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Preface

The guideline on Ethical framework of pharmaceutical sector is the first edition,
which has been developed by the Ministry of Health, based on the World Health
Organization guidelines. The Food and Drug Department has been the core
organization responsible for the development of guideline in cooperation with the
concerned institutions and ethical committee with in Ministry of Health. With the
concerns of the Government of Lao PDR to the treatment and healthcare for ethnic
diversity of Laos, to ensure in offering of good quality, safety and affordable price of
drug, which be based on the National Drug Policy and law on drug and medical
product.

On behalf of the Minister of Health, I would like to congratulate to the Food and Drug
Department as well as all ethical committee members for their hard work in
contributing to finalise the updated guideline.

This guideline is very important to the management of pharmaceutical sector in Lao
PDR especially in the field of drug selection, drug registration and drug procurement;
the guideline will support and stimulate responsible persons to be more accountable
for avoiding unethical practices of all matters, to increase confidence to government
services in general public leading to more effectiveness, in order to ensure the
procurement of good quality, efficacious, and safe drugs with affordable price for Lao
people when needed.

This guideline composes of key elements such as what is a corruption, basic strategies
to apply in the public sector to solve the problem, specific case of the pharmaceutical
sector, types of unethical behavior, impact on health system and health status,
application of moral and ethical framework to the pharmaceutical sector, moral values
and ethical principles and the socialization of an ethical framework as well as
examples to guide how to implement. I hope that this guideline will be disseminated
and applied into the practices especially to be introduced as a curriculum for teaching
at the Health Science University and all health schools in different levels to increase
knowledge and build up the perceptions of health students on the ethical framework to
promote the moral and spiritual renewal needed for the transformation of society.

I would like to take this opportunity to express my sincere thanks to the ethical
committee members and World Health Organization for the technical and financial
support to develop this guideline.

I hope that this guideline will be used appropriately based on the direction of the
framework which has adopted during the meeting on the 10" - 11" September 2010.
If there is anything which has not been appropriate or incomplete in this guideline, I
would request the responsible committee to take into account for further revision to be
more appropriate.

Vientiane Capital,

Minister of Health
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Ethical Framework for Good Governance in
the Pharmaceutical Sector in Lao PDR

I. Overview

1. What is a Corruption?

Development agencies recognize corruption as the single greatest obstacle to economic
and social development. The hyper-corruption that prevails in many countries is a clear
indicator of the profound moral crisis that civilization is experiencing. The social
injustices and the scandalous poverty that more than half of humanity endures and the
deterioration of public trust generated and perpetuated by corruption have greatly
debilitated the capacity of time -honored institutions of society to govern human affairs
for the common good. Corruption vitiates and destroys the key ingredients of social
capital, without which the machinery of democratic governance cannot function. In light
of these considerations, it has become a moral imperative that all sectors of society
address and resolve the problem of corruption.

Transparency International defines corruption as: “the abuse of entrusted power for
private gain.”

Based on the Law on Anticorruption of the Lao PDR No 03/NP dated 19" of May 2005,
article 2, Corruption has been defined as: ““ corruption is a behavior of staff who have use
their position, power, to perform unethically, to extract bribes and other unethical
behaviors as specified in article 10 of this law, in order to gain benefit to themselves,
their own family, relatives, friends leading to the loss of public interest, society or
population”

2. Basic Strategies to apply in the public sector to solve the problem

In the public sector, the application of two basic strategies has been focused:

1. A legislative reform approach: the establishment of laws against corruption with
adequate punitive consequence for violating the laws. This approach is often
referred to as the “discipline approach”, which attempts to deter corrupt practices
through the fear of punishment.




2. The “values approach”: it attempts to promote institutional integrity through the
promotion of moral values and ethical principles as a means for motivating the
ethical conduct of public servants.

The experience generated by the application of these two strategies has demonstrated

that neither strategy by itself is sufficient. A coordinated application of both strategies

is required in order to produce a significant impact on the establishment of ethical
practices within an institution.

3. Specific Case of the Pharmaceutical Sector

The pharmaceutical sector is vulnerable to corruption because of the following factors:

* Market volume and economic interests

* Information imbalances to make independent assessment of quality, safety and efficacy
of medicines

* High degree of government involvement in its regulation

* Poorly defined and documented processes

* Limited or too many institutional checks

* Inappropriate incentive structures

* Difficulty to differentiate between corruption and inefficiency

4. Types of Unethical Behavior

Conflicts of interest are often the motive force that generates unethical behavior.

Three types of conflict of interests are frequently encountered in public institutions that
tolerate corrupt behavior. These conflicts of interest are found when a public servant

* Has vested personal interests in contracting a company

* Practices nepotism when hiring personnel

* Receives post employment benefits from a contracted company.

Public institutions often limit their concern for unethical practices to these three forms of
corrupt behavior by establishing policies and procedures that attempt to prevent these
types of conflict of interest.

Unfortunately there exist other forms of corrupt practices that are sometimes ignored by
public institutions, which become part of the unofficial institutional culture. The
following list represents the types of unethical behavior that are at the heart of corruption
in the management of pharmaceuticals:

Accepting bribes, kickbacks and /or gifts for the performance of the following
unethical behaviors:

* Allowing pseudo - trials of medicines funded by drug companies that are really for
marketing (unethical promotion)

* For speeding up the process of drug registration

* Biased certification and licensing procedures

* Suppression of findings of drug quality inspection

* Collusion in bid rigging during procurement by providing venders with confidential and
privileged information related to bidding process
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* Selection of a specific medicine for essential drug list
* For providing procurement contracts
* Not holding accountable suppliers that fail to deliver

Theft:
* Theft of medicines for personal use or diversion for private sector resale
* Pocketing of money from the sale of medicines that were supposed to be free

Obviously these types of corrupt behavior are not limited to the governance and
management of pharmaceuticals. Unfortunately all sectors of society are vulnerable to
some degree to these unethical practices. Thus, the development of an ethical framework
for the governance and management of the pharmaceutical sector may have relevance and
possible application in other sectors and the experience of other sectors in addressing this
issue may provide important inputs to this effort as well.

5. Impact on Health System and Health Status

Unethical practices in the pharmaceutical sector can have a significant impact on the
health system and the health status of the population:

* Economic Impact
o Pharmaceutical expenditure in low -income countries is approximately:
10 -40% of public health budget
20 -50% of total health care expenditure
o The poor have greater dependency on public health system and are
most affected by impact of corruption, which exacerbates inequalities.

* Health Impact
o Waste of public resources and reduces government capacity
o Lack of essential medicines which increases morbidity and mortality
o Proliferates unsafe medicines on the market
o Fosters irrational use of medicines (therapeutic and cost)

* Institutional Image and Public Trust Impact

o Lack of transparency reduces the credibility of public institutions, health care
profession, academia and pharmaceutical industry

o Erodes public trust

6. Application of Moral and Ethical Framework to the Pharmaceutical
Sector

Potential and existing unethical practices in the governance of the pharmaceutical sector
have been found throughout the medicine chain. The medicine chain consists of series of
sequential and interrelated stages and areas. Each area is potentially vulnerable to
corruption, if proper procedures and ethical practices are not introduced and established.
All the functions need to be protected from unethical practices to ensure that patients not
only have the medicine they need, but also that the medicine is safe, of good quality, has
a fair price and has not been purchased as a result of undue commercial influence. The
basic areas of the medicine chain are the following:
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* Research and Development
* Clinical Trials

* Patent

* Manufacturing

* Registration

* Pricing

* Selection

* Procurement

* Distribution

* Prescription & Consumption

WHO and other institutions have prepared procedural manuals for the various areas of
the medicine chain. These manuals and guidelines propose practical procedures designed
to improve the efficiency and effectiveness of the governance of the pharmaceutical
sector. Many proposed procedures and policies are implicitly designed to prevent
unethical practices and corruption, but in most cases the moral and ethical underpinnings
of these procedures are not made explicit.

To prevent and combat corruption effectively, procedural guidelines need to operate
within an explicit framework of moral values and ethical principles that motivate ethical
conduct.

I1. The Ethics Infrastructure

In order for a framework of moral values and ethical principles to impact on the conduct
of public servants in the performance of their official duties, the establishment and
operation of an "ethics infrastructure" is required. The basic elements of an ethics
infrastructure are following:

* A framework of moral values and ethical principles

* Code of conduct

* Tools for promotion and socialization of moral values, ethical principles and code of
conduct

* Control of reprehensible acts

* Mechanisms for whistle -blowing (ombudsman)

* Coordination, management and evaluation programs of values and ethics

This document will limit its discussion to the first two elements of this proposed
infrastructure. The other elements will be the focus of future reflection documents.

I11. Elements of a Framework

1. Moral Values and Ethical Principles

- Moral values have to do with what is believed to be good and of primary importance to
human civilization. Moral values inform judgment by defining right from wrong.

4



- Ethical principles are the operational expression of moral values and provide guidance
to decision -making and action.

The proposed framework is based on four moral values that are believed to be essential
for good governance. These moral values are justice, truth, service to the common good
and trusteeship. Obviously there exist many other moral values that are related to various
aspects of human existence, but in an effort to provide a relatively clear and simple
framework that can guide our learning about ethical governance in the pharmaceutical
sector, these four values were selected because they were identified as core values that
directly address prevailing moral weaknesses that create vulnerability to corruption.

Under each moral value are listed basic ethical principles and precepts that are derived
from the moral values. Some ethical principles are clearly derived from specific moral
values, while others may have their roots in more than one moral value. This is not an
issue. The purpose of grouping the ethical principles under specific moral values is to
facilitate an understanding of the moral grounding and orientation of ethical principles.
When one perceives the relationship between an ethical principle and a cherished moral
value, this awareness can generate the intrinsic motivation necessary for the sustained
application of ethical principles in the governance of the pharmaceutical sector and in
other sectors as well.

A conscious and sincere commitment to moral values is a spiritual source of motivation
that is capable of sustaining efforts and perseverance in service to the common good. The
power of intrinsic motivation should not be underestimated. It is capable of empowering
public servants with a commitment to ethical principles that enables them to resist the
materialistic inducements offered by corrupted practices.

Justice / Fairness

Justice has to do with the exercise of impartial judgment in determining the truth of facts
and principles in making decisions that guide action. Justice is based on the two pillars of
reward and punishment. Justice has to do with giving each his fair due of reward and/or
punishment. The institutions of society should govern by principles of justice. The
application of the principle of consultation in the collective decision making process is
the operational expression of justice in human affairs. The consultative process allows for
the diversity of perspectives and information to be considered in the making of just
decisions. The attainment of unity in diversity in society depends in great measure upon
the degree of the population’s participation in collective decision -making through a
consultative process. Thus, the consultative process is becoming recognized as an
essential requisite of just governance.

Fairness is the operational expression of justice on the individual level. The institutions of
society administer justice on a collective level, while individuals attempt to be fair in
their judgment and behavior within their personal sphere of influence. Being fair implies
the fulfillment of the moral responsibility to see by one’s own eyes and not through eyes
of others and to know by one’s own knowledge and not through the knowledge of
another. This concept of justice invokes the moral imperative to overcome prejudice and
to search for truth in all things.



Ethical Principles of Justice

o Rule by law

o Accountability for the proper exercise of authority and use of public resources
o Equity in administering rewards and punishments

o Equality of rights and opportunities

o Consultative process for collective decision making (participation)

o Merit system in contracting personnel

Truth

This framework does not attempt to define truth, but rather emphasizes the vital
importance of fulfilling the basic moral responsibility to search for truth, to recognize it
once found and to faithfully abide by it in all human affairs. Faithfulness to truth is the
basis of trustworthiness, integrity and honor for both the individual and the institution.
This framework proposes that the search for truth should be made in two basic categories.
The first is the search for the facts of contingent reality. Evidence -based decision -
making is founded on the search for truth in the realm of provable facts. The second
category has to do with the search for truth in the realm of ethical principles and moral
values that are relevant to good governance. Unfortunately this category is often
neglected in the decision -making process, which can lead to unethical and immoral
behavior. When the moral question is raised in the consultative process and the search for
and application of ethical principles is pursued, a new dynamic is set in motion that can
enhance the quality and wisdom of decisions and subsequent actions. Transparency and
honesty regarding the facts and principles considered in the decisions related to the
administration of public resources greatly enhances public trust.

Principles of Truth

o Truthfulness in reporting the facts

o Honesty in managing resources (integrity)

o Evidence based decision making (rigorous truth seeking)

o Transparency of decision making and resource management for public
scrutiny

o Safeguards for whistle blowers

Service to the Common Good:

Society should expect a public servant to fulfill the moral imperative to use his/her
official position to serve the public interests. The honor and distinction of a public

servant is found in having rendered outstanding and valuable services to the common
good. This principle applies equally to public institutions as to the individual. Personal
and institutional commitment to the core value of serving the common good is a source of
intrinsic motivation, which is capable of sustaining the efforts and perseverance often
required to promote social transformation and development. When a public servant uses
his/her public position to serve personal self -interests this behavior tends to destroy basis
of public trust, which is an essential ingredient of the social capital required for effective



governance. Disinterested and effective service to the common good is the ultimate basis
of public trust.

Consensus building on what is the common good is an evolving process. The common
good is generally defined in terms of shared values. As these shared values change over
time, the collective consensus regarding the common good will also change and evolve.
A significant role of moral leadership in society has to do with constructing consensus
regarding the shared core values that define the common good. A public servant has the
moral responsibility assure that services respond to the common good and the highest
interest of society. The quality of the spirit of service of the public servant also forms an
integral part of this value.

Principles of Service to the Common Good

o Efficient and effective service of the public interest

o Application of human well being indicators

o Recognition of the oneness of humanity and respect for human dignity
o Inclusiveness: spirit of service to all

Trusteeship

Good governance is based on public trust. A public institution cannot fulfill its role
effectively without an adequate degree of public trust, which is granted to public servants
and institutions that have demonstrated trustworthiness. There exist an implicit social
covenant / moral contract between public servants and society, which has two parts.
Public servants, as trustees of public resources, are expected by society to be trustworthy
in the use of the power, authority and resources entrusted to their charge in service to the
highest public interest and to the common good And in turn, society has the responsibility
to recognize the merit of trustworthy public servants and to provide them adequate and
fair remuneration in appreciation for their public services.

Principles of Trusteeship

0 Moral contract between society and public servant

o Stewardship of public servant

o Transparency regarding potential personal conflict of interest
o Recognition of merit and adequate remuneration

This list of four moral values and ethical principles may indeed appear to be formidable
and quite challenging to apply in an institutional context that passively tolerates
corruption. The systematic and faithful application of such principles will require public
servants to exercise moral leadership in the process of transforming the institutions of
society. Only a moral leadership within an institution, which is fully committed to
implementing a framework of moral values and ethical principles, will be capable of
eradicating corruption and renewing public trust. Such a leadership will require the moral
courage to persevere and to assume the risks that such a process of change will entail in
establishing good governance.



2. A Code of Conduct

Some governments have established codes of conduct based on moral values and ethical
principles as a measure to prevent unethical behavior of public servants in the
performance of their duties. The governments that have established such codes of
conduct and the other elements of an ethical infrastructure are listed as 10 countries with
very low levels of corruption in the studies realized by Transparency International

There is a logical and consistent linkage between values, principles and code of conduct.
The code of conduct attempts to articulate in concrete terms the application of ethical
principles. The following code of conduct addresses the common types of corrupt
behavior listed above. The normative base for the code of conduct is the framework of
four moral values and the principles derived from them.

DO:

* A public service is a trust that requires a public servant to place faithfulness to his/her
moral contract with society and obedience to the laws and ethical principles above private
gain.

* A public servant shall fulfill his/her lawful obligations to the Government and the
Public with professionalism and integrity.

* A public servant shall perform his/her official duties with justice, truthfulness and with
a spirit of service to the common good (public interest).

* A public servant shall perform his/her official duties with honesty, transparency and
accountability.

* A public servant shall respect the rights of the public and of his/her colleagues.

* A public servant shall disclose unethical practice and corruption to appropriate
authorities.

* A public servant shall avoid any actions that may create the appearance of violating the
law or ethical principles promoted by this code of conduct.

A public servant who fulfills this code of conduct would as a consequence avoid
situations of conflict interest and unethical behavior that lead to corruption. This code of
conduct attempts to use a language that is affirmative in describing the expected behavior
of a public servant. This code describes what a public servant should do.

Some government agencies stipulate explicitly in their code of conduct what a public
servant should not do in relation to the types of unethical and corrupt behavior that often
prevail. Although these rules are implicit in the above code of conduct, they are made
explicit to avoid any ambiguity or misinterpretation. The following examples are some of
the most noteworthy:

DON”T:
* A public servant shall not hold financial interest that conflict with the conscientious
performance of official duties.
* A public servant shall not give preferential treatment to any private organization or
individual.
* A public servant should not engage in financial transactions using non -public
Government information or allow the improper use of such information to further any
private interest.
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* A public servant shall not bring his/her institution into disrepute through his/her private
activities.

* A public servant shall avoid any actions that create the appearance that they are
violating the law or the ethical principles promoted by this code of conduct.

The conscientious fulfillment by public servants of an appropriate code of conduct in the
performance of their public duties in each stage and area of the medicine chain would
result in the prevention of unethical practices and corruption.

It is necessary that the administrative structures and procedures for managing the
medicine chain be framed within a moral and ethical framework. This requires a rigorous
level of analysis and moral reasoning for an appropriate application of ethical principles
in the design and operation of procedures. This task should be a central activity in
securing the ethical coherence between the code of conduct and administrative
procedures. Annex A provides an outline the initial phase of this type of analysis applied
to three areas of the medicine chain: registration, selection, and procurement.

3. Whistle -blowing

The term whistle -blowing has a sort of derogatory connotation, which unfortunately
makes it sound like the childhood dishonorable act of “snitching” (telling on one’s
friends). In most cases of responsible whistle -blowing, it is a courageous act performed
by a public servant who places the public interest above personal interests and who by so
doing assumes the risks of retaliation in various forms. These risks require that a
mechanism for whistle -blowing be set up that will protect the whistle -blower from
oppression and retaliation from those who performed corrupt practices. On the other hand
the mechanism should protect public servants from irresponsible and unethical whistle -
blowing that could damage their reputations and careers due to false allegations.

For this reason the bar for whistle blowing must be set high. It has been proposed that
acceptable whistle -blowing should fulfill the following conditions:

* Deal with serious problems

* Be supported by unequivocal evidence

* Come only after internal channels of resistance have been exhausted
* And, be likely to obtain satisfactory results

In some countries a Public Sector Integrity Commissioner has been appointed, who
provides a place for blowing the whistle outside of one’s own department or agency but
still inside the public service.

Other Elements of the Ethical Infrastructure

The mechanisms for whistle -blowing represent a key element of an ethical
infrastructure, which requires further in depth analysis and discussion that goes beyond
the focus of this reflection document. Like wise, other reflection documents will need to
be developed regarding the other elements of an ethical framework such as:

* Tools for promotion and socialization of moral values, ethical principles and code of
conduct
9



* Control of reprehensible acts
* Coordination, management and evaluation programs of values and ethics

Each of these elements should become the focus of future reflection forums and training
workshops.

4. The Socialization of an Ethical Framework

The problem of corruption has stimulated a growing consciousness as to the critical need
for the moral renewal of society. In a U.N. report, which presents the findings of three
conferences on ethics and professionalism in the public service, it is argued, “public
servants have a special place in society, granted to them by the people, and that in

turn, government officials have a responsibility to act in the interest of the public.
Furthermore, civil servants should have a responsibility to act ethically and steer clear of
corruption, holding themselves to a high standard of conduct.” At one of the

U.N. conferences held in Brazil during 2000 the participants emphasized the importance
of “working for the public welfare, of enforcing the rule of law, promoting
accountability, transparency, and ethical behavior that will serve as a model for others”.
At the conference it was proposed ‘“‘ethics training should be given to all public
servants”.

The socialization of a framework of moral values and ethical principles, and a code of
conduct for the good governance of the pharmaceutical sector will undoubtedly require a
process of systematic reflection and training. The effort would require an initial process
of consensus building regarding the moral values and ethical principles that would
become the common framework. The framework proposed in this document could serve
as reflection piece for consultation and further elaboration and refinement.

The training course would also focus upon the development of moral capabilities required
to implement the framework within the context of the sector. The development of a set of
moral capabilities such as consultation, conflict resolution, moral reasoning, consensus
building, and others should be an essential objective of the training program. From the
activities of such a program should emerge public servants empowered to assume the
responsibility to exercise moral leadership in promoting the moral and spiritual renewal
needed for the transformation of society.

IV. Registration

The registration of medicines is a critical governmental function that ensures that the
medicines registered fulfill the quality, efficacy and safety standards.

Need for written criteria and description of the process of drug registration
available for public scrutiny

Procedures and Policies Relevant Ethical Principles
* Application using standard forms and * Equality of rights and opportunities
procedures * Equity

10




* Evaluation of the products in terms of
quality, safety and efficacy

* Honesty in reporting the facts
* Evidence based decision making

* Evaluation of the applicant
(manufacturers/importers/wholesalers)
in terms of compliance with standard
practice, e.g.. GMP

* Honesty in reporting the facts
* Evidence based decision making
* Equity

* Grant authorization approval or reject
application

* Evidence based decision making
* Equity

* Approved product placed on list of
authorized products

« Efficient and effective service of public
interest

* Authorization granted for:
o Marketing or free distribution
o Entitlement, such as fast -track
reimbursement

* Equity
* Recognition of merit

Need clearly documented administrative / management procedures and policies

Procedures and Policies

Relevant Ethical Principles

* Terms of reference of each unit and post,

* Accountability
* Transparency

* Defined relationships among units and
posts

* Transparency

* Lines of report/approvals/clearance

* Accountability
* Transparency

Need to establish a clearinghouse for public information on registered medicines

Procedures and Policies

Relevant Ethical Principles

¢ Information — references/data - available
in
public domain

* Transparency
» Efficient and Effective service of public
interest

* Q&A communication in service by
phone, fax, website, email, public
comments, hearing, etc.

* Transparency

Examples of potential corrupt practices in the registration of medicines:

11




e Suppliers may bribe government officials to register their medicines without the

necessary information.

e Suppliers may bribe government officials to cut the queue of registration for their

medicines

* Government officials may deliberately slow down registration procedures to solicit

payment from a supplier.

V. Selection

The selection of essential medicines defines the government’s priorities for medicine
supply and medicine benefit as part of health insurance. What are essential medicines?

Concept: A limited range of carefully selected essential medicines leads to better

health care, better drug management, and lower costs

Definition: Essential medicines are those that satisfy the priority health care needs

of the population. (Report to WHO Executive Board, January 2002)

Need for clear and written selection criteria available for public scrutiny

Procedures and Policies

Relevant Ethical Principles

* Take into account disease prevalence

* Evidence based decision making

* Sound and adequate evidence on
efficacy and safety

* Honesty in reporting the facts
* Evidence based decision making

* Comparative cost -effectiveness (within
same therapeutic category)

¢ Efficient and effective service of
the public interest

* Local considerations

* Local manufacturing

* Facilities for storage

* Treatment facilities & personnel
experience

* Declaration of COI
* Honesty

* Transparency

* Trusteeship

* Mostly single compounds, fixed dose
combinations only when proven
advantage

* Evidence based decision making
* Transparency
* Human well being indicators

Need for clear and written selection process available for public scrutiny

Procedures and Policies

Relevant Ethical Principles

* Consultative and transparent process

* Consultation as means of collective
decision making
* Transparency
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* Independent Membership of the Selection
* Committee

o Terms of reference

o Careful consideration of conflict of
interest (COI forms)

o Experts from different fields
(medicine, nursing, pharmacology, pharmacy,
consumer groups, health workers)

o Rotating basis

* Transparency

* Consultative process

* Declaration of COI

* Evidence based decision making
* Inclusiveness

e Link to evidence -based treatment
recommendations

* Evidence based decision making

* Rapid public dissemination (e.g. electronic
access)

» Efficient and effective service of public
interest
* Transparency

* Regular review and update (2 years)

* Evidence based decision making
* Trusteeship

Steps in review of applications: example of National Essential Medicine List

Procedures and Policies

Relevant Ethical Principles

* Summary of recommendation from
provincial health departments and relevant
organization

* Transparency

* Assessment of comparative

efficacy, safety and cost —effectiveness by
responsible unit

- Preparation of draft recommendation

* Transparency
* Truthfulness in reporting facts
* Declaration of COI

* Review of draft recommendation and
discussion by the Committee for National
Essential Medicine List (NEML)

revision and relevant Specialist and Expert
from different hospitals and Centres

* Consultative process in collective
decision making

* Declaration of COI

* Transparency

* Review and finalize the recommendation
and the updated National Essential
Medicine List (NEML)

¢ Efficient and effective service of the
public interest

* Printing and disseminating the NEML

* Accountability in the exercise
of authority

Examples of potential unethical practices in selection of medicines:
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* Manufacturers or importers may offer incentives to public officials to include a
particular medicine to the essential medicine list

* Committee member with conflict of interest can influence final decisions

* Failure to use evidence by selection committee

These potential vulnerabilities to corruption can be overcome and prevented by the
disciplined application of the procedures and ethical principles stipulated.

VI. Procurement

The procurement of medicines requires estimating accurate purchase qualifications in
terms of quantity, but also in terms of the right medicines for the epidemiological profile
of the population. Procurement is the process of acquiring supplies from private, public
suppliers and/or through various sources such as

manufacturers, distributors, agencies, etc.

Good procurement of medicines is a complex process, which ensures the availability of
the right medicines, in the right quantities, at the lowest possible cost, at the right time

and at recognized standards of quality

Need for competent professional staff committed to ethical practice

Procedures and Policies Relevant Ethical Principles

* Appointment by merit system staff with * Recognition of merit

appropriate professional expertise » Efficient and effective service of public
interest

« Staff must be honest and free of conflict e Declaration of COI

of interest * Honest reporting of facts
* Transparency

¢ Rule of law

* Provision of incentives and adequate * Recognition of merit and the
salaries provision of adequate
remuneration

Need for a clear policy on the quantification methodology that limits interest of
individuals and/or groups to inflate estimates

Procedures and Policies Relevant Ethical Principles

* Procurement of the most - effective * Evidence based decision making
medicines in the right quantities

* Assurance of value for money * Accountability
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Need for transparent written procedures that describes procurement processes and

criteria to award contracts available for public scrutiny

Procedures and Policies

Relevant Ethical Principles

* Transparent procurement procedures

* Transparency

* Separation of responsibilities among
different individuals

* Accountability
¢ Declaration of COI

* Competitive procurement

* Rule of law
* Evidence based decision making
* Equality of rights and opportunity

* Selection of reliable suppliers

* Evidence based decision making
* Recognition of merit and provision of
adequate remuneration

* Monitoring performance of suppliers to
assure timely delivery

* Rule of law
* Evidence based decision making
* Accountability

Example of unethical practices:

- Suppliers may bribe public officials to gain monopoly positions in the tender process.
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