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Closing thoughts

Introduction What is Drug Access?

Physical availability — the relationship between the type and
- . . . guantity of product and service needed and whatasiable
* Access to medicines is often a life and deatheissu Affordability — the relationship between the products and

« Despite international aid and a plethora of services and the user's ability to pay for them

: : Geographic accessibility- the relationship between the
programs devoted to improving global location of the product or service and the locatibthe
pharmaceutical access, there is a morally eventual user of the product or service

i Acceptability — This can also be understood as patient
Concernln.g.drug gap . satis_t%ction and is the congruity between the ssamt the
» About 2 billion people or one-third of the global provider’s attitudes and expectations about thelyts and

population lack regular access to medicines StiEss A (e sG] Shel i RS
¢ Quality of products and services- cuts across all elements.

Source: WHO-Management Sciences for Health (2001)

The Significance of Drugs International Support

Life-saving and life-enhancing properties

. . : . International Covenant on Economic, Social andtal
WHO estimates that by improving access to esdentia Rights — Article 12 gives States the right to protae right of
medicines (and vaccines) 10 million lives per yezuld be its populations to the “highest attainable standdnphysical
saved and mental health”
Pharmaceuticals are not ordinary “goods” UN Economic and Social Council has stressed fPRtdre
Symbolic importance more “alfln to a privilege” : -
Growing body of international law and regulations Errl?\?;{;zllfe health as a human right — “inalienabte an
underpinning medicine as a basic human right o :

UN Commission on Human Rights (2001) calls on&3tab
promote the right to health through access to défole
treatments and...(the) provision of essential drugs”




Why Should We Care?

» The inconvenient truth is that unless we ensuae th
pharmaceutical systems are institutionally robustrisk
limiting the results of pharmaceutical development
assistance

Lewis (2006) points out that lack of concern for
governance in health care can limit impact of well-
intentioned spending

Government Expenditure

WHO reports that after human resources,
pharmaceuticals are typically the highest
expenditure in the health budgets of developing
countries

Drugs can account from anywhere from 50 to 90
percent of non-personnel costs

Public money on drugs may be wasted
considerably due to corruption

Why the Pharmaceutical System is
Susceptible to Corruption (1)

Pharmaceutical sales tend to generate high incomg

Greed may inspire illegal action if there is not
sufficient checks and balances in place

The system is complex and demands knowledge
of good governance practices

If knowledge is limited, the potential for
corruption is higher

Agency problems and information asymmetry

Failing Aid

There is a grave danger that the current age of
generosity could not only fall short of expectasidmut
actually make things worse on the ground”

Laurie Garrett, “Do No Harm: The Global Health Geage”
Foreign Affairs, January/February 2007

Inefficient Use of Resources

The inefficient use of pharmaceutical resources in
many developing countries substantially reduces
access to essential drugs and potential health
benefits

Impacts the poor the most

Sometimes it is difficult to discern the difference
between inefficiency and corruption

Why the Pharmaceutical System is
Susceptible to Corruption (2)

The pharmaceutical system has a significant
degree of government involvement in its
regulation

State intervention needed given the imperfect
nature of the market

Also, rationalised on the grounds of protecting
public health

Some studies have found that the incidence of
corruption is noticeably higher when the state
retains a major involvement in the economy and
its bureaucracy is pervasive




Why the Pharmaceutical System is
Susceptible to Corruption (3)

* If regulatory system weak, can permit
uneven application of standards which can
lead to individual discretion

Why the Pharmaceutical System is
Vulnerable to Corruption (5)

Lack of legislation/enforcement (light penalty)

20% of WHO member states have well developed
regulation

30 % = no regulation or dysfunctional

Little liaison between law enforcement, customs and
drug regulators

Poor information dissemination (public and health
workers)

Complex trading, no documentation (paper trail)
Little critical evaluation of fake drug statistics

» Source: Newton, P. Green, M et al. Counterfeii-gfi¢ctive drugs.
The Lancet. Vol 6: September 2006. pp 602-613.

Global Examples

Sale counterfeit drugs to grow to US$75 billion by
2010

In Haiti, 89 people died when they consumed a
cough syrup make with anti-freeze

40% of artemisinin-based antimalarials sold in

Southeast Asia were not found to contain adequate

active ingredient

In Brazil, 14 were jailed and 25 Ministry of Hdalt
employees fired for embezzling US$637 million
through brides and price-fixing related to
reimbursement listings

Why the Pharmaceutical System is
Susceptible to Corruption (4)

Advances in technology are making it harder to
distinguish authentic pharmaceutical products
from counterfeit or sub-standard ones
The WHO estimates that about 25 percent of drugs
consumed in poor countries are counterfeit or
substandard

 High cost of medicines

» - demand supply/shortage

Why the Pharmaceutical System is
Susceptible to Corruption (6)

Third, it can be difficult to distinguish authenti
pharmaceutical products from counterfeit or sub-
standard ones

In many countries with weak institutions, the sale
of counterfeit, unregistered or expired drugs are
common

The WHO estimates that about 25 percent of drugs
consumed in poor countries are counterfeit or
substandard

Global Examples (2)

¢ In the US, since 1986, False Claims Act
judgments and settlements have totaled US$12
billion most against well known drug makers

 In 2002, preferentially priced GSK anti-
retrovirals destined for Africa were illegally
resold in Europe by a Dutch-wholesaler




Global Examples (3)

« A pharmaceutical manufacturer in Brazil was fotmdbe
manufacturing sub-standard contraceptive drugs

e In June 2004, the New York State Attorney Gensral’
Office accused GlaxoSmithKline of fraud by concegli
information to physicians about the adverse impéathe
anti-depressant Paxil® (paroxetine) when prescribed
depression in children and adolescents

The Vioxx Case is another recent example

Nigeria’'s Story (2)

Studies consistently showed that more than 50%
(the highest reported number being 80%) of drugs
sampled in drugstores and pharmacies were not
compliant with pharmacopela standards

Some of these drugs had no active ingredient at
all, others were mislabeled (for example
paracetamol labeled as the antimalarial drug
Fansidar), or had only a small amount of active
substance

Source: A. Seiter 2005

Nigeria’'s Story (4)

« In 2004 government officials prevented 32
containers of counterfeit drugs hidden in spare car
parts and imported shirts stuffed with painkillers
from entering the market
Nigeria is also implementing new import controls
and trying to engage the National Agency for
Food and Drug Control (NAFDAC) more fully in
measures against counterfeit drugs

Nigeria’'s Story (1)
Nigeria is notorious for being a major supplier of

counterfeit medicines

During the late eighties and nineties, the Nigeria
pharmaceutical market was increasingly taken
over by illegal actors specialized in selling
counterfeit and substandard drugs

NAFDAC (3)

* 1993

— Creation of the National Agency for Food &
Drug Administration & Control (NAFDAC)

» 2001
— Appointment of Dr. Dora Akunyili as Director-
General
— Instigation of new reforms to address the
problems of inadequate drug regulation

The Reforms (5)

Development of strict guidelines on:

— Regulation and approval of drugs

— Quality control of procured medications
— Proper labelling of approved drugs

— Importation and exportation

Inspectorate offices established in areas with imgidence of drug
ENE ]

Refurbishment of drug labs

Public confiscation and destruction of counteréiigs
Publication of lists of identified counterfeit banned products
Improved communication

Creation of pharmaco-vigilance

Public awareness and education campaigns

an(jreased links with the international pharmaamltiegulatory
odies




Eastern Europe

« In Eastern Europe, the rapid deregulation and
privatization of the pharmaceutical sector,
combined with an often unstable economic and
political environment created opportunities to
engage in corruption
It was also a survival strategy for many
government and health sector workers

Albania (2)

Albania has made significant strides in the afea o
public procurement of hospital drugs

A transparent international tendering system is
now in place

This has significantly lowered the price of the
average purchase contract for a given drug

Counterfeit Medicines (2)

« Thailand, substandard medicines account
for 8.5 percent of the market

e China had 500 illegal manufacturers
« India plans to introduce the death penalty

Albania (1)

» Public drug procurement contracts often involve

large amounts of funds which can permit unethical
behaviour if the proper standards are not in place
Examples: private financial interests determining
what drugs to procure, kickbacks or bribes that
enabled bidders access to confidential information
and use of direct procurement instead of
competitive bidding

Counterfeit Medicines: the Bad and
Ugly

« If institutions weak more likely find

counterfeit medicines in the market

< Regulators may receive kickbacks to ignore

makers of counterfeits

« Regulators may be intimidated by

counterfeit producers




From China to Panama, a Trail of Poisoned Medicine
Walt Bogdanich and Jake Hooker, The New York Times,

“Toxic Syrup has figured in at least eight mass
poisonings around the world in the past two
decades”

Researchers estimate that thousands have died
Precise origin never been determined

China suspected

In Panama 2006 — 260,000 bottles of cold
medicine contained diethylene glycol

Families reported 365 deaths

Examples of Growing Literature and
Policy Papers

IBRD collection on health and corruption 2000

WHO “Measuring Transparency” methodology and stsidie
based on methodology (2007)

Transparency International Global Corruption ReRO06
Cohen et al chapter “Corruption and Pharmaceuticals
Strengthening Good Governance to Improve Access” in

The Many Faces of Corruption: Tracking VulneratgBtat
the Sector Leveld. Campos and Sanjay Pradhan, eds.)
World Bank Publications, May 2007.

Purpose of Corruption Framework

The pharmaceutical system is technically complex

It is comprised of a number of core decision
points: manufacturing, registration, selection,
procurement, distribution, and prescribing and
dispensing

Need to know what are the best practices in the
core decision points so ignorance cannot foster
corruption

Decision makers need to be familiar with the
potential areas where corruption can occur in the
pharmaceutical system

Chemical country The Taixing countryside in eastern China, near the Yangtze
Delta. Forty-six barrels of toxic syrup followed a path from a factory in the
nearby small town of Hengxiang to Panama. A dramatically different
building is advertised on its website.

Pharmaceutical System Corruption
Assessment Tool

 First methodology done by Cohen, Cercone and
Macaya (2002) in Costa Rica and which has been
revised and applied in South East Asia by the
WHO in 2005

Includes use of questionnaires that are desigmed t
assess the vulnerability of each decision point in
the pharmaceutical system

For example, does the pharmaceutical system run
centrally or locally? What institutions are invotive
in the procurement of pharmaceuticals? What
committees are responsible for the drug selection
process?




e

*Master
batch and
laboratory
control
records
*Production
and in
process
controls
*Track
complaints

Methodology

Chronogram

Task Name | 2502 | 0403 | 11103

Methodology for collection of data and data collect _ion

Translation of questions

Identification of key groups to be interviewed

04 Feb 02| 11 Feb ‘02 18 Feb ‘02 25 Feb 02]04 Mar 02| 11 Mar ‘02] 18 Mar ‘02125 Mar ‘02|
|_1802 | _250: |_11/03 | 1803
e —————

Interviews

Identification of key admins tobe

Distribution of indicators among interviewees

Determination of binary indicator ratings

Contact of key stalf to be interviewed

Intenviewees and data recollection

Tabulation of data

Focus groups.

Selection and coordination with health care profession

Focus group

Analysis of data

User Survey

Selection and development of questions

Survey development

Testing of survey.

of survey.

Tabulation of data

Analysis of data collected

Methodology

Scale

A ten-point rating system represents the following
degrees of vulnerability to corruption:

Methodology
Gaining Support

We obtained support from the central government and the hospital management prior to
launching our pilot study in order to guarantee access to information

v ind 7
1 Develop Seek “buy -in"
S questions / — | andmandate
foril, s
decision points leadership
- 4
Map questions
to key
personnel
4
c an
4

support from
hospital Contact and
management meet with key
personnel

P Focus groups User survey
Collect industry i Collect
o (must have good (train survey P 3
ive moderator) collectors) Gleinzien

Assessment Tool (Continued)

After interviews complete, indicators are rated
according to the specified criteria

An average rating is calculated for each of the
questions addressing a given decision point
Average rating has a possible range from zero to
(o]g[=}

Sum of all the ratings of one is divided by the
number of questions in a given decision point to
obtain the percentage indicators

Resulting percentage is converted to a zero-to-ten
scale by multiplying the resulting percentage by te

Some Findings: Costa Rica

* Procurement was moderately vulnerable to
corruption, with a relatively low rating of 5.7.

» Absence of an information system to track
suppliers and project future need, as well as the
lack of documentation

» Distribution was 6.9, due to the absence of a
monitoring system for inventory stock

00-20 21-40 41-60 6.1-80 81-10.0

Extremely Very Moderately Marginally Minimally
vulnerable vulnerable vulnerable vulnerable vulnerable




Findings
Users perception

Some Findings: Costa Rica User's Survey Results

Private and pubiic drugs of same quaity
Private pharm drugs are of better quality

» Registration and selection processes both B —
received 9.4, indicating that they are et s e ot

‘Substiution of drugs for private pharm drugs

minimally vulnerable to corruption s o g e sy

Heard of disrms

» System received an overall rating of 7.7 e o ko

perscription

suggesting the system is only marginally R ————

More corruption in pharm sector vs police force

vulnerable to corruption [

Unavialabity of requi ic drugs

20% 30% 40% S0%  60% 70%  BO%
Percentage answered positive

Findings

Comparison Ex: Selected Drug Selection Indicators
Is there a limited formulary that is revised regularly (with decisions taken within a defined period), publicly
available and widely disseminated?
Is the formulary consistent with the principles of WHO/EDL (based on health needs of the population, listed
Registration and Selection had well documented processes and structures by generic name, cost-effective)?
Procurement and Distribution lacked established guidelines Are there clear criteria for inclusion or eliminating drugs from formulary based on efficacy, health need
and cost-effectiveness criteria?
Is unbiased technical support available to committee?
Is the membership of the formulary committee based on clear criteria, with membership limited or rotated,
names made public and any conflicts of interest declared?
s the percentage of local or non-local from which the purchases greater than

I
80%?

Ex:_Selected Pricing and Procurement Indicators
Does the government use publicly available, written procedures (prepared or reviewed within the last 5
years) for either the pricing and/or procurement of pharmaceuticals that are publicly available?
Are there specific criteria for tender and/or pricing committee membership (permanent, declaration of
conflicts of interest) and are these followed?
Is there a clear algorithm, based on utilization of services and health needs, to determine quantity and type
of pharmaceuticals purchased?

10 Are drug prices monitored, publicized and widely disseminated?

11 Is there a formal a Is process for procurement or pricing?




Fighting Back
Collective Efforts

Declaration of Rome (Feb’06) followed joint WHORMA
conference expressed common concern and need for
collective action on counterfeit drugs

WHO: leading effort, including global and country léve
awareness campaigns and strengthening diagnostkic to
European Union: European Healthcare Fraud and Corruptio
Network responsible for enforcement activities iamier
states

Pharmaceutical Security Institute (arm of IFPMA):
responsible for incident reporting, analytical asseent and
dissemination of reports on counterfeiting actesti

IMPACT: International Medical Products Anti-
Counterfeiting Taskforce (IMPACT)

Multinationals Fight Back with

SIS Radio Frequency ID Tags (RFID)

« The proposed global Medicines Transparency Alkanc
(MeTA) aims to increase transparency and accouityabi
in the regulation, procurement, distribution anigésaf
drugs in developing countries

« The Alliance will run pilot projects in up to nire@untries
that will publish information on the amount, quaind
price of drugs in poor countries

What to Do: Manufacturing

Ensure legal basis for GMP requirement
Ensure compliance with GMP by having
both regular and random inspections
Hire a sufficient number of capable and
well paid inspectors

Develop a rotating schedule for inspectors

of manufacturing sites

RFID tags emit radio wave that can be used for
tracking and identifying products

Increasingly used by multi-nationals to monitormow
supply chains

RIFD tags attached to package as it leaves
manufacturing

Tags can be read through network to verify
current/prior location of package and other attelsu

Not easy to counterfeit
Requires sizeable technology investment in network

What to Do: Drug Registration and
Quality Control

Develop transparent, effective and uniform law

and regulations for drug registration

Ensure adequate quality control or document
review capacity

Educate professionals and public to identify
registered drugs

Disseminate information on internet
Market surveillance and random batch testing




What to Do: Drug Selection

Clear criteria for selection and pricing

Drug selection criteria should be based on
international standards as set out by WHO

List based on WHO EDL

Committee membership available publicly
Professional and public scrutiny including the
regular reporting of drug selection meetings

Public posting of methodologies used and
results obtained/decisions made

What to Do: Procurement (2)

Supplier selection justified and monitored

Written/Electronic records should be kept of
all bids received

Procurement office should be required to
report regularly on key procurement
performance indicators

What to Do:
Prescribing and Dispensing

Where possible use information systems to
monitor physician prescription patterns

Impose serious penalties for breaches of legal and
ethical standards

Regulate industry interaction with prescribers
through explicit criteria that limit industry gifts

and payments

License and inspect pharmacies

What to Do: Procurement

Procurement procedures must be transparent
follow formal written procedures throughout
the process and use explicit criteria to award
contracts to reduce the risk of corruption

Announced closing date should be strictly
adhered to

Information on tender process and results
should be made available to all participants
and published

What to Do: Distribution

Where possible develop information systems to endtugs
are allocated, transported and stored appropriatedjl points

Tight and regular communication and reporting lestwevery
level of the system

Appropriate storage facilities and conditions

Good security such as electronic monitoring ofi$gort
vehicles and careful checking of delivery orderaiast
inventories of products delivered

Closing Thoughts

Curbing corruption in the pharmaceutical systemroake a
difference in terms of life or death

Countervailing strategies are not necessarily gastl
difficult

Submit that the very process of doing a pharmacaiut
diagnostic for corruption would likely result intber systems
Inaction today is inexcusable and irresponsible

Multisectoral and multistakeholder strategies arti¢a
necessary for any degree of success
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