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Africa and Regional Economic Communities




RECs Overview

_______________________

Number  GDP :
of (US$ Population Pharmaceutica

RECs - Growth (%) . | market (US$
member | billion) (Million) billion)
countries

EAC (The East African Community) 5 134.6 5.9% 70 1.1

COMESA (Cpmmon Market for Eastern and 14 4408 5 306 446 57

Southern Africa)

ECOWAS (Economic Community of West African 15 995.3 6.7% 310 29

States)

SADC (The Southern African Development 15 269.6 5 230 479 56

Community)

UMA (Arab Maghreb Union) 5 391.8 3.6% 87 5.2

IGAD (The Intergovernmental Authority on 7 129.9 6.1% 207 17

Development)

CEN-SAD (The Community of Sahel-Saharan 27 790.2 5 204 543 40

States)

EC.CAS (The Economic Community of Central 10 133.9 3.8% 175 10

African States)




World Pharmaceutical Market
($ billions, 2011-12)
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World Pharmaceutical Market
($ billions, 2011-12)
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South Africa
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World Pharmaceutical Market
($ billions, 2011-12)
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« Cairo (Egypt)

» Casablanca (Morocco)

» Johannesburg (South
Africa)

* Cape Town (South

Africa)

* Pretoria (South Africa)

« Algeris (Algeria)

* Lagos (Nigeria)

» East Rand (South

Africa)

a Alovandri )

dria{Egyp?)
» Durban (South Africa)




Africa Pharmaceutical Regulation

More Stringent

Less Stringent

—

SRA standard

PIC/S Countries

Semi Regulated*

No NDRA**

None in Africa

I MEDICIMES CONTROL COUMCIL

[ s Pharmacy and
Poisons Board

Kenya _..come
TFDA™ CFD

Tanzania Burundi, Rwanda,
South Africa South Sudan
Ghana
Other
Nigeria countries

Can conduct regulatory
functions to some
varying degrees

Basic capacity

Moderately developed

“35% The share of anti-malarial drugs tested in sub-Saharan Africa that were found to be substandard”
Source: The Lancet Infectious Diseases journal, May 2012

* Last published data was 2004-2008 ** may regulate through some MoH department




Pharmaceutical Regulatory Environment in Asia
(and supplier countries)

More Stringent Less Stringent
SRA standard PIC/S Countries Semi Regulated
\\/
Japan g N ETe—
USA Indonesia  Singapore China
Europe . .
Australia Ty Vietnam India Myanmar
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Canada Malaysia  YFOAZEnszzz
++ Taiwan




poor quality drugsin
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Counterfell drugs raise Alrica's
temiperabure
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China Drug Quality — Media Coverage

)

DALLAS BLOG Atlantic

i -
e iy . Fake Fake Drugs From China: a1 HMBC HEYW'S
ey e Haprothany for Py Ovgs y }'lu'lul.t'zn Stopping a Cure for Malaria WL BHTOCRGNTS Mot W ¢ Tarss
R I | |1 i e’ ) narkcel with litie owersiaht

Crwerial B T Hing's “wild cast” A
dl:.l_g -I-i- " When the |'I|.'|f:I~JTI::|"! work, bul just m
M |I-u il worse
‘Unregulated Chmese gompanles are exporting pharmaceutical 'ingrédiénts with few or no
S " quality checks’

Congnberiadl Drugs and Ching | CMPI

Semeyi Reuters

Substandard mmSdi_isied lﬁ/&é) based international news a8

threat to h ;" st e s o T hinese Take-Out:
world o il | ‘} - msuned Exports

v d e
China’scheap - g TR
L | / x .
France seizes record drugs, Afrlca S
counterfeit drugs fr high price
Fake & sub-st
China may Ic:ne

B 2 BT S | i e Fi

Health News & Commentary

tandard Chinese Drugs

Source: Various




' PharmExecBlog

Demcomrse, dialogue and disruscion shaoet global pharma maters

FDA Finding Fuels Indian Crackdown on
Sub-standard Drugs

By GEUST BROGGER | Putsiahed L

By Mangesh Sai Asia Cormespondend

A roifne monthly Rspechon Camed oul by e Food and Drugs Ad ation (FOWA) -
i thir stafe of Maharashira, inda, las! month nobed an increase n the number of subs-standand
drug samples raising apprehengions about the availabdity of sale and gemane drugs n the state
Ot powred oul thal 26 dhug Samgles were lound 1o be Spufous ¢ ompaned with the 16
Samples that were nol-of-standard qually detected i May and 20 in Apnl. Reportedly, Some
Ampicilin and Amoocyoillin formuiations did not have aey. active ingredients, wiile others had 6% to
30% Theamine tablots wath Vitamin B1 and diciolenac sodium, Paracstamol and Magnesam
Tresiic sle (sblets wete gl found to be sub-standard officale said

While some ol the offenders ane well-known drug manuiaciurens (e Alem Laboratones for
omeprazole capsules and Venus Baoscesnces for Odicin- 200). many are small dugmakers:, such
a5 Ay Pharma lof evocstrizines tablets Medpol Pharmacsobc als inda for clacamentn diy
Syhup Endolats for paraceleol Labiets, Softsule for DR 00, Therac hem Labormones. for
Betfico, Megopharmm for bilclay dry synap’ amasyciln and polasseam CLA S, Biocn Healihc are for
Thyoemun tabiets and Huciolec Remedies for Dhouryme syrup

Subv-stardard drugs from inds has been & magor rssaes Tor somme e moey, though the FOW says
A5 Crackaown Mas ensuned 8 Sgnic 2t drop i Bhe number over the past six Monins ° in 3 e bo

DTV

India says its drugs safe despite Ranbaxy
generics fraud

agescy PravceCrevss | Updused sure 01 2073 1627 T

R———

wostld®, loday defended its lucrative genenc
drug mdustry as sale and strongly regulated
after ihe nation’s iggest diug frm pleaded
guilty 1o LIS charges of making adullerabed
medicines

Mew Dedhi: India, known s the “pharmacy to the

— i Fake drug racket: One more held

0 Q

o Tweet [Jiccommend  Sutsmit

NEW DELHI: Days after three persons were arrested for running one of the largest drug
rackets from Delli and NCR, the crime branch made a fourth arrest after raiding a factory in
the Naraina industrial area in southwest Delhi

DCP {erime) Ashok Chand confirmed the arrest. The accused, Afroz Alam, was involved in

IR

India, Africa to check fake drug
menace

Anircan Bhaurnk. New Deltn, DHNS

Medcines fom China beni off-loaded as Indiam products in Ghana, Soeth Alnca
and by Coast

\With Chirese coumeneil medicines being pushed into Alrica with lake
"Made-in-India"labals, Baw Dedhi is in favoer of close intoraction batween
Indlan drug reguintors and thelr Atrlcan counesparns o joietly fight mgainst
the menace,

Kiean o mubop i Sufe Rl mischesd by some phaimbtsatesl compirgd bided in
Ching doas rot have any adverse impact on India's growing baginess intenests in
Afnca, Mew Dol ook up the issue with Beymg aed requestad if to Lake scton
againg! the fake drug maioers

“Tha health of our brothers and sssters = Adnca am as mpentand for the Indias
govemment 85 that of our own cibizens ™ said Gart Singh, Jant Secietary i the
Ezst and Soulkerm Alnca Diesion ol the Mecsicy of Extersal Afars. W & nivw chear
tiat the fake drogs beimg 50id in Afnca with Wade in India’ tag ae not produced in
Indin, bul Eievwhers " ke

Singh dd not specdy in which counlry the fake medcines were actualy baing
procheced  Bui probes by dnag controling asthorties m bsgera and other Afncan
countres over the past few years proved that the counlefen medicings wers o fact
prodeced wi Chea

Thee Maticnal Agency kor Food and Drug Admerssiration and Contred of Migena in
FO09 seized & large comssonment of coumefel anl-mafaral génanc medcines wilh
Wade in Inda” labels and kter found that the fake drugs kad in fact been produced

preparing fake aluminium foil which was used to package the fake drugs.

3BV Blogs

Bl B

Amir Attaran and Marvin Shepherd: Denialism and India's
risky medicine

Govemments Bl be sre [lLie (11 W Pweet (3
dangersus b pubhec
health (1) South Alnca's
shametess danal that HY
causes AOE delayed
Erzaiment for miflions, and
mary nesdeisly ded
Hiw Ing%a's goremsend 13
daing samethes similarty brazen by demyng thit Inda expons fake medacmes b3 Anca R
£ an urkroth for whech India must apalogeze and whech il mast comect

b December 2012 the Guardias raported that Africa = awash wih falsfied o substandard

h In & bid 1o defend its genevic export sector, the

government also charged that “izolated reports”

l = ; 4 of spurious drugs feund in global markets and

Hlmeﬂ o beﬂw india were “desperaie atiempis” by oiher countries huri by “the strength of
the Indian pharma industry®

lana medicnes and thal f 15 sespected these 'come Fom Chisa and india ” lnda's
wiiry of Exleengl Affars dencunced the Guartian's tepod n @ wdely issued

lemem. The Govemmest of india” i reads, “would bt 1o stale calegoncally that the
0ol 15 botally incomect. Mo faks mediones have bein serd hom inda 1o the corbren of
. ld]

v T T8 1 ] B T | MR ETTELT
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India agrees to help Nigeria tackle tha import of fake drugs

India's “pharmaceutical secior is a haghly reguisted one and the exports are heavily guided
by various regulatory regimes of the importing countries®, the govemment said in a8
statement.

Abicdun Raufy
da bam the sirangensss of the commin—bow would e indan govein®est kknow

o 4ot s bovders P—indi's categencal desial is false Tha UM Dfce of Drugs and

ne nghtly wentfies 2 corsenses, poeasngly backed by feensic research  that
India, ane of the Largest exporters of fake and subsiandard drugs to Nigeria, has

agresd Lo lake measures to lackle the problem. 11 @ concerned aboist Nageria's threat
to b the imeport of all drugs from countries that expart Gake drogs 1o s shores.

The Indian mimrileier of ciads nr ~nrmmeess and Edsieiry YWe Shrs Bativ Pratas Bodyv

Aafdsshal gracen ixlorrmaion

The statement came after New Delhs-based Ranbaxy Laboratones, india's largest drug
company by sales, pludm Qu ity in the unllnd Smn 1o criminal muqu of mﬁmg




The Long and Winding Multi-country Pharmaceutical Supply Chain
From Chemical to Consumer

e.g. China

Broker(s)

Intermediate
manufacturing

Broker(s)

e.g. India

Chemical
manufacturing

Ay

g
World Health
EOrganization

Shipping company

Aggregator/
Wholesaler

Manufacturing

Contract
\ manufacturing /

N

e.g. Africa

~

Wholesaler

Distributor

Sub-distributor

Retailer Independent seller

18-Oct-14 @UNAIDS




Importer and Wholesale market in Ontisha,
Nigeria

Drugs being sold

In the open market

Evar busy Onitsha Main Market
W i o ST o

s
.




African Private Sector Importers and QA
)

QUALITY ASSURANCE CONTINUUM

Quality indicators More stringent In - between Less stringent

Do vou conduct Audits/inspection?

Do vou conduct Audits/inspection for Indian suppliers?

Do vou conduct Audits/inspection for Chinese suppliers?

Frequency of audits|

Pre-shipment testing

Laboratory used

Post-shipment testing

Post-marketing surveillance

YOHA International . Dominion Pharmaceuti . Veteran pharmaceuticals . Caroga Pharma




African Private Sector Importers and QA
)

QUALITY ASSURANCE CONTINUUM

Quality indicators More stringent In - between Less stringent

Do vou conduct Audits/inspection?| No

Do vou conduct Audits/inspection for Indian suppliers?§i;

- XX
e | ®ce
.| 900

¢
O

Do vou conduct Audits/inspection for Chinese suppliers?}i

Frequency of audits|

Pre-shipment testinglii In some cases No

Laboratory used [ Glrme e i) certified Any other labora

Post-shipment testing]y In come cases No

No

Post-marketing surveillancef In

SO0ITE CASes
YOHA International . Dominion Pharmaceuti . Veteran pharmaceuticals . Caroga Pharma




Pharmaceutical manufacturing sites in India
and relative quality standards

9,000-10,000 manufacturing sites 1,000-1,500 manufacturing sites
e e
: Highest
: Standard
i
I
1
I
1
I
1
I
1
I
’ :
: Schedule M :
: (Approval by any one of India’s State Drug Regulatory Authority) !
1
I I
I
i I Indian
i | State DRA
i : Approved
: ! Standard
1
i i

Source: CDSCO; Pharmexcil data 2012; IDA, WHO PQP, Empower analysis
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Pharmaceutical manufacturing sites in India
and relative quality standards

j 9,000-10,000 manufacturing sites 1,000-1,500 manufacturing sites
WHO PQP 7@ Highest
Standard
International procurement
agents
Approval by PIC/S and other !
NDRAs !
Approval by Central and State |
(WHO cGMP) |
i
Schedule M :
(Approval by any one of India’s State Drug Regulatory Authority) !
I
I Indian
I State DRA
! Approved
! Standard
I

World Health (ﬁ) UNAIDS

E0rganization




Variation in APl Quality Standards

World Hea
HOr i

Source: Empower research
I




Variation in APl Quality Standards

Relative quality
(purity, impurities,
categorisation)

Relative cost

Regulatory
requirements

NDRA inspections

Filing requirements
if change in API
source made

Empower research

.a”:;f;ﬁ.ﬁsf.';'; 18-Oct-14 @UNAIDS




Variation in APl Quality Standards

Relative quality

(purity, impurities, High Medium Low
categorisation)

Relative cost 10 4 1

Regulatory
requirements

NDRA inspections

Filing requirements
if change in API
source made

@@: Empower research
A 4

World Health 18-Oct-14 g\
E0rganization s




Variation in APl Quality Standards

Relative quality
(purity, impurities, High Medium Low
categorisation)
Relative cost 10 4 1
Regulatory SRA and only South
requirements l.kfrlca in Afrlcap e, Bl Mo.st of francop.hon.e
continent; International . Africa, Sudan, Liberia
Tanzania, Uganda (now)
procurement agents also and others
submit DMF
NDRA inspections
Filing requirements
if change in API
source made

Empower research

»3/
.a”:;f;ﬁ.ﬁsf.';'; 18-Oct-14 @UNAIDS




Variation in APl Quality Standards

Relative quality
(purity, impurities, High Medium Low
categorisation)
Relative cost 10 4 1
Regulatory SRA and only South
requirements l.kfrlca in Afrlcap e, Bl Mo_st of francop_hon_e
continent; International . Africa, Sudan, Liberia
Tanzania, Uganda (now)
procurement agents also and others
submit DMF
NDRA inspections Yes No No

Filing requirements
if change in API
source made

Need to file a type II (major variation) which
requires new stability studies of FPP to ensure it
complies with original specifications of regulatory

approval

Minimal requirements

World Health 18-Oct-14 A
EOrganization o




Searching for Quality Manufacturers

(23)

DATA VARIABLES OF PHARMACEUTICAL MANUFACTURERS

Number of years of
operations
Productrange

]
""""

Drug recalls and

withdrawals
e

s y Registered
= products

Production and @ A
export capacity s/




Pharmaceutical Production and WHO PQ

China has fewest number of WHO Prequalified finished products when compared to India
—aﬁd_AfH-Ca HIV medicines

Name PQ sites in Africa
[Lamivudine + Zidovudine] + Nevirapine
[Tenofovir disoproxil fumarate + Lamivudine] + Atazanavir (as sulfate) + Ritonavir

[Tenofovir disoproxil fumarate + Lamivudine] + Nevirapine

Abacavir

Abacavir (as sulfate)

Abacavir (as sulfate) + Lamivudine

Abacavir (as sulfate) + Lamivudine + Zidovudine

Abacavir + [Lamivudine + Zidovudine]
Atazanavir

Atazanavir (as sulfate)

Atazanavir (as sulfate) + Ritonavir

Azithromycin

Ciprofloxacin

Darunavir (as ethanolate)

Didanosine

Efavirenz

Efavirenz + [Lamivudine + Stavudine]

Efavirenz + [Lamivudine + Zidovudine]

Efavirenz + Emtricitabine + Tenofovir disoproxil fumarate

Efavirenz + Lamivudine + Tenofovir disoproxil fumarate

Emtricitabine

Emtricitabine + Tenofovir disoproxil fumarate

Ganciclovir

Indinavir

Lamivudine

Lamivudine + Nevirapine + Stavudine

Lamivudine + Nevirapine + Zidovudine

Lamivudine + Stavudine

Lamivudine + Tenofovir disoproxil fumarate

Lamivudine + Zidovudine

Lopinavir + Ritonavir

Nevirapine

Nevirapine + [Lamivudine + Stavudine]

Nevirapine + [Lamivudine + Zidovudine]

Ritonavir

Stavudine

Tenofovir disoproxil fumarate

Zidovudine

Source: WHO PQ, UNFPA




Pharmaceutical Production and WHO PQ

China has fewest number of WHO Prequalified finished products when compared to India

—and-Africa

HIV medicines

Anti-TB medicines

= z g Name
Name PQ sites in Africa Amlicarin (an sulfare)
[Lamivudine + Zidovudine] + Nevirapine Cyelaserine
[Tenofovir disoproxil fumarate + Lamivudine] + Atazanavir (as sulfate) + Ritonavir Ethambutol
+ lacnisrid
[Tenofovir disoproxil fumarate + Lamivudine] + Nevirapine i —

Abacavir

Abacavir (as sulfate)

Abacavir (as sulfate) + Lamivudine

Ethambute! + Iseniazid + Rifamplcin

Ethambutcl hydrochloride

Ethambutc! hyd . Isoniazid

Ethambutcl

rochloride + Isoniazid + Pyrazinamide + Rifampicin

Abacavir (as sulfate) + Lamivudine + Zidovudine

Ethambutel chloride = Isoniazid + Rifampicin

Abacavir + [Lamivudine + Zidovudine]

Ethionamide

Atazanavir

Atazanavir (as sulfate)

Fyrazinamide - Rifampicin

Atazanavir (as sulfate) + Ritonavir

Azithromycin

Ciprofloxacin

Rifampicin
L

Moxifloxacin (a5 bydrochloriée)
Oflaxacin

Para-aminosalicylate sodium

Darunavir (as ethanolate)

Didanosine

Efavirenz

Efavirenz + [Lamivudine + Stavudine]

Efavirenz + [Lamivudine + Zidovudine]

Efavirenz + Emtricitabine + Tenofovir disoproxil fumarate

Efavirenz + Lamivudine + Tenofovir disoproxil fumarate

Emtricitabine

Emtricitabine + Tenofovir disoproxil fumarate

Ganciclovir

Indinavir

Lamivudine

Lamivudine + Nevirapine + Stavudine

Lamivudine + Nevirapine + Zidovudine

Lamivudine + Stavudine

Lamivudine + Tenofovir disoproxil fumarate

Lamivudine + Zidovudine

Lopinavir + Ritonavir

Nevirapine

Nevirapine + [Lamivudine + Stavudine]

Nevirapine + [Lamivudine + Zidovudine]

Ritonavir

Stavudine

Tenofovir disoproxil fumarate

Zidovudine

Source: WHO PQ, UNFPA




Pharmaceutical Production and WHO

PQ

China has fewest number of WHO Prequalified finished products when compared to India

—and-Africa

HIV medicines

Anti-TB medicines

Abacavir

Abacavir (as sulfate)

Abacavir (as sulfate) + Lamivudine

= z g Name sitesin.
Name PQ sites in Africa Amlicarin (an sulfare)
[Lamivudine + Zidovudine] + Nevirapine Cyelaserine
[Tenofovir disoproxil fumarate + Lamivudine] + Atazanavir (as sulfate) + Ritonavir Ethambutol
+ lacnisrid
[Tenofovir disoproxil fumarate + Lamivudine] + Nevirapine PP py T

Ethambute! + Iseniazid + Rifamplcin

Ethambutcl hydrochloride

Ethambutc! hyd . Isoniazid

Ethambutcl

rochloride + Isoniazid + Pyrazinamide + Rifampicin

Abacavir (as sulfate) + Lamivudine + Zidovudine

Ethambutel chloride = Isoniazid + Rifampicin

Abacavir + [Lamivudine + Zidovudine]

Ethionamide

Atazanavir

Atazanavir (as sulfate)

Fyrazinamide - Rifampicin

Atazanavir (as sulfate) + Ritonavir

Azithromycin

Ciprofloxacin

Rifampicin
L

Moxifloxacin (a5 bydrochloriée)
Oflaxacin

Para-aminosalicylate sodium

Darunavir (as ethanolate)

Didanosine

Efavirenz

Efavirenz + [Lamivudine + Stavudine]

Efavirenz + [Lamivudine + Zidovudine]

Anti-malarials

Efavirenz + Emtricitabine + Tenofovir disoproxil fumarate

Efavirenz + Lamivudine + Tenofovir disoproxil fumarate

Name
Amodiaquine

Amodiaquine (as hydrochloride) + Artesunate

Artemether + Lumefantrine

Emtricitabine

Emtricitabine + Tenofovir disoproxil fumarate

Ganciclovir

Artesunate

Artesunate + [Sulfadoxine + Pyrimethamine]

Artesunate + Mefloquine (as hydrochloride)

Indinavir

Lamivudine

Lamivudine + Nevirapine + Stavudine

Lamivudine + Nevirapine + Zidovudine

Lamivudine + Stavudine

Lamivudine + Tenofovir disoproxil fumarate

Lamivudine + Zidovudine

Lopinavir + Ritonavir

Nevirapine

Nevirapine + [Lamivudine + Stavudine]

Nevirapine + [Lamivudine + Zidovudine]

Ritonavir

Stavudine

Tenofovir disoproxil fumarate

Zidovudine

Source: WHO PQ, UNFPA




Sourcing QA pharmaceuticals is a major challenge

Ensuring QA during the procurement process is a major
challenge

Ensuring QA in the supply chain is a major challenge
Ensuring QA APIs is a major challenge

Ensuring all the above for Orphan drugs with small
markets compounds all the challenges as there are only
1-2 alternative suppliers

NDRAs and DNDi have to play a key role In
ensuringsustainable and consistent QA medicines are
available for patients



	Dynamics of Pharmaceutical Quality �&� Effective Sourcing of Quality-Assured Pharmaceuticals��Oct 2, 2014�Bahir Dar, Ethiopia
	Africa and Regional Economic Communities (RECs)
	         RECs Overview
	World Pharmaceutical Market �($ billions, 2011-12)
	World Pharmaceutical Market �($ billions, 2011-12)
	World Pharmaceutical Market �($ billions, 2011-12)
	Africa Pharmaceutical Regulation
	Pharmaceutical Regulatory Environment in Asia �(and supplier countries)
	 Prevalence of poor quality drugs in Africa
	China Drug Quality – Media Coverage
	Slide Number 11
	Slide Number 12
	Africa’s Largest Pharmaceutical �Importer and Wholesale market in Ontisha, Nigeria
	African Private Sector Importers and QA
	African Private Sector Importers and QA
	Slide Number 16
	Slide Number 17
	Variation in API Quality Standards
	Variation in API Quality Standards
	Variation in API Quality Standards
	Variation in API Quality Standards
	Variation in API Quality Standards
	Searching for Quality Manufacturers
	Pharmaceutical Production and WHO PQ
	Pharmaceutical Production and WHO PQ
	Pharmaceutical Production and WHO PQ
	Conclusions

