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Summary

The present report identifies and analyses chadieagd good practices with respect
to access to medicines in the context of the rigktealth framework. Full realization of
access to medicines requires the fulfilment of kégments of availability, accessibility,
acceptability and quality. The report therefordizds these key elements in examining
national and international determinants of acceseddicines.

In the first section of the report, the Special Rageur reviews the international
legal framework as it applies to access to medicilvethe second section, he identifies key
determinants of access to medicines and discudssienges and good practices with
respect to each aspect. The substantive issuemenltin this section include: local
production of medicines, price regulations, medsinists, procurement, distribution,
rational and appropriate use and quality of meeégiriThe Special Rapporteur concludes
the report with specific recommendations for pramgpficcess to medicines in accordance
with the framework of the right to health.
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Introduction

1. In its resolution 17/14, the Human Rights Colireguested the Special Rapporteur
on the right of everyone to the enjoyment of thghkst attainable standard of physical and
mental health to prepare a study on existing chgs and good practices with regard to
access to medicines in the context of the rightdalth, ways to overcome them and good
practices. Taking into account previous reportstid Special Rapporteur and his
predecessor on various aspects of access to mesfitia deemed it appropriate not to deal
with issues related to intellectual property in gheesent report. This report therefore
focuses on other important issues that determicesacto medicines, including essential
medicines, local production of medicines, procurement, disttion, quality control and
appropriate use of medicines.

2. In the preparation of this report, the Speciapporteur carried out consultations
with a variety of stakeholders, including Membeat8$, international organizations, civil
society, pharmaceutical companies and other expidesconsidered responses generated
from consultative questionnaires, which were distied to the stakeholders and also made
publicly available on the Internet. The Special Rageur is grateful for the overwhelming
interest shown by States, international organinatiand civil society in responding to the
guestionnaires. It is however regrettable that anfew responses were received from the
40 pharmaceutical companies to which the questiommeas sent. The Special Rapporteur
also held consultations in Belgium (Brussels), theted Kingdom (London, through his
assistants), Brazil (Brasilia and Sao Paolo), Ugafidampala) and the United States
(Washington, DC), where he met with government aigen pharmaceutical companies and
associations, civil society representatives ane@roéxperts. Information from these visits
also fed into the report.

International legal framework

3. Access to medicines is an integral componerhefright to health, as enunciated
under article 12 of the International Covenant @oiomic, Social and Cultural Rights
(ICESCR)? The Committee on Economic, Social and Culturah®Rign its interpretation of
the normative content of article 12 issued its gaeineomment No. 14 (2000) on the right to
the highest attainable standard of health, whicviges that all health services, goods and
facilities, including medicines, should be made ilalde, accessible, acceptable and of
good quality® While several aspects of the right to health arelesstood to be
progressively realizable, certain core obligatiamast immediate obligations on States,
including the provision of essential medicines b @ersons in a non-discriminatory
manner

4, The right-to-health framework sets out key eletaethat should be fulfilled by
States to ensure access to medicines. First, medishould be made available in sufficient

1

4

A/HRC/17/43, AI65/255, A/IHRC/11/12 and A/63/263.

While essential medicines are selected nationialtgrnationally they are defined within the
framework of the World Health Organization (WHO) 8 Lists of Essential Medicines.

The 2001 Declaration of Commitment on HIV/AIDS ghd Doha Declaration on the TRIPS
agreement and public health also recognize acoasedicines as instrumental to the full realization
of the right to health.

E/C.12/2000/4, para. 12.

Ibid., para. 43(d).
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guantities within a country to meet the needs ef preople. In fulfilling this obligation
States should select essential medicines thatctdfie priority diseases in the population,
procure them in sufficient quantities and ensureirtlavailability in all public health
facilities. Second, medicines should be accessibkerms of economic affordability and
physical distance from where the population lives the basis principle of non-
discrimination. Third, medicines should be deteedinto be culturally and ethically
acceptabldgo the population. Finally, States also have thiggation to put in place strong
regulatory mechanisms and transparent processeshvdnsure the quality, safety and
efficacy of medicine§.

5. Furthermore, States have the obligation to msg@otect and fulfil the right to
health, including access to mediciieShe duty to respect extends to the obligation of
States to refrain, inter alia, from denying or kimg equal access for all persons, including
vulnerable groups, to all health services, inclgdimedicines. The duty to protect requires a
State to ensure that third parties do not obsthetenjoyment of the right to health. For
example, a State should ensure that privatizatioth@ health sector and the supply of
medicines by private companies does not constitulgeat to the availability, accessibility,
acceptability of quality medicines. The duty to fei also extends to the regulation of the
marketing and sale of safe and good quality medgciy third parties. Finally, the duty to
fulfil necessitates that States take positive messsthat enable and assist individuals and
communities to enjoy the right to health and giuffisient recognition to the right to health
in the national political and legal systems, praiidy by way of legislative implementation.
In this context and as part of States’ immediatiégabons to take deliberate, concrete and
targeted steps towards the full realization of thght to health, States should adopt a
national health policy with a detailed nationalmlaf action aimed at ensuring access to
medicines.

6. While States have the primary responsibilitydahancing access to medicines, it is
a shared responsibility in which numerous naticaral international actors have a role to
play. In its general comment No. 3 (1990) on theureof States parties’ obligations, the
Committee on Economic, Social and Cultural Righ$® atressed the obligation of States
to take steps, individually and through internagioassistance and cooperation, especially
economic and technical, towards the full realizatiof the rights recognized in the
Covenant, including the right to health. Moreoverthe spirit of Articles 55 and 56 of the
Charter of the United Nations, articles 2(1) ando23he Covenant, as well as the Alma-
Ata Declaration on Primary Health Care, States Ehoecognize the essential role of
international cooperation and comply with their cotment to take joint and separate
action to achieve the full realization of the rigbthealth. According to the Human Rights
Guidelines for Pharmaceutical Companies in relatim Access to Medicings,
pharmaceutical companies should integrate humdmstigncluding the right to health, into
their strategies, policies, programmes, projectsativities.

[1l. Determinants of access

7. Market-oriented approaches to medicines in hAlhigompetitive global marketplace
often project issues related to access to medi@nes matter of profit rather than a public

5 Ibid., para. 12.
" Ibid., paras. 34-37.
8 A/63/263.
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health concerAWhile it is understandable that private pharmacalittompanies should
follow such an approach, there is a growing needStates to balance that market-driven
perspective by positioning access to medicinehénright-to-health framework. There is
thus the need to shift the dominant market-oriepadadigm on access to medicines
towards a right-to-health paradigm and reaffirmtthacess to affordable and quality
medicines and medical care in the event of sicknessvell as the prevention, treatment
and control of diseases, are central elementseoétijiopyment of the right to health.

8. Ensuring access to medicines also requires atifuning health system that
encapsulates the key elements of the right to ealtailability, accessibility, acceptability
and quality. As part of the State obligation tdifuhe right to healtf and with a view to
the progressive realization of access to affordad quality medicine$, the Special
Rapporteur urges States to adopt a detailed nafideua of action on medicines. The plan
of action should be backed by a strong politicdl and commitment that prioritizes access
to medicines within the public health budget arldcaites resources accordingly. This is
particularly pertinent in the context of the cutrgiobal economic crisis, where some
States are increasingly taking retrogressive meassuch as reducing spending on health
by reducing national health budgétS he Special Rapporteur stresses that States have t
burden of proving that deliberately retrogressiveasures have been introduced after
careful consideration of all alternatives and thaty are justified under full use of the State
party’s maximum available resourcés.

9. National plans should also include principlesnoh-discrimination, transparency
and participation. Participation of all stakehokjencluding vulnerable groups, in health-
related decision-making is the cornerstone of thbtito-health framework. Participation
provides individuals with an opportunity wherebgyhcan advance their health rights. It is
through participation and empowerment that indigidu patient groups and communities
can claim their right to health and achieve improgets in accessing such essential
medicines.

10. Based on the submissions received from varistakeholders and following
numerous consultations, the Special Rapporteur iderss henceforth, the main
determinants of access to medicines in the cowfetkie right to health.

Local production

11. An efficient and functional health system isiaial to ensure the availability of
medicines, particularly essential medicines, irfisight quantities, at all times and in all
public health facilities. Under the right-to-healitamework, States have an immediate
obligation to take legal and administrative measui@ ensure that access to essential
medicines for their populations is secured by adlilable means. However, a third of the
world’s population, living mainly in developing cotiies, still do not have regular access

10
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Patrice Trouiller et al, “Drugs for neglected disest a failure of the market and a public health
failure?”, Tropical Medicine and International Health, vol. 6, No. 11 (November 2001), pp. 945-951,
p. 946.

E/C.12/2000/4, para. 36.

Ibid., para. 31.

Philipa Mladovsky et aKealth policy responses to the financial crisisin Europe (WHO and

European Observatory on Health Systems and Pql20d®), pp. 38-70.

E/C.12/2000/4, para. 32; Committee on Economicigbaad Cultural Rights general comment No. 3
(1990), para. 9; International Covenant on EconoBucial and Cultural Rights, art. 2.
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to essential mediciné&During the period 2001-2009, the average avaitgilf essential
medicines in public health facilities was only 4& gent and in private sector facilities was
64 per cent® For chronic conditions, most of which require ifeg access to medicines,
the availability in public and private sectors vea®n poorer, at 36 per cent and 55 per cent
respectively® Despite momentous gains in the past decade, omhill®n out of 14.8
million people living with HIV globally receive nessary treatment.

12. Inadequate prioritization of health, insuffitieesources and poor governance has
increased the inability of governments to finandkcient health systems that enhance
access to medicines, consequently increasing tlegiendence on out-of-pocket payments
and international donor fundirtEven where international donors like the Unitedt&t
President's Emergency Plan for AIDS Relief (PEPFARY the Global Fund to fight
AIDS, Tuberculosis and Malaria have stepped irilkohis gap, they have only managed to
reach a portion, though significant, of those wreed these medicines due to limited
budgets.

13. There are wide disparities between the glohatidn of disease and the global
consumption of medicines. For example, in 2004 tis&ast Asia and Africa accounted for
54 per cent of the global burden of disease predamly caused by communicable
disease$? However the geographical breakdown (by main majkef sales of new
medicines launched during the period 2004-200&atds that North America, Europe and
Japan accounted for 95 per cent of the sales, Wifilea and Asia, representing more than
two-thirds of the world population, only accountied 5 per cent of the marké&t.During
this period 90 per cent of the global productiom@dicines was also concentrated in the
developed regions of the world.

14. Manufacturing capacities in developing coustrége limited to countries such as
China, India, Brazil, South Africa, Thailand, Kenyhe Syrian Arab Republic and Egypt.
Even in the developed world, large innovator maltional companies are concentrated in a
small number of countries such as Switzerland,Unéed Kingdom, the United States,
Germany, France and Japan. The Special Rappogeogmizes that while factors such as
inefficient procurement and poor distribution piee€” do determine the availability of
medicines in a country, it may still be politicalipd strategically important for developing
countries to ensure the security of access to nmedidor their populations through local
production.

15. Investing in local production as a long-ternatg&tgy holds the promise of improving
medicines security in developing countrigaulfilling this goal would require, inter alia, a
coherent policy framework that explicitly links llcproduction to improved access to

14 WHO, The World Medicines Situation 2011: Access to Essential Medicines as part of the right to

health (Geneva, 2011), p. 1.

United Nations, Milennium Development Goal 8, Telebal Partnership for Development: Time to
Deliver, MDG Gap Task Force Report 2011, p. 51.

18 1hid., p. 52.

7 UNAIDS World AIDS Day Report 2012, p. 6.

18 AI67/302, para. 2.

1% WHO, WIPO and WTOPRromoting Access to Medical Technologies and Innovation: Intersections
between public health, intellectual property and trade (2012), p. 25.

European Federation of Pharmaceutical IndusaneisAssociations, “The Pharmaceutical Industry in
Figures”, Key data, 2009 update,p. 3. Available at
http://www.efpia.eu/sites/www.efpia.eu/files/EFP12%6N%20Figures%202009-20080612-009-EN-
v1%20(1)_0.pdf

2L WHO, The World Medicines Stuation (2004), p. 3.

22 MDG Gap Task Force Report 2011 (see Note 16 above), p. 51.
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medicine$® and is backed by strong political commitment. Bpecial Rapporteur notes
with satisfaction that in this respect a regionklnpof action was drawn up for local
production of essential medicines aiming to pronaaeess to medicines in the east African
region by the East African Community.

16. There are, however, several challenges that teebe addressed in order to ensure
sustainability of local production of essential neates. In the short term, the pressures of
reaching economies of scale and countering prigepetition from importers can mean
higher prices for locally produced medicirtéghis results in a greater burden on the public
health budgets of developing countries.

17. Lack of data on the price difference betweecally produced and imported

medicines is also a drawback in promoting localdprtion?® To help determine the

affordability of locally produced medicines in theng term, States should also collect
disaggregated data on the prices of imported meskcin comparison to locally produced
medicines.

18. In complying with their obligation to ensureadsability of medicines, States may
consider the following policy options to developemrabling environment that promotes the
growth of local pharmaceutical industry: (i) levgitaxes on imports of medicines that can
be locally produced, except for active pharmacaliiegredients which are generally not
imported; (i) providing subsidie$’ (iii) tax incentives; (iv) guaranteed government
procurement to local manufacturers; and (v) a gy framework to increase local
competitivenessAs highlighted during the Special Rapporteur's cttasions, local
production of medicines has indirect benefits, sasH{i) promoting transfer of technology
(i) providing employment and capacity-building décal people through training
programmes for local pharmacists (ii) microbiolagiand technicians, and (iii) setting up
local institutes of higher education and contribgtto capacity-building of the regulatory
agencies. Thus, opting for local generic producsibould be weighed and balanced against
a number of benefits, including strategic secunitymedicines supply, which would be
achieved in the long run as opposed to the highieepin the short run.

19. States should also take advantage of flex#dsliunder the Agreement on Trade-
Related Aspects of Intellectual Property Rights IHFR Agreement). The 2001 Doha
Declaration on TRIPS and Public Health reaffirmesth flexibilities in support of World
Trade Organization (WTQO) members’ right to protgablic health and to promote access
to medicines for all. Furthermore, paragraph 6{i)he Decision of the General Council of
30 August 2003, under the Doha Declaration on TR#R8 Public Health, specifically
allows least-developed countries (LDCs), more thali of whom are party to a regional
trade agreement, to produce medicines locally énpblic health interest, irrespective of
patents on medicines, with the intention of makimedicines more affordable by increasing
economies of scale through regional sales.

23

24
25

26

27

United Nations, Local Production of Pharmacelgiead Related Technology Transfer in
Developing Countries: A series of case studies ByyANCTAD Secretariat (2011), p. 14.

East African Community Regional Pharmaceutical Macturing Plan of Action (2012-2016).
WHO, Increasing Access to Vaccines Through Technology3fier and Local Production (2011), p.
24,

WHO, Local Production for Access to Medical Pradu®eveloping a framework to improve Public
Health (2011), p. 47.

Lorraine Hawkins, “Competition Policy¥Working Paper 4, Review Series on Pharmaceuticairiri
Policies and Interventions, WHO/Health Action Im&tional (HAI) Project on Medicines Prices and
Availability (2011), p. 26.
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B. Pricing

20. According to the right-to-health framework, nogtks should be economically
accessible to all sectors of the population. Medisishould therefore be priced in a fair
and equitable manner and be affordable so as todisproportionately burden poorer
households. This is an even greater problem inldpirey countries, where up to two-thirds
of expenditure on medicines is individually finadcthrough out-of-pocket paymerits.
Such payments are primarily responsible for catpbic health expenditures, annually
pushing approximately 100 million people, mostlydieveloping countries, into poverty.
Ensuring affordable and equitable pricing of edstntnedicines is therefore a key
determinant of access to medicines in most devegppountries.

1. Price control

21. States have a legal obligation under the rightealth to ensure that production of
essential medicines by the private sector doeshmeaten affordability and accessibility of
medicines. Market monopoly or market domination borad with insufficiently
competitive forces in the market to ensure effitjgnices can result in monopolistic pricing
leading to high cost of medicines. Hence, priceul®tipn becomes criticdf. In some
countries, however, the term “price control” hasjuired a negative connotatidh,
including that it affects revenue-induced innovatifor pharmaceutical compani&sin
developed countries, where a substantial propoxfaihe population is covered by health
insurance schemes, governments frequently appbg montrol mechanisms as part of the
overall strategy to contain costs. The absenceriok ontrols in developing countries
causes grave problems if private-sector monopolgr awanufacture and distribution of
vital medicines remains unregulated. Such unfedtem@onopoly can lead to profit-
maximizing pricing. In developing countries withghi income-inequality it would mean
that access to medicines is only affordable tonbalthy. States that inadequately use price
controls to ensure affordability of medicines wodhlll in their obligation to use all
available resources, including regulatory poweargromote the right to health.

22.  States which responded to the Special Rapptateurvey reported on the use of
price control mechanisms to promote affordability medicines, particularly essential
medicines. Accordingly, external reference prici{i€RP), therapeutic reference pricing
(TRP), as well as the regulation of manufactureedfing price and distributor’s mark-ups,
have been applied as the most common methods tiimgsa ceiling price for medicines.
States also reported the use of competition lawthaspreferred indirect price control
mechanism. Tax incentives to manufacturers, whtdesand retailers and government
subsidies to manufactures were indicated as othethads of indirect control used by
States to control prices of medicines.

23.  According to the respondent States, ERP iptheary method used by regulatory
bodies to set a retail price above which medico@®ot be sold to consumers. Under ERP,

28 WHO, The World Medicines Stuation 2011: Medicine Expenditures, 3rd Edition (2011), p. 7.

29 WHO, The World Health Report, Health Systems Financing: The path to universal coverage (2010),

p. 8.

Jaime Espin et al, “External Reference Pricingtyrkihg Paper 1, Review Series on Pharmaceutical
Pricing Policies and Interventions (2011), p. 1.

U.S. Department of Commerce International Trade ixéstration, Pharmaceutical Price Controls in
OECD Countries: Implications for U.S. Consumers,iRgcResearch and Development, and
Innovation(2004), p. 3

Neeraj Sood et al, “The Effect of Regulation onrfeceutical Revenues: Experience in Nineteen
countries”, RAND Corporation, published by Health aff (2008), pp. w125-w137, p. w136.

30

31

32
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the price of a specific medicine in one or seveaintries is used as a benchmark to set or
negotiate the price of medicines in a given courRsgrettably, some developing countries
select developed countries, with higher mediciméep, as reference countries, resulting in
substantially higher medicines prices. For exampie23 developing countries, public
sector prices for generic medicines were 1.9 tdtitiés higher than even the international
reference price (calculated at the median pricemafti-sourced medicines offered to
developing countries by different suppliers) anddaginator brands, 5.3 to 20.5 times the
international reference prié¢.To secure the lowest price for medicines and erdan
affordable and equitable access to essential medicipurchasing States should therefore
select reference countries whose level of econataieelopment is similar to theit.If
States use high-price countries for referencingy tbhould adjust the benchmark price to
the levels of local income per capita when setfiriges.

24.  The Special Rapporteur was informed that pheentical companies adopt various
methods to reduce price transparency in order tdx @mound any loss incurred from ERP.
They introduce their products in high-price markiatst, to be used as reference countries,
thus maximizing the price. Additionally, transpareris reduced when companies list high
prices in a country while granting discounts andiates on the condition of
confidentiality®*®

25. Under the right to health, access to infornmatiludes providing consumers with

information on the prices of medicines. This hasrba good practice adopted in some
States, which require by law that the maximum fgqtace of medicines be printed on

medicine packages.

26.  About half of the surveyed States use TRP ttthgeceiling price of medicines. TRP

is applied generally in developed countries, whkeereimbursement price of a medicine is
fixed at the average or lowest price of other dringiss therapeutic class that are available
on the internal market. Manufacturers may pricér treedicines at a higher level and if the
patient decides to purchase a medicine which iscogéred by the reimbursement limit,

they will have to pay the difference. States infedrthe Special Rapporteur that they
offered alternatives to companies to set theirgzrigelow that limit, thus avoiding the extra
cost to the patient. TRP allows doctors and painselect the lowest price medicine from
a range of alternatives within a therapeutic graaggroving consumer awareness about
options available and thereby helps increase teaergpy in the market.

27. States also exercise other forms of direct latigm through cost-based pricing,
which is based on actual costs of production, ditpneargin and a percentage, fixed or
regressive, towards distributors’ mark-ups. Deteing actual costs of production,
however, requires reliable and documented evideficactual local costs of production,
which is difficult to obtain given the global dingon of pharmaceutical production.
Alternative methods to determine costs of productiave included proxies, for example
tax paid on manufacturing costs through excisermstand customs duties on landed costs
of active pharmaceutical ingredients (AP¥s)Transparency in providing costs of
production is important to ensuring fair pricing medicines, while allowing for a profit

33

34

35

36

37

Alexandra Cameron et al, “Medicines Prices, Avaiigband Affordability”, in The World Medicines
Stuation 2011 (World Health Organization, 2011), pp. 5-6.

A/HRC/20/15/Add.2, p. 12.

Jaime Espin et al, “External Reference Pricirsgfe(Note 33 above), p. 22.

WHO, “Public-Private Roles in the PharmaceutiaattSr: Implications for equitable access and
rational drug useHealth Economics and Drugs Series, No. 005 (1997), pp. 61-62.

Sakthivel Selvaraj and Habib Hasan Farooqui,idnBraft Drug Policy 2011: Legitimising
Unaffordable Medicine Prices?Economic and Political Weekly, vol. XLVII, No. 46 (2012), pp. 13-
17, p. 14.
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margin that sustains the industry. However, acdognmanipulations, use of transfer
pricing by companies, and corruption in governnmaggncies pose additional challenges to
ensuring a transparent system of cost-based pricing

28. In contrast to cost-based pricing, market-bgsécing fixes the maximum retalil
price through an “average” formula for all brandsa therapeutic category that have a
specific market share. Market-based pricing theeefends to cap the price of medicines at
the middle range between the highest and lowese pmaking medicines more expensive
in comparison to cost-based pricifig.

29. In some States, the use of health insuranansehto reimburse patients the cost of
essential medicines is common and vital to ensusiogess to affordable medicines for
people. This is done through the subsidizing ofspription medicines, usually from a
preferred list of medicines, with patients makingapayment for the medicines and the
State bearing the remaining cost. The Special Régymonotes that the trade policies of
some countries are pushing trade partners to eédtgbdicial or administrative forums to
determine when a reimbursement price unlawfullytriets the “value” of a patent on a
medicine, thereby restraining the listing of sualmedicine on the reimbursement schemes.
At best, compelling governments to establish suohurhs is a waste of crucial
administrative resources that could be spent ditigehealth goods and services. The
Special Rapporteur therefore advises States tadqa@ainst trade interests prevailing over
primary and immediate obligations to ensure actteaffordable medicines.

2. Mark-ups

30. Prices of medicines are also affected by hidgr@n costs. Distribution mark-ups
can represent over 40 per cent of the price ulgiggbaid on medicines by consuméts.
States tend to regulate mark-ups in the distrilmutibain through varied incentives or
disincentives for wholesalers, retailers, publictsg private sector and suppliers in general
to ensure continuity of the supply chain and acdessconsumers. Most developing
countries use fixed percentages to regulate masktbmpughout the distribution chain.
While this method can reduce the price of spedaifedicines, it may also encourage the
sale of higher-priced medicines rather than lowt-cgeneric ones. To address this
shortcoming, some developing and many developedtdes use regressive mark-ups: the
higher the cost of the product, the lower the mapkit attracts. Some States do not apply
mark-ups to medicines on the essential medicirstsdr reimbursable lists, or if they do,
they apply mark-ups differentially based on wheiher a branded medicine or a genéfic.

31. States which responded to the Special Rapptatsurvey also recommended, as a
good practice in reducing medicine prices, the lagn of the price at which
manufacturers can sell medicines to intermediaiesg with the regulation of distribution
mark-ups in the supply chain. In this context, 8pecial Rapporteur urges States to assess
the impact of distribution mark-up regulations oeditine prices while maintaining the
viability of different actors in the supply chaio énsure security of the medicines supply
chain.

% Selvaraj and Farooqui, “India: Draft Drug Pol@@11: Legitimising Unaffordable Medicine Prices?”
(see Note 40 above), p. 1.

A. H. Rietveld and F. M. Haaijer-Ruskamp, “Poligytions for cost-containment of
pharmaceuticalsinternational Journal of Risk and Safety in Medicine, vol. 15 (2002), pp. 29-54.
Douglas Ball, “The Regulation of Mark-ups in theaRhaceutical Supply Chain”, Working Paper 3,
Review Series on Pharmaceutical Pricing Policieslatatventions, WHO/HAI Project on Medicine
Prices and Availability (2011), pp. 11, 13, 14 &id

39

40
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3.

Tariffs

32. Imported medicines usually exact a tariff ia tountry of import which is normally
added onto the cost of a medicine. Half of the syed States indicated that a tariff or levy
is imposed on imported medicines. Tariffs are indapplied to finished pharmaceutical
products in 38 per cent of countries and to APIgtinper cent' The States, however,
reported having differential policies with respéatimport tariffs levied on such specific
medicines as antibiotics, antiretrovirals (ARVsancer drugs and vaccines, which is a
positive practice and can help reduce the pricékexfe life-saving medicines.

33.  Atthe same time, for 92 per cent of all Statasffs contribute less than 0.1 per cent
of their gross domestic product and hence holié kttonomic valué’ However to promote
local production States may consider the strategioe of tariffs on particular medicines.
For instance, tariffs on imported finished produittat are already manufactured locally
have a stronger economic and social basis in piamdocal production. The Special
Rapporteur therefore encourages States to revigé palicies in light of the lack of
evidence of their economic value to State revenuwds|st allowing for tariffs that
incentivize local production.

Taxes

34. Taxes constitute the third largest componeptice add-ons for medicines after the
manufacturer’'s price and distribution mark-ups phidthe consume?. At the country
level, the tax range for medicines is between 5 Zhger cent! These can include State
tax, stamp duties, community tax, State exciseedusind freight tax. Taxes are applied
variably depending on whether a medicine is locptyduced or imported and sold in the
in the public or private sectdt Almost half of the States surveyed reported thzés$ are
not levied on medicines. Of those in which they, aseme provide exemptions for
medicines listed on the national essential mediclists, donated medicines, antiretroviral
drugs, imported generic medicines, cancer and thabwedicines. The Special Rapporteur
encourages States to refrain from taxing mediciespecially essential medicines, and
instead consider other ways to generate revenuédalth, such as so-called sin taxes —
excise taxes levied on socially harmful goods sagtobacco, alcohol and junk fod8s.

Manufacturer’s pricing policies

35.  Pricing policies of pharmaceutical industriegatly impact the affordability of

medicines. Under the right to health, pharmaceuticampanies have a shared
responsibility to ensure that the prices of the#dimines do not put them out of the reach of
a majority of the population. Earlier tiered prigiof essential medicines was the norm,
whereby essential medicines were sold systematiclla lower price in developing

countries as compared to developed countries. Lratary multinationals however opted
for universal tiered prices. Tiered pricing polgiechave now re-emerged. Some
multinational companies now engage in tiered pgdietween and within countries, based

Muge Olcay and Richard Laing, “Pharmaceutical flariWhat is their effect on prices, protection of
local industry and revenue generation?”, prepasethie Commission on Intellectual Property Rights,
Innovation and Public Heal{{2005), p. 35.

Ibid., pp. 2 and 38.

Andrew Creese, “Sales Tax on Medicines, RevieweSam Pharmaceutical Pricing Policies and
Interventions”, Working Paper 5, WHO/HAI Project bfedicines Prices and Availability (2011),

p. 13.

Ibid.

Ibid.
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on income levels (equity based pricing), which d&an profitable for companies due to
increases in volume and attractive to developingntiies due to reductions in pric€sn
practice, however, tiered pricing has been limitedcertain medicines such as ARVSs,
vaccines and contraceptivEdMoreover, given the lack of guarantee of low psiemd the
diminished role for government decision-making ucts pricing policies, alternatives such
as promoting robust market competition have beearmeended as good practices with a
view to lowering the prices of medicin&s.

Competition law and policies

36. As part of their obligation to ensure affordiépiof medicines, States employ
competition laws to take action against comparies$ abuse a dominant position in the
market. This would include measures against suahtiges as charging excessive prices,
restricting other companies from accessing the etarkollusive tender practices, and
restrictive agreement8.For example, in 2002, one country’s competitiormotission
found that charging excessively high prices for ARWas an illegal abuse of market
dominance!

37.  During his consultations, the Special Rapportearnt that competition law is one
of the most commonly used methods to reign in esieely high prices charged by
pharmaceutical companies. States should apply citiopelaw to monitoring mergers
between generic and brand name pharmaceutical coespavhich could potentially block
future market competitionrCompetition law represents an accountability mersmarfor
legal redress under the right-to-health frameward provides a powerful tool to check
wrongful practices by pharmaceutical companies ¢mafage in anticompetitive practices,
which can also negatively affect access to medicine

38. Competition laws that are well formulated andfoeced could also counter
anticompetitive practices at every stage of thephaaeutical supply chafi.For example,
such laws can address attempts by originator coiepda influence suppliers in order to
restrict supply of active pharmaceutical ingredietd potential competitors, or prevent
agreements between larger pharmaceutical compfarasusing distribution strategies that
reduce wholesaler competition, which would restsataller companies’ access to the
market, adversely impacting on the price of medisinStates should also consider
including representatives of civil society groups tbe panels of competition authorities,
which has been demonstrated to have positive sesuteducing the prices of medicines in
some State$.

39. Evidence from developed and developing cowntrslows that competition,
including among generic companies, can reduce tleegpof essential medicines. In the

Access to Medicine Foundatiofcess to Medicine Index 2012 (2012), p. 50.

Prashant Yadav, “Differential Pricing for Pharreaticals: Review of current knowledge, new
findings and ideas for action” (United Kingdom Depaent for International Development (DFID),
2010), pp. 5-6.

Suerie Moon et al, “A win-win solution?: A criitanalysis of tiered pricing to improve access to
medicines in developing countrie$s|obalization and Health (2011), vol. 7, No. 39, p. 9.

United States Federal Trade Commissigreements Filed with the Federal Trade Commission
under the Medicare Prescription Drug, Improvemant] Modernization Act of 2003: Overview of
Agreements Filed in FY 2012, A Report by the BureGampetition (2013). Available at
http://www.ftc.gov/0s/2013/01/130117mmareport.pdf

Sean Flynn, “Using Competition Law to promote asdesmedicines”Program on Information
Justice and Intellectual Property (2008), p. 2.

Hawkins, “Competition Policy” (see Note 30 aboveXp.

Ibid., p. 14.
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context of ARV medicines, from 2000 to 2011, mar@petition induced by a significant
number of generic companies in the market substntreduced the prices of those
medicines?* With respect to improving affordability of essehtimedicines, competitive
public procuremenft and generic substituti®hhas also proved successful. The Special
Rapporteur encourages States to enact competaiws &nd formulate policies for their
effective enforcement in order to ensure affordgiviees for essential medicines.

Medicines lists

40. In order to ensure availability of essentialdinmes, States should first identify
medicines required to address priority health neafd¢he population under a national
essential medicines list (NEML). This is consistesith States’ core obligation to provide
essential medicines listed in the WHO Essential idleds List (EML)>” These include
painkillers, anti-infectives, anti-bacterials, antberculosis, anti-retrovirals, blood
products, cardiovascular medicines, vaccines aiagmins>®

41. The NEMLs are based on the rationale that &ddnrange of priority medicines
contributes to better health care and optimizesutte of financial resources in resource-
limited settings® The NEML also serves as a guide for public procemnof medicines
and provides guidance for local production of miedis®® Notably, in both developed and
developing countries NEMLs are used to guide costainment measures for
pharmaceutical expenditur&s.

42.  Under the right-to-health framework, the precekselection of essential medicines
should be evidence-based, transparent and patticypdt should also be a part of the
national plan of action on medicines, aimed at enguavailability and affordability of
medicines. The WHO EML is revised every two yeaystliie Expert Committee on the
Selection and Use of Essential Medicines (the Bx@emmittee). Revisions should be
based on documentary evidence and include thecimatiion of various groups, such as
pharmaceutical companies and patients’ groupsutfira transparent application process.
In contrast, responses to the questionnaire reddioen States revealed that civil society
and community representatives were often excludethé process of selecting essential
medicines for NEMLs. Participation by civil sociesynd communities can also contribute
towards providing some evidence of health issuesddy the population.

43.  Inclusion in the WHO EML implies that Stateosld make medicines affordable
for those who need it, including patented medicifidse Special Rapporteur is, however,
aware of concerns about selective practices irudtiafy patented medicines in the WHO
EML. In more recent versions of the WHO EML, som@ensive patented ARVs, anti-
malarial and anti-tuberculosis medicines have bieetuded, while such key ARVs as
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Raltegravir, Darunavir and Etravirine have notislimportant therefore to ensure that the
revisions to the WHO EML are conducted in an inslesand transparent manner that
addresses concerns of all groups. The Special Rappalso notes that in some States,
patented medicines are included on the NEMLs togothem within the purview of cost-
control mechanisms that ensure their affordabilithas come to his attention however that
some countries exclude patented medicines fronNEL, and thereby from cost-control
measures to which they would otherwise be subyetich can detrimentally impact on the
affordability to patients. Essential medicines, they patented or off-patent, should be
included in both the WHO EML and NEMLs in a timefganner where indicated by
evidence of the burden of disease.

44. Non-communicable diseases (NCD) also disprapwtely impact developing
countries, which face 80 per cent of the global NLlbden? However, only 22 per cent of
the 359 essential medicines on the 2003 WHO EMateelo NCDS? Several applications
for the treatment of mental health, cancers andioaascular diseases are pending review
by the WHO Expert Committee. Underrepresentatiomeflicines for NCDs in the WHO
EML also limits guidance for States in the develepirof their NEMLSs.

45.  During the consultations, concerns were rag®alit the lack of uptake by States of
certain essential medicines listed on the WHO EMie do political, cultural and legal
considerations, especially of medicines for mehéllth, palliative care, drug dependence
and sexual and reproductive health. For examplegesacto medical abortion pills such as
mifepristone with misoprostol, though included dre tWHO EDL, are culturally and
legally restricted in many States, limiting womeatessibility to sexual and reproductive
health®* Criminalization of the activities of drug users imany States also restricts the
availability of opioid substitutes, buprenorphinedamethadone, proven to be effective in
treating drug dependence, despite the fact that dne listed on the WHO EMf. The
Special Rapporteur recalls that access to essentiadlicines for vulnerable and
marginalized groups should not be impeded by palitilegal and cultural considerations.
States should take steps to ensure that these imesiare included in their NEMLs and are
made available and accessible to such groups.

46.  States have devised ingenious ways in resdimited settings to ensure access to
the most essential medicines, as was highlightedngluthe Special Rapporteur’s

consultations. For example, in one country essemtélicines are classified into different

segments as per product: vital medicines (e.g. ganey medicines), essential medicines
(e.g. to treat fever, headaches) and necessarycimesli(e.g. multivitamins). According to

the procurement rules in that country, health iiéed should procure the required quantity
of vital medicines first, then essential, and fipalecessary medicines. This helps minimize
stock-outs affecting the most vital health concenfsle more sustainable solutions are
devised to meet the needs for other medicine. Teci8l Rapporteur encourages such
innovative approaches, which are tailored to lazaiditions and are consistent with the
core right to health obligation of ensuring the ikklity and accessibility of essential

medicines.
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Procurement

47.  Efficient and transparent procurement of medsiis central to ensuring the
availability of medicines in sufficient quantiti@s all public health facilities. Procurement
of medicines occurs at the international, natioredjonal and local levels. Inefficiencies of
procurement at each level can cause unreliable aimedsupplies and higher costs. An
efficient procurement system is one that reliesransparent management, a limited drug
selection that is based on a restricted list (fanagple, NEML), accurate and scientific
forecasting of need, competitive tendering, bulkchasing, pre-qualification of proposed
suppliers and close monitoring of selected supgliand reliable financin®.The Special
Rapporteur is pleased to note that most Statesréisgionded to his questionnaire have
formulated national medicine procurement policies.

48. With respect to quantification of medicines dmeone developing country
experience indicates reliance on historical dathegad from hospitals all over the country
and the epidemiological pattern of disease, whrehraviewed every six months. A 20 per
cent buffer to account for shortages or seasomakases in disease is then added. Stock
shortages are nevertheless commonly reported m $tdte. Fewer than half of the
respondent States had a policy in place to addresticines shortages. States attributed
stock shortages to insufficient funding for procuemt, inaccurate forecasting of needs,
inadequate buffer stock of essential medicines, iaedficient distribution and record-
keeping systems. Stock shortages can force patientssort to more expensive private
health centres, inappropriate medicines or everegfor treatment altogether. Over-
guantification of demand, on the other hand, isallgyuharmful, as it can lead to the
wastage of scarce resources and the expiry of medicfor which safe disposal systems
are lacking in many StatésStates are therefore encouraged to develop maeatific,
reliable and evidence-based methods for forecastimyquantification such as the use of
computerized methods for quantification and relamn data about actual consumption
where there are reliable records availg@blearticipation of civil society and the affected
communities must be encouraged as it helps crefdemation networks to monitor and
inform competent health authorities on medicinelsto

49. International shortage of medicines, especiaiycer medicines, was also raised as
an issue by civil society participants to the syrv8uch shortages in medicines are
attributed to a limited number of manufacturerspridges of raw materials, production
problems and stockpiling. They negatively impact States’ ability to procunedicines for
public health facilities and seriously affect theivailability to patients. States should
therefore identify particular medicines marketst tfewe such shortages and promote the
development of local production of these mediciteegnsure supply sustainability in the
long term.

50. The Special Rapporteur satisfactorily notes ahmajority of States surveyed by the
Special Rapporteur reported the use of competibiekling for public procurement of
medicines. A transparent competitive bidding precesth at the national and international
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level, can bring down prices and save substantelicme-related expenditure by Stafgs.
The success of competitive bidding largely depeosransparent management, which
provides clear and sufficient tender informationaib government agencies involvéd.
Efficient and transparent management can also gir@gainst bid-rigging practices in
public procurement systenfs.

51. In decentralized systems, however, poor fir@nand procurement capacities
combined with weak governance present challengéshwifas even led to different prices
in different regions of the same country. Deceisteal systems also pose challenges for
bulk procurement, which is routinely used in pubfimcurement systems around the
world.” While decentralized procurement has the advantHgacreasing local level
accountability, it is susceptible to fragmentatiamich causes duplication of procurement
and negatively impacts coordinated negotiatiorsjltig in less favourable contract terms
for government$! To maintain purchase volumes, some States havetetieystems to
centrally negotiate prices while requiring lowewdés of government to order their
requirements through the successful bidder at tive pegotiated at the central leVeThe
Special Rapporteur recommends streamlining guigeliat the national level to ensure
better coordination and efficient decentralizedcprement.

52. Good procurement practice requires that sugplibe certified for Good

Manufacturing Practices (GMP) to ensure qualityuessce. A robust, multi-level tender
process would exclude suppliers that do not meetP@Gandards. Suppliers’ licensing
agreements must also be strictly monitored througltioe supply chain until the time of
delivery. States should publish the names of marurfars who do not meet GMP
standards and disqualify them from future bidding.

53.  Accountability mechanisms are essential foresking corrupt practices, especially
in the selection, procurement and registration eflicines. The States, civil society and
pharmaceutical companies that participated in ffectal Rapporteur’s questionnaire raised
concerns about corruption within the public procoeat system. To prevent corruption in
government procurement, different procurement fonstof selection, quantification, pre-

selection (eligibility) of suppliers and adjudiaati of tenders should be independently
managed by different offices and trained individuegbuch separation of functions will

allow for transparency and avoid potential conftitinterest’®

70

71

72
73

74

75
76

Ezekiel Emanuel et al, A Systemic Approach to @wming Health Care Spendingew England
Journal of Medicine, No. 367 (2012), pp. 949-954 at p. 950.

OECD, “Guidelines for fighting bid rigging in publprocurement: Helping governments to obtain
best value for money”. Available at http://www.oemd)/competition/cartelsandanti-
competitiveagreements/42851044.pdf

Ibid.

East African Community, A Situational Analysis dpelasibility Study on Regional Pooled Bulk
Procurement of Essential Medicines and Other He&libplies in the East Africa Community Partner
States, Final Report (2007). Available at
http://apps.who.int/medicinedocs/documents/s184/548d 14en.pdf

See Prabal Vikram Singh et al, “Replicating TamaldN's Drug Procurement ModeEconomic and
Political Weekly (2012), vol. XLVII, No. 39.

Ibid.

Australian Government/AusAID and WHO, “Measurin@iisparency in Medicines Registration,
Selection and Procurement: Four Country AssessntadieS” (2006), p. 19.



A/HRC/23/42

Distribution

54.  The right to health obliges States to ensua¢ distribution systems function in a
manner that secures physical accessibility to gualssential medicines at all points of
distribution. The distribution chain places varigasponsibilities on different entities, and
may include private actors, who also have a respiitsto ensure that their actions do not
adversely impact on the right to health. Most Statensulted by the Special Rapporteur
have national regulations in place for distributminessential medicines in the public and
private sector. These regulations cover storagasport and handling of medicines and
temperature sensitive products.

55. To control the quality of medicines through thstribution chain, medicines must
be maintained at the required temperature and dicgpito labelling requirements, and
stored in clean, dry and well-sanitized ar€&3tates reported several challenges in meeting
these requirements. Poor warehouses and cold stdaadities were cited as the major
obstacles to maintaining the quality of essentia@ditines in developing countries,
especially in rural areas. In some countries teamyostorage was resorted to which lacked
temperature or quality control standards. Suchtjpes can be detrimental to the quality of
medicines and this calls for urgent investment tevelop adequate distribution
infrastructure for public health facilities. Altextively, States may consider including in the
procurement contract a condition requiring medisite be delivered directly to district
level stores or health facilities.

56. The involvement of numerous agencies throughioeitdistribution process would
necessitate continuous monitoring of timely digttibn and medicine quality. Diversions
of donated low-priced medicines from public hed#hilities into the private sector were
observed in some countriésThis can be addressed through effective monitodhthe
distribution chain. States surveyed by the SpdR@&dporteur, however, reported weak data
collection and monitoring systems, partly due tklaf skilled personnel to manage these
systems. There is therefore an urgent need to lgoNernment capacity for identification
of weaknesses in distribution systems and to desds¢-effective methods to monitor the
performance and suitability of distributors. To eak$ this situation, States may consider
adopting certification programmes for distributassuccessful practice in some developing
countries’® Additionally, States could invest in cost-effeetiinternet- and mobile phone-
based technologies linked to centralized compus¢a dystems, relaying real-time data to
monitor the movement of medicines from procureméntough distribution and
transportation and finally to delivery at healtmites. Participation of communities and
civil society is vital for making such measuresefive.

Rational and appropriate use

57.  The State obligation of ensuring access topabée medicines under the right to

health relates to how medicines are prescribegedsed, sold and used. Errors in choosing
or writing prescriptions, dispensation errors byaghacists and incorrect consumption of
medicines by patients can cause adverse healthtsev@ard drug reactiorf8. States’

WHO good distribution practices for pharmaceutmalducts, Annex 5, WHO Technical Report
Series, No. 957 (2010).

Roger Bate et al (see Note 71 above), p. 23.

Center for Global Development, “Drug Resistance:roajmg Standards in the Medicine Distribution
Chain”. Available at http://www.cgdev.org/doc/DWR@&fdibution_chain.pdf

J.K. Anderson, “Medication errors: what they drew they happen, and how to avoid them”,
Quarterly Journal of Medicine, vol. 102 (2009), pp. 513-521, p. 514.
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obligation to protect health also extends to sadedjug the public against the proliferation
of irrational use of medicines, which results insteage of scarce supplies and widespread
health hazards.

58. Standard Treatment Guidelines (STGs) are iatddufor rational prescription of
medicines, as they provide guidance on the mosoapiate treatment options with respect
to the local burden of disease. Unfamiliarity wiliTGs has been demonstrated in the
instances of inappropriate use of antimicrobials rfon-bacterial infections, over-use of
injections where oral formulations are indicated #&mnational combinations for fixed dose
medication$? Incorrect choice of medicines by physicians haandimked to higher levels
of resistance, increased costs, morbidity and riyrten patients®? As a good practice,
prescribers and health-care workers should be adgutained in STGs to promote rational
prescribing to patients. Regularly updating, maniig and evaluating the effectiveness of
STGs promote adequate access to appropriate mesliditowever, this has not been done
in many countries, which is a challenge that Stateght to overcome.

59. In many developing countries, pharmacies agefitht point of contact for patients
with the health-care systenbespite regulations restricting the sale of predizm
medicines over-the-counter (OTC), in many develgmiountries this practice is rampant.
In the case of antibiotics, unrestricted sale combiwith irrational prescription have led to
the public health threat of increased resistancearttibiotics®® Countries with more
restrictive antibiotic prescription have recordeslatively lower rates of resistante.
Rational use of appropriate medicines requiresgtenforcement of regulations by States.
It also requires pharmacies and health centresestrict OTC sale of medicines in
accordance with law.

60. Numerous stakeholders perceive unethical cogialanarketing and promotion of
medicines by pharmaceutical companies as a secmcern. Billions of dollars are spent
by the pharmaceutical industry on marketing throsgles representatives, samples and
advertising® Doctors are offered gifts under the pretext oftrared medical educatidfi.
Multinational pharmaceutical companies have bearedfi for promoting unapproved
medicine$’ with little impact on their practices. Unethicabmotion negatively affects the
prescribing patterns of doctors, who would thendtém prescribe less rationally and to
guickly adopt new medicin€® Prescribers consequently obtain information on oieds
from pharmaceutical compani®stather than consulting STGs. During the consuitej
some States pointed to the existence of voluntatjomal industry codes to address
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pharmaceutical promotion. However, these have beditized as ineffectivd® The
Special Rapporteur recommends formulating strorfgreeable regulatory systems, with
accountability measures, to discourage unethicaketiag and promotion of medicines by
pharmaceutical companies.

Quality

61. According to the right-to-health framework, t8& are required to protect the

population from unsafe and poor-quality medicin€aiality assurance for medicines

includes such aspects as registration and markefirgpod quality, safe and efficacious

products under ethically and medically validatadicél trials, continuous regulation of the

quality of production of medicines and preventidrsob-standard and spurious medicines
from being sold on the market after registration.

62. Poor quality medicines are genuine productsdhanot meet quality specifications
due to poor manufacturing practices. They can causg resistance, adverse effects and
even deatf Contrary to popular belief, recent studies indictitat there may be fewer
poor quality medicines on the market than previpesitimated? A potential explanation
for this could be the tendency to conflate poorlityuavith counterfeit medicines.

63. Accessibility of information with respect toethguality, safety and efficacy of
medicines is necessary for the enjoyment of thiet tigy health. Before acquiring marketing
approval, pharmaceutical companies are legallyiredun most countries to provide data
demonstrating the safety, quality and efficacy @vimedicines, generated from medically
and ethically valid clinical trials. However, duginhe Special Rapporteur’s consultations,
diverse stakeholders noted non-transparency atalitrial data as a concern. Trial data is
not made public by pharmaceutical companies andla&gs on the ground of protecting
commercial informatio® Moreover, data relied upon for registration of iguks is often
subject to publication bias (only positive reswdte published or are overrated), which is
misleading and potentially harmful for patiefftsThe Special Rapporteur notes with
satisfaction that national and regional regulatoogies are taking steps to make this data
available through clinical trial registries. Howeyecritics still point to content and
functionality shortcomings in these registrigghe Special Rapporteur encourages States
to take regulatory measures to ensure that inféomain the safety, quality and efficacy of
medicines, even if negative, is made publicly aldé in functional trial registries.

64. Poor-quality medicines are not related solayimported medicines, as it is
popularly perceived. Therefore quality inspectioaanot be limited to border controls and
inspections. It is important to have standard raiguy requirements for both domestically
produced and imported medicines, along with regirlapections of production facilities
and distribution chains for which persistent shgetahave been reported.
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65. Regulators in some of the developing counsigseyed by the Special Rapporteur
reported the use of outdated methods and procéssesforcement, largely due to the lack
of technical capacity, financial and human resaairé®r example, one such State regretted
having sufficient inspectors to guard only 3 outddfports of entry. Inspection of foreign
production sites is an even greater challengedsource-constrained importing countries.
Regulatory bodies in many countries are generaihdéd by user fees, collected through
licensing fees and inspection activitléddowever, these funds are insufficient to sustain
effective regulation, given the scale and volumerofduction and import in most countries.
States should therefore substantially increase dtadg support for their regulatory
authorities to sustain the quality control actadtiand increase recruitment and training of
staff. Regulatory bodies of importing developinguotysies could cooperate with their
counterparts in the exporting countries to builgutatory capacities, share local inspection
information of companies under their jurisdictiand conduct joint inspections through
cost-effective use of resources.

66. The Special Rapporteur also notes the ongolobafy debate to deal with the
growing challenge of counterfeit medicines. He oirout that since the term
“spurious/sub-standard/falsely-labelled/falsifieddacounterfeit” (SSFFC) medicines was
coined, it has regrettably been used as a catgbhadlse to represent anything from poor-
quality to “counterfeit” medicines, which is specifto the domain of trademark
violations?” Such a linkage is counterproductive to access ¢dlicimes. This type of
conflation was demonstrated by incidents in whictilateral action was taken by some
countries against legitimate generic medicines @sgocounterfeit and even under the
national laws in some countries which included genmedicines under the definition of
counterfeit medicines, thereby threatening theipam into that country. The Special
Rapporteur expresses concern that an internatiegal remedy focusing on enforcement
of trademark rights to counter the problem of cetfieit medicines takes away from the
public health focus of strengthening of regulatoapacities in developing countries to deal
with poor quality medicines and instead divertsitén State policing machinery to enforce
private rights.

V. Recommendations

67. The Special Rapporteur calls upon the States to #h from the dominant
market-oriented perspectives on access to medicine®wards a right-to-health
paradigm in promoting access to medicines. He emphizes that access to affordable
and quality medicines and medical care in the evenof sickness, as well as the
prevention, treatment and control of diseases, areentral elements for the enjoyment
of the right to health.

68. The Special Rapporteur urges States to adopt andhplement a national plan of
action on medicines and ensure that the right-to-teth framework for access to
medicines is fully integrated in the plan of action

69. The Special Rapporteur encourages States to ensutteat central principles of
non-discrimination,  transparency, accountability, ad multi-stakeholder
participation, particularly of affected communities and vulnerable groups, are

% A. Breckenridge and K. Woods, Medicines regulatiad the pharmaceutical industByjtish
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Gaurvika M. L. Nayyar et al, Poor-quality antiewa&l drugs in southeast Asia and sub-Saharan
Africa, Lancet Infectious Diseases, vol. 12 (2012), pp. 48896, p. 488.
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adequately reflected in the policies and activitiesinder the national plan of action on
medicines.

70.  With regard to long-term security and affordability of medicines, the Special
Rapporteur recommends that States:

(@) Develop a policy framework on local productionof medicines to ensure
long-term accessibility and affordability of medicihes;

(b)  Strengthen the regulatory framework to increasethe competitiveness of
the local industry and provide administrative and fnancial support, subsidies and
guaranteed purchases;

(c) Use flexibilities under the TRIPS Agreement topromote regional
collaboration to pool resources and facilitate comgtitiveness of local production.

71. With regard to ensuring affordability of medicines, the Special Rapporteur
recommends that States:

(@) Adopt price control measures in pricing and reinbursement policies
with a view to ensuring access of the population,na vulnerable groups particularly,
to affordable medicines;

(b)  Select countries with a similar level of econoim development to that of
the State concerned as reference countries in ordeto secure the lowest price
medicines through external reference pricing;

(c)  Monitor and regulate, if necessary, manufactures’ selling prices as well
as distribution mark-ups in the supply chain, while ensuring incentives for
wholesalers and retailers for sustainable distribubn;

(d) Resist trade policies that undermine the abilit of States to reimburse the
price of essential medicines to local pharmaceutitaompanies;

(e) Eliminate import tariffs on medicines, except wen considered to be
strategic to the promotion of local production of esential medicines;

) Remove taxes on all medicines, especially estsah medicines, and
consider other revenue options for health, such asxcise taxes on socially harmful
goods such as tobacco, alcohol and junk foods;

() Adopt competition laws and policies to prevent pharmaceutical
companies from indulging in anti-competitive practces and promote competitive
pricing of medicines together with strong enforcemet.

72. Promote competitive policies across therapeutic mkets to secure reductions in
prices of medicines over tiered pricing to secure greater government role in decision-
making related to prices of medicines.

73. With regard to ensuring availability of essential medicines, the Special
Rapporteur recommends that States:

(@) Adopt a national essential medicines list andegularly update it by
selecting essential medicines that are evidence-bds and adequately reflect the
national burden of disease, irrespective of cost goatent status, including through a
transparent and participatory determination process

(b)  Ensure that access to essential medicines foeating mental health, drug
dependence, sexual and reproductive health and paltive care is based purely on
health needs and evidence and not restricted on amnt of extraneous non-health
considerations;
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(c) Ensure that the list of National Essential Mediine is arrived at with
participation of all stakeholders, including the afected communities, particularly the
vulnerable groups.

74. With respect to efficient and transparent procurenent and distribution
systems, the Special Rapporteur recommends that $¢ss:

(@)  Adopt scientific and evidence-based quantificain of essential medicines,
ensure competitive bidding, require stringent prequalification for suppliers, monitor
delivery of medicines and formulate effective polies to address stock-outs;

(b) Increase financial, technical and logistical spport to strengthen
distribution networks, maintain the quality of medicines in transport and storage and
adopt distributor certification programmes.

75.  With regard to rational and appropriate use of medcines and their quality,
safety and efficacy, the Special Rapporteur recomnnels that States:

(@) Develop and regularly update Standard TreatmentGuidelines and
ensure adequate training of prescribers as a partfocontinuing medical education
policies;

(b) Regulate pharmacies, including online pharmacik and retailers to
ensure appropriate dispensation of medicines;

(c)  Prohibit unethical commercial marketing and promotion of medicines by
pharmaceutical companies through legal accountabty measures based on strict
penalties and cancellation of manufacturing licencg

(d) Ensure transparency of data related to quality,safety and efficacy of
medicines, including the mandatory publication of dverse data;

(e) Increase budgetary support for national regulatrs and increase
recruitment of inspectors at competitive salaries;

) Improve South-South cooperation to conduct joih inspections of
manufacturing facilities and share information andgood practices;

(g)  Avoid conflation of poor-quality medicines, a gality control issue, with
counterfeit medicines, a trade issue.




