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Why improve good governance in the
pharmaceutical sector

® To improve health, health service delivery and access to quality
and affordable medicines

® To contribute to Universal Health Coverage, through reduced
inefficiencies, unethical behavior and corruption

® To establish relevant structures and processes for efficient
implementation of medicines policies and the enforcement of
laws and regulations in countries

® To increase transparency, accountability and ethical
management of pharmaceutical systems

® To improve public trust and confidence on the health system
and prevent misuse of public, patients and donors funds

W’J—?ﬁ:w World Health

. . . VS BY Y . -
vernance in the pharmaceutical sector, WHA side event @f&/ Organ|zat|on

\ 20 May 2013 ——=




Box 4 Twelve core interventions to
promote more rational use of medicines

1.

W M

A mandated multi-disciplinary national body to
coordinate medicine use policies

Clinical guidelines

Essential medicines list based on treatments of choice
Drugs and therapeutics committees in districts and
hospitals

Problem-based pharmacotherapy training in
undergraduate curricula

Continuing in-service medical education as a licensure
requirement

Supervision, audit and feedback

Independent information on medicines

Public education about medicines

. Avoidance of perverse financial incentives
. Appropriate and enforced regulation
. Sufficient government expenditure to ensure

availability of medicines and staff

2% World Health

Organization
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> TRANSPARENCY S : https:// t /en/ iorities/health-and ti
I NTE R N ATI o N A L ource: pS. WWW. ransparency. Ol‘g en our—prlorl 1€S ca -an —corrup 10N
the global coalition against rrug n

We need to ensure that:

> Actors from public and private sectors working on anti-corruption and health join forces to fight

corruption and strengthen health systems

» Medical research and development is transparent and puts public interest first
> There are transparency and accountability mechanisms in healthcare procurement
> Healthcare service delivery is not undermined by bribes or any other forms of petty corruption
> The health workforce is paid properly and hospitals have sufficient financial and human resour

ces to operate without engaging in any form of corruption 0 ‘1N 'O"HZ x:g'e
> Medicines are appropriately regulated, ensuring they are not substandard or falsified ill;)wrz:’:”
> The public and healthcare workers have access to whistleblowing mechanisms to report corru L S LT

bribe when
dealing with the
medical sector.

ption in the health sector

> Everyone is aware of their health rights and obligations

@ Y,
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FIGURE 1. Examples of unethical practices that can happen throughout the medicines chain

RED

RE&D clinical trials priorities Unlawful
Patent appropriation

royalties Counterfeit/

substandard

Manufacturing

Registration medicines

Conflict
of interest

Cartels Pricing
selection

Unethical Procurement & import

donations . . "
Distribution

Inspection

Falsification of Prescription
safety/efficacy
RS Dispensing

State Pharmacovigilance

capture

Source: Baghdadi-5abeti, G. and Serhan, F. (30].

SOURCE: WHO Library Cataloguing-in-Publication Data Good governance for medicines: model framework, updated version 2014.
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FIGURE 3. Complementary GGM strategies

Proposed components for National GGM Frameworks

T Values-based approach l Discipline-based approach
1. Key ethical principles 5. Enforcement of established anti-
> Investigation of the truth corruption legislation
» Establishment of justice 6. Whistle-blowing mechanism
» Service to the common good 7. Sanctions on reprehensible acts
» Accountable trusteeship 8. Transparent and accountable
regulations and administrative

» Unity in diversity

Code of conduct

Socialization programme
Promotion of ethical leadership

procedures

9. Collaboration with other GG and AC initiatives

10. Management, coordination and evaluation of GGM programme (Steering Committe
and Task Force)

SOURCE: WHO Library Cataloguing-in-Publication Data Good governance for medicines: model framework, updated version 2014. o



Principles for managing interactions
* Transparency principle: All interactions and agreements between a MOH and a commercial
enterprise should be transparent and open for disclosure and public scrutiny. The periodic
monitoring of interactions and audit of conflict of interest should be performed to secure and
maintain transparency.

* Conflict of interest disclosure principle: MOH personnel who have a direct role in making
institutional decisions on equipment or drug procurement must disclose to the purchasing
unit, prior to making any such decision, any financial interest they or their immediate family
have in companies that might substantially benefit from the decision. Such financial interests
could include equity ownership, compensated positions on advisory boards, a paid consultan-
cy, or other forms of compensated relationship. The purchasing unit will decide whether the
individual must recuse him/herself from the purchasing decision. All members of the pro-
curement unit and committees should be required to disclose all personal and professional
relationships with industry prior to joining and annually thereafter.

* Accountability principle: MOH personnel with responsibility for decision-making and
actions related to interactions with a commercial enterprise will be held accountable for com-
pliance to the principles, policies, guidelines and procedures, as delineated by the MOH, and
non-compliance should be sanctioned.

These principles should be presented to the proposed collaborator as a MOH's ground rules of inter-
action. It should be made clear to the collaborating agency that all interactions with the MOH must
comply with these principles and that they are non-negotiable.

SOURCE: WHO Library Cataloguing-in-Publication Data Good governance for medicines: model framework, updated version 2014. 5



Chapter 3. Process for developing national good governance for medicines framework

TABLE 2. Example of an action plan (1)
KEY ETHICAL
RELEVANT PRINCIPLES AND
AREA FUMCTIONAL FOLLOW-UP
OF THE DISCIPLIME- MEMTAL MODELS AND
MEDICINES | BASED REQUIRING COLLABORA- RESPONSIBLE EVALUATION
CHAIN COMPOMNENTS REINFORCEMENT TION NEEDED | PROCESS OFFICES TIMELINE | MECHAMNISM
Registration | Transparent Key ethical Key stake- Waorkshops to MOH 3 manths | Evaluate
and principles: holders reinforce and changes
accountable Establishment of involved integrate key GGM Task with GGM
regulations: lustice (laws with | in export/ | ethical Force menitoring
Law or Decree | sanctions: punish- impaort of principles and and evaluation
for registration | ment and rewards) | medicines functional instrumemnt
and import of mental models (biannually)
medicines Accountable Public and
trusteeship private phar- | Consensus-
Sanctons: (transparency by maceutical building with
Fines or registering all sector key stakehold -
confiscating medicines available ers to draft law
medicines not | and making list and sanctions
registered available to all}
Law in
Functional pharmaceutical
mental models: legislation

Service to the
common good

Socializing and
promaoting law
with all

SOURCE: WHO Library Cataloguing-in-Publication Data Good governance for medicines: model framework, updated version 2014.
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TABLE 3.

Example of an action plan (2)

KEY ETHICAL
RELEVANT PRINCIPLES AND
AREA FUNCTIONAL FOLLOW-UP
OF THE DISCIPLINE- MENTAL MODELS AND
MEDICINES | BASED REQUIRING COLLABORA- RESPONSIBLE EVALUATION
CHAIN COMPOMENTS | REINFORCEMENT TION NEEDED PROCESS OFFICES TIMELINE | MECHANISM
Inspection | Management, | Key ethical Public and Training in MOH 4 months | Annual
and market | coordination: | principles: private ethical lead- evaluation
cantral Strengthen Investigation of the | pharmaceutical | ership and Cu_stnms of GGM
pharmacy truth {inspecting sector inspection officials monitoring
inspection with the purpose of technigues Media and evaluation
capabilities discovering the tuslmms, instrument
centrally and truth) police force Awareness
regionally and other campaigns
Establishment of law-enforcing | about
Sanctions: Justice (laws with agencles to smuggled and
Fines or closure | sanctions: rewards | prevent entry | counterfeit
of establish- and punishments) of counterfeit | medicines
ments that do and substand-
not comply Accountable ard medicines Established
trusteeship alert systems
[transparency by General public
publishing and health Publicly
inspection results professionals available list
and list of [denounce ofapp_urc-ugd
registered non-registered, facillties and
medicines, prices illegal or medicines for
and athers) counterfeit procurers and
medicines) end-users
Functional mental
models: Media and
Service to the other
common good organizations

Inwvestigation of the
truth

SOURCE: WHO Library Cataloguing-in-Publication Data Good governance for medicines: model framework, updated version 2014. 22



The development of the GGM national framework in various countries has experienced common challenges and suc
cesses, some of which are mentioned below.

Common challenges

* Political instability and changes in government

* Poor understanding of the culture of transparency and good governance

* Resistance to change

* Access to legislation documents

* Maintaining motivation of Task Force experts

* Low priority of the Good Governance for Medicines programme for ministries of health

* Lack of adequate monitoring and evaluation tools for follow-up

* Integrating this programme within existing efforts in the same area given different players and
priorities (for some countries)

SOURCE: WHO Library Cataloguing-in-Publication Data Good governance for medicines: model framework, updated version 2014. 23



The development of the GGM national framework in various countries has experienced common challenges and suc
cesses, some of which are mentioned below.

Common successes

* Involvement of many different key stakeholders and their commitment from the beginning of
the programme (national and local authorities, public and private institutions, academia, civil
servants, nongovernmental organizations, consumers and others)

* GGM perceived as a catalyst for change

* Increase in level of public awareness about ethical leadership and good governance

* Increase in transparency and ethics of procedures, legislation and practices, thus addressing
gaps encountered in transparency assessment

* Ethical leadership applied and more visibly seen

* Successful collaboration and partnerships

* Information made accessible and available

* Standard operating procedures created in several functions to increase transparency of deci-
sion-making processes

SOURCE: WHO Library Cataloguing-in-Publication Data Good governance for medicines: model framework, updated version 2014. »



Table 1. Definitions.

Term Definition

Corruption Abuse of entrusted power for private gain. This includes bribes, embezzlement, misappropriation, diversion of government
property, trading in influence, abuse of function, and illicit enrichment.

Fraud and abuse Fraud: lllegally obtaining a benefit of any nature by intentionally breaking a rule. Abuse: unjustly obtaining a benefit of any nature
by knowingly stretching a rule or by taking advantage of an absence of rule.

Includes reimbursement fraud, procurement fraud, unauthorized absenteeism, ghost workers, and other forms.

Transparency Transparency is a public value that requires that citizens be informed about how and why decisions are made, including
procedures, criteria applied by government decision makers, the evidence used to reach decisions, and results. Often
transparency refers to access to information.

Accountability Accountability is a public value that requires government institutions to explain and make understandable their performance in
achieving goals and addressing the needs of the public, in comparison to standards and commitments. It requires visible,
responsive action if standards and commitments are not met.

Sources: Transparency International www.transparency.org; UN Convention Against Corruption https://www.unodc.org/unodc/en/treaties/CAC/;
Sommersguter-Reichmann, et al., 2018; Vian, et al., 2017; Paschke, et al., 2018,

Transparency refers to the public availability of usable information. This may mitigate corruption risks as it allows
scrutiny of public actors and their decisions. Governments have an obligation to provide clarity on the rules and
results of health care delivery processes and to reveal any secondary interests that may influence decisions of health
care providers and policy makers 210 Transparency is considered a necessary, though not sufficient condition for
accountability and the prevention of corruption (111

Accountability refers to the obligation of those in power to explain, make understandable, and take responsibility for
their decisions, actions, and performance. Officials are responsible for acting according to standards and
commitments made public in the form of laws, regulations, guidelines, procedures, and policies [10]. Experts note
three elements of accountability: 1) answerability, or the obligation to justify one’s action; 2) enforcement, the
consequences imposed if the action and justification are not satisfactory; and 3) responsiveness, the willingness of

those held accountable to respond to demands made [12],

25
Source: Taryn Vian (2020) Anti-corruption, transparency and accountability in health: concepts, frameworks, and approaches, Global Health Action, 13:sup1, 1694744, DOI:10.1080/16549716.2019.1694744



ACCOUNTABILITY

develop snd implement
TRANSPARENCY PARTICIPATION
-  STANDARDS &
COMMITMENTS Partopate in development
of standards, dets collection
and snadyain
collectdataon
Information made
publcly avalisbleto o4
s G DECISIONS & RESULTS ]
If standards have not been met / results
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Figure 3. How transparency and participation enable accountability.
Source: Adapted from Paschke, Dimancesco, Vian, et al. 2018.

Source: Taryn Vian (2020) Anti-corruption, transparency and accountability in health: concepts, frameworks, and approaches, Global
Health Action, 13:sup1, 1694744, DOI:10.1080/16549716.2019.1694744 26



The uncertain relationship between
transparency and accountability

Jonathan Fox

The concepis of transparency and accountability are closelv linked: transparency is supposed
fo generate accountabiliry. This article questions this widely held assumption. Transparency
mobilises the power of shame, vet the shameless may not be vulnerable to public exposure.
Truth often fails to lead to justice. After exploring different definitions and dimensions of the
wo ideas, the more relevant question turns out to be: what kinds of transparency lead to
what kinds of accountability, and under what conditions? The article concludes by proposing
that the concept can be unpacked in terms of two distinct variants. Transparency can be either
‘clear’ or ‘opague’, while accountability can be either “soft’ or “hard’.

Source: Fox J. The uncertain relationship between transparency and accountability. Dev. Practice. 2007; 17 (4-5): 663-71.
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12 gaideesiansinanauselavyiiugau (CON) aelulasszuuen

1.  Safety/Effectiveness | 2. Medical Publication | 3. Registration/Market 4. Reimbursement & Pricing
Research Authorization
NSUAING/UAn1INeae/
010Ul U INYAY Y. aua.
5. Mfg. & Distribution 6. Procurement 7. Std. Treatment Guidelines | 8. Formulary Selection
UgyBeuanueyid/ Ugyenlsenenuna
Y. IN/N.ES. 1Y INYIAY/FN1IVIIN 98./3N.
9. Continuing Education 10. Prescribing 11. Dispensing 12. Post Marketing Drug Safety
INVINYNAY/ANNIBITN IN./UNNYENT IW./ANNNFYNTTU Y.

ﬁm: Marc A Rodwin, Conflict of Interest in the Pharmaceutical Sector: A guide for Public Management, Depaul Journal of Health Care Law 2019; Vol. 21 No.1
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Prevention Regulation Sanction/Restitution
Before During After
Public Servant acts Public Servant acts Public Servant acts
Prohibit Supervise Penalize
public servant from entering into conduct of public servants public servants for
situations with COI and limit their discretion violation of trust
Disclose Compensate
conflict of interest Those harmed if public
servants abuse their trust

fiun: Marc A Rodwin, Conflict of Interest in the Pharmaceutical Sector: A guide for Public Management, Depaul Journal of Health Care Law 2019; Vol. 21 No.1
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1. Develop a Framework to govern the Conduct of Public Employees and private sector

experts who advise the government.

2. Develop measures to implement and enforce conflict of interest policy.

3. Develop measures to promote ethical conduct and voluntary compliance.

4. Require Key Actors (and public employees) to declare their financial interest.
5. Identify individual and intuitional conflict of interest.

6. Resolve and manage conflict of interest.

f11n: Marc A Rodwin, Conflict of Interest in the Pharmaceutical Sector: A guide for Public Management, Depaul Journal of

Health Care Law 2019; Vol. 21 No.1
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N15E9LENEITUINUIATZUUEY Good Governance in Medicines (GGM) AUNINTNITNISIULARDU

QUEGNGEH - u
= AININTINNNGANY AININTININIIYFITU HUIATN1INAIAN
933U1AUIAITUUYN
R T T— 1 msdnlifuasuszmalinguane Bes 1. msuszmauazdmiuuaUfjlion 1. ansRaanu/idhszSyiSeul
L prsatsaanadila nsUawmenalszlevuviudau au LNUTID3ETIINIIRIUNTAAUATUNTT Jeuvnanglunas/Sudn
v ° a y 4 A ¢ o v d
1Usala wazdayanandandnudgasn Ve usealamenayssleviiu .
INPUT- Awareness . v i Y <:| (Self Regulation)
YDIAUILIY |:> gau (COI free individuals)
- Susiuns 2. manswaztsnuldnguunedesiuuaz 2. madgnils amsssw ssesssaliil 2. asAesuaflisedveausu/
PROCESS — Uiﬂuﬂiﬁuﬂﬁiﬂizﬁ'}‘ﬁL’il"ﬂhﬂ‘l/lﬁ%ﬁl uusssuivtvesgusznauivdn udlodandausuniely
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(Country Monitoring &

Evaluation)
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Consensus Framework for Ethical Collaboration between Patients’

Organisations, Healthcare Professionals and the Pharmaceutical S

Industry, 2014
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2018 APEC Business Ethics for SMEs Forum - Guide
to Facilitate Multi-Stakeholder Ethical Collaborations
in the Medical Device and Biopharmaceutical
Sectors (Version 2018)

Purpose: Information
Submitted by: United States

PART ONE 11 STEPS TO FORM A CONSENSUS FRAMEWORK

Step 1: Embrace shared values that (a) patients are the priority, b) interactions at all times should
be ethical, appropriate and professional; and (c) partners support transparency and accountability
in their individual and collaborative activities.

Step 2: Identify key stakeholders within the member economy or the local community necessary to
facilitate ethical collaborations in the medical device and biopharmaceutical sectors.

Step 3: Identify the individual, group, or organization to lead in convening these stakeholders.

Step 4: Convene stakeholders as equal partners. Ensure each partner maintains shared values
that are consistent with Step One.

Step 5: Ensure a common basis of understanding. Jointly review current commitments under
existing codes of ethics, local laws and regulations, and other organizational guidelines — including
the APEC Kuala Lumpur Principles, APEC Mexico City Principles, APEC Nanjing Declaration, and
other best practices identified by the Business Ethics for APEC SMEs Initiative.

Step 6: Commit to developing a consensus-based framework for multi-stakeholder collaboration.

Step 7: Determine the framework's scope of activities based on the interests / capabilities of the
partners. Partners are encouraged to review Part Two of this Guide for strategies in determining the
scope of activities that will realize mutual benefits.

Step 8: Establish a drafting group for the framework and determine consultative process.
Step 9: Finalize framework and undertake individual or collective adoption by the partners.

Step 10: Parlners may consider effeclive governance slralegies for the framework. This includes a
designated or rotating secretariat or convener. The partners may support routine internal
communication, virtually or in-person, facilitated by the convener. The partners may embrace an
inclusive approach to welcome new organizations as well as changes in leadership by existing
partners. Partners may maintain collaborative intent to preserve the platform’s underlying purpose.
Partners may maintain routine external communication for their constituents, the general public,
and the international community to build awareness and support for their activities. The partners
may commit themselves to routine modernization of the framework so that it continues to reflect its
original intent and motivates strengthened ethical business practices over time.

Step 11: Publicize and distribute the framework (for example, through the Business Ethics for
APEC SMEs iniliative websile, exlernal stakeholders and the media).

/
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