal auditors and/or external

auditors (Jurkiewicand Giacalone2014);
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vi. engage independent ethicists with whom employees can consult;
vii. establish a@uncil of professionals argenior managers and an ongoing
consul tative process “to resolve conf
professional accountability versus public service regulations/policy to avoid
any adverse consequences of politically based scientific or health decisions
orp o | i(Health and Welfare CanadaHR Study4);
viii . evaluate the impact of deregulation on the ability of Health Canada to fulfil
its statutory responsibilitig@Viktorowicz 2000, Auditor Generals
Repors of 2000, 2007 an2i017).
(b) How reprisals occur? To address the findingsepfisalsagainst
whistleblowerdi.e. demotion prevention of career advancemerdrassment
etc)
i. create firmer, less symbolic whistleblower protection laws (Latimer and
Brown 2008)include the Five Gold Standards for such legislatji@msure
regul ar reviews of | egingeinaictnabess and ame
practice”
ii. prosecute individuals responsible for regulatory wrongdoing in organizations
—both privateand public- rather than merely fine their organizations under
civil law in private organizations (Near and MicelWrongdoing 2008;
Apuzzo and Protess 1), and conferring immunity from prosecution on

regulatory wrongdoeri® public organizationas in Canada curremtl

*1 The Five Gold Standards recommended by FAIR for whistleblowing legislation arail(&eE speech
rights. (b)Theright to disclose all illegality and miscondut) No harassmentfany kind (d) Forum for
adjudication, with realistic burden of proof and appropriate remedes(e) Mandatory corrective action.
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(c) Why reprisals occuro address the findingsf why reprisalsoccurred i.e. for
challenging authority and deregulation, dysfunctional structure and culture, and
loyalty and secrecy oaths, there is overlap wébtion (a) why blow the whistle
These recommendations also apply here. Those that apply most directly to
challenging authority are
I. institute training for staff on the role of public servantslabaraed by

Sossin. His propositions seek‘td mp the effectiveness of the civil
sewice in executing the policy preferences of the government of the day
[. . .17 while at the same time *“][.
guardi ans of the rul e .Dhistrainlagwoddnd t he
include clarificaion of loyalty and to whom publicesvants owe their first
loyalty;
ii. institute training for staff on the intersection of politics and law,
accountability to law and democratic governance (Tardi 2011)
(d) The role of law in reprisalsTo address thissue of inconsistencies in how the law

wasl/is upheld, and the question of who regulates the regulator

i. research and implement ways to make Parliamentary committeeswergight

responsibilities for departments more proactive, transparent, and effectiat s
they use their constitutionally conferred powers to get at the real faets wh
serious controversies arise;

ii. empower the Auditor General to conduct not only regular performance audits of

departments, but also special audit inquiries of departmzetssure they are
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operating in compliance with the law, especially when serious allegations of
wrongdoing arise and before they become public scandals;
iii. asDonald Savoig@roposesestablish a new parliamentary committee on public

administration to increaghe oversight capacity of Parliamgg2003)

iv. establishaindependeldr ug Saf ety Board toWoodvestig

Stein and Woosley 19%8and
v. research the treatment of whistleblowers in the courts and the role of ideology in
decisions in whistleblower cases.
(e) Therole of culturein reprisals? To address tbentralproblem of cultureand
prevent wrongdoing which includes reprisals againshistleblowers it is
incumbent on leadeed the political leveto attendto culture and ethical climate
proactively rather thawait until wrongdoing has taken place and then relying on the
law to protect those who expose it (Saunders and ThiBau@ Thomas2014

Lachman201Q Jurkiewicz and Giacalor2014 Sumanth, Mayer & Kag011).

Many of the above recommendations could be implementettivelyby
Deputy Ministers, howevethe potential obstacléo this taking placevithout political
directionis the poorly defined relationship of the public service with elected officials and
with Canadians (Savoie 2003; Haman 2014). The blurring of the distinction between
electedandnee | ect ed of fi ci alesmine thesvery Jalues ant ethice d

of public service, especially its ngoartisan ethos, and its value of speaking truth to

t

C
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power ” ( Hé?% Theimpetasrior dhgnge would thus necessarily need to come
from the most senior echelons of the politiealel of government. This requires a
government which takes the safety concerns of whistleblowers seriously, wants to know
about thdegality andeffectiveness of its departments and is willing to openly scrutinize
its own political culture as well @ke culture in its oversight and enforcement

mechanisms.

2 An example of this is the way successive Clerks of the Privy Council have played their role, blurring the
line between the political and the bureaucratic (Heintzman 9). He cites Savoie who suggests that the
Clerks have emphasized their role as the Phftneni st er ' s representative to
more correctly as the institutional representative of the public service to the prime minister (Savoie 112).

t

h €
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Appendices

Appendix A

List of Key Documentation and Sources

Document

Source

Canadian Human Rights Tribunal Decision
T.D.3/96. Mar. 8, 1996 Shiv Chopra and Human
Rights Commission anbept. of National Health
and Welfare.

CHRT web site.

Helen Barkley, decision of Public Service
Commission re: improper appointment of Directo
BHPD, uphol ding Heal th
Shiv Chopra’s applicat
appointment.

Federal Cort File No. T-302691.

Order of Federal Court i@hopra v Department of
National Health and Welfare 1998 remove
Director and hold new competition.

Federal Court File No.-P14392.

Decisionof Federal Court re:permanent
appointment of DirectorofBHPDDismissed
application for review of indeterminate
appointment.

Federal Court File No. -P14392.

Minutes of Health Canada Ad Hoc Expert Adviso
(EAC) Committee on Calcium Channel Blockers
meeting Sept. 18, 1995.

Superior Court of Ontario Recordd=i | e No .

099908, Ottawa, ON.

Memo from Dr. Susan Robertson, Secretary to
EAC, to Dr. Krupa, April 4, 1995 expressing
concern with how EAC was constituted,
participation of staff, etc.

Ontario Court of Appeal, File No. C 34272.

Memo to Minister(David Dingwall) from Deputy
Minister Michele Jean, ADM Foster & DG Michol
- Feb. 29, 1996 Re: Fifth Estate Controversy
surrounding Health Can
monitoring CCB’ s.

Appeal Court of Ontarie- File No. C 34272.
Compendium of Appellants.

Letter to Deputy Minister, Michele Jean from
Minister David Dingwall, March 11, 1996
concerned re: Conflict of Interest.

Appeal Court of Ontario recordsFile No. C 34272.
Compendium of Appellants

Letter to Minister from Deputy Minister Jean,
March 13, 1996 in response to C of | concerns.

Access to Information and Privacy 1999

Information Letter, Health Protection Branch,
Health Canada. April 12, 1994 regarding
appointment of Expert Advisory Committees and
including direction on conflict of ilrest.

Appeal Court of Ontario recordg-ile No. C 34272.
Compendium of Appellants

Dr . Leenan’ s Dr airctulated tora
comments in BHPDB-Nov. 10, 1995.

Appeal Court of Ontario recordsFile No. C. 34272.
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List of Key Documentationand Sources cont 6 d

Document Source
Dr. Gruchal a’s emai |l t| Appeal CourtofOntario recordsFile No. C. 34272,
re: why Dr. Leenen’s D
not be sent out the way it was received.
CBCTmanscript of Docume r Appeal Courtof Ontario recordsFile No. C. 34272
Matter” Feb. 27, 1996
Dr. Krupa’'’s |l etter t o |AppealCourtofOntariorecordsFile No. C.34272.

Draft Dear Doctor letter Jan. 24, 1996.

Heal th Canada’'s DeJam23D
1996.

Superior Court of Ontario Recordd=i | e No .
099908, Ottawa, ON

Job descriptior Assistant Director Medical 1989.

Participant’'s records.

s Fax me moememto D

Pfizer
their spokesperson

be

Appeal Court of Ontario records File No. C. 34272

Food and Drugs Act 1990 Regulations.

Authors records.

Dr. Leenen and colleagues promotional letter to
Canadi an MD’ s un theoductory
letter, Aug. 22, 1995 assuring them long acting
amlodipine (a CCB) was safe when he had told
Health Canada he did not know if it was safe.
Pfizer acknowledged the letter constituted
advertisingandit hasPharmaceutical Advertising
Board PAAB) stamp of approval.

Appeal Court of Ontario records File No. C. 34272.

Decision of Justice Cunningham in defamation
lawsuitLeenen vs CB@nd of Justice Bellingham i
defamatiorlawsuitMyers v. CBC

Web. Canll

Letter from ni n@eiprie2d,n N
1992 re: elimination of Asst. Dir. Medical post ani
lack of medical expertise in office of Director as a
result

Participants records.

Affidavit of M. Brill - Edwards MD, FRCPG Jan.
13, 1992

Court File No. 392691

Affidavit of I. W. Henderson, MD, FRCPSC,
Directorof BHPDfrom 1977 to 1988-Jan. 16,
1992.
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Appendix B

Interview Questions Interviews of Dr. M. BrillEdwards were conducted April 6, 2014

and April 8, 2014n Ottawa, ON- lasting approximately two hours each.

Questions to Guide Interview of Informant

1.

2.

What was it that led you to first raise your concerns in your organization?

What was the reaction of the hierarchy when you raised these concerns?

How would you explain this reaction?

Describe the reaction ablleagues to the stance you were taking?

How would you explain their reactions?

How did you feel about this and why?

Were your claims subsequently validated or was it not possible to validate them?

How would you describe the external environment yorganization was operating in
at the time (competition, resources, norms)?

How were the elements of the external environment you describe implicated in the
violations or lapses that concerned you?

10.How would you describe the internal environment thatwotked in for example

organizational characteristics (the law, structures, deemigking processes,
transactions with other orgs.)?

11.How would you describe the cultudeehavioual world or how people treated each

other) that you worked in?

12.What made gu decide to go public?

13.What was the regulatory environment your organization was operating in and how

would you describe the relationship between regulator and regulated from your

perspective?

14.How would your organization identify mistakes?

15.How did yourorganization deal with mistakes?
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Appendix C

Lis

ting of I nterventions I ndicat iSepgl8Har m

1995 Expert Advisory Committee Meeting, Health Canada

=

©ooNoOOAWN

10.Dr

Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
. Dr.

Myers— Minutes, page 5, paragraph 1
Myers— Minutes ,page 5, paragraph 2
Myers— Minutes, page 8, paragraph 1
Parker Minutes, page 8, paragraph 3
Myers— Minutes, page 11, paragraph 1
Leenen Minutes, page 12, paragraph 3
Leenen- Minutes, page 13, paragraph 1
Leenen Minutes, pge 13, paragraph 2
Leenen- Minutes, page 14, paragraph 2
. Parker Minutes, page 14, paragraph 3

11. Dr. Leenen- Minutes, page 15, paragraph 3
12.Drs. Leenen and MyersMinutes, page 16, paragraph 2

13.Dr
14.Dr
15.Dr
16.Dr
17.Dr

18.Dr.
19.Dr.
20.Dr.
21.Dr.
22.Dr.
23.Dr.
24.Dr.
25.Dr.
26.Dr.
27.Dr.
28.Dr.

29.Dr
30.Dr
31.Dr
32.Dr
33.Dr
34.Dr
35.Dr

. Leenen and Myers Minutes, page 17, bottom of raagraph 1
. Leenen- Minutes, page 18, paragraph 1

. Krupa— Summarizing- Minutes, page 18, paragraph 2
. Leenen- Minutes, page 18, paragraph 2

Parker Minutes, page 18, paragraph 2

Myers— Minutes, page 20, paragraph 2

Myers— Minutes,page 22, paragraph 1

Myers— Minutes, page 24 bottom of paragraph 2 to page 25, paragraph 1
Leenen- Minutes, page 26, paragraph 1

Leenen- Minutes, page 26, paragraph 2

Leenen- Minutes, page 27, paragraph 1

Parker Minutes, page8, paragraph 1

parker— Minutes, page 29, paragraph 3

Myers— Minutes, page 31, paragraph 2

Parker Minutes, page 31, paragraph 2

Leenen- Minutes, page 31, paragraph 2

.Leenen- Minutes, page 32, paragraph 1

. Gruchalla— Minutes, pge 32, paragraph 2

. Leenen- Minutes, page 33, paragraph 1

. Uscinowicz— Minutes, page 33, paragraph 1

. Myers— Minutes, page 33, paragraph 1

. Leenen- Minutes, page 33, bottom of paragraph 1
.Leenen- Minutes, page 34, paragraph

o
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Appendix D: StudiesShowing Clear Indication of Harm in CAD UsingCe r t ai n
Journal Year Author & Title CAD HTN
1. JAMA Aug. 23 Psaty, et al
1995 vol. . : . . . .
The Risk of Myocardial Infection associated with ariitn HTN
274, 8 .
Drug therapies
2. Circulation | Sept., 1995 | Furberg, Psaty, Mayer
Dose related increase in mortality in patients with coronary CAD
heart disease
3. Circulation | Sept. 1, 1995 Yusuf, Salim. CAD HTN
Calcium Antagonistsni Coronary Artery Disease and HTN
4. BMJ Nov. 11, Peter Held, Salim Yusuf, Curt D. Furberg CAD-
1989 Calcium channel blockers in acute myocardial infarction a MI and
. . unstable
unstable angina: an overview .
angina
5. American | June 1, Salim Yusuf, PeteHeld, and Curt Furberg. CAD-
Journal of . L .
Cardiology 1991, vol. 67 Update of Effects of Calcium Antagonists in Myocardial Stable
Infarction or Angina in Light of the Second Danish Verapal angina
Infarction Trial (DAVIT-II) and Other Recent Studies
6. Canadian 19861987 Dr. Myers CAD-
Journal of . .
Cardiology “Report on a 19887 doubleblind, randomized parallel grou| Unstable
study of nifedipine caps (10,20,30mgiJvs Propranolol as | angina
(Minutesof monotherapy in the treatment of unstable angina in pts 65
HPB Ad Hoc and above. Problems were noted in the nifedipine arhis
EAC meeting study was stopped, and published in the Canadian Journa
Sept.18, 1996 Cardiology. At a time when nifedipine was approved fo
treatment of angina, the investiges noted the detrimental
effect of the nifelipine capsule in unstable angiha. ( Mi n
4-5).
“Thereafter a series of 5 publications of pgétunstable CAD-
angina showed thaifedipine caps were either no better tha
. . . Post Ml
placebo or slightly worse. There is uniform agreement tha &
nifedipine caps should not be used in gheiscumstances ” Unstable

(Minutes 45)

angina
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Appendix E

Presentations to Parliament and Senate Committees by Dr. MichelEd@#idlrds

1. March 20, 1997. Industry CommittedRe: C 91— a review of section 14 of the
Patent Act Amendment 1992, chapt. 2, Statutes of Canada 1993.

2. April 22,1997. Standing Committee on Health. Misuse and abuse of substances.
3. March 26, 1998. Standingo@mittee on Health on Natural Health Products.
4. March 30, 1998. Extended briefing provided by MBE to above Health committee on
a priority basis at the Standing Committe

day.

5. December 7, 1998. Presentatiorstanding Senate Committee on Agriculture and
Forestry.

6. Evidence August 30, 1999 (afternoon meeting). Standing Senate Committee on
Energy, the Environment and Natural Resources.
7. Evidence October 23, 2003. Standing Committee on Health.

8. Evidence. Marg 6, 2008. Standing Committee on Health. Pharmaco surveillance.
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