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The opioid regulatory paradox

® 2 fundamental and conflicting needs

1. to ensure that opioid analgesics are available
to the patients who need them.

2. to prevent these drugs from becoming a
source of harm or abuse.
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Rest of the world

® US, Australia +NZ:
OWell documented

® The Rest:
OSporadic reporting
OlInconsistent methodologies
OLack of clear picture
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AIMsS

1. To evaluate the formal availability and cost to
the consumer of the range of opioid drugs
used in the management of cancer.

2. To evaluate the barriers to the accessibility of
opioid drugs for patients with cancer pain in
each participating country.



Coordinating partner organizations:

1. European Society for Medical Oncology (ESMO)
2. European Association for Palliative Care (EAPC)

3. Pain & Policy Studies Group, University of
Wisconsin Carbone Cancer Center (PPSG)

4. Union for International Cancer Control (UICC)
5. World Health Organization (WHO)

Roles
Survey design
Dissemination and data collection
Data analysis
Authorship

Publication
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Post publication policy initiatives
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Collaborating partners:

African Organisation for Research and Training in Cancer (AORTIC)
Latin American and Caribbean Society of Medical Oncology (SLACOM)
Latin American Association for Palliative Care (ALCP)

African Palliative Care Association (APCA)

Worldwide Palliative Care Alliance (WPCA)

Multinational Association of Supportive Care in Cancer (MASCC)

Asia Pacific Hospice Palliative Care Network (APHN)

International Association for Hospice & Palliative Care (IAHPC)

Middle East Cancer Consortium (MECC)

Indian Association of Palliative Care (IAPC)
Open Society Foundations (OSF)

Chinese Society of Clinical Oncology (CSCO)
Help the Hospices

Japanese Society of Medical Oncology (JSMO)
Malaysian Society of Clinical Oncology (MSCO)
Myanmar Oncology Society

Foundation Akbaraly, Madagascar

Roles

1. Identifying potential
reporter

2. Authorship

3. Post publication policy
Initiatives




Survey development

OBased on the survey tool that was
previously used in the ESMO/EAPC study

OModifications based on input of participants

OEnglish, Spanish, French versions



ldentification of data reporters

OKnown credible professionals nominated
by coordinating and collaborating partners

OMinimum of 2 reporters for each country
nominated



Data Collection and Management

O Electronic dissemination of surveys and
automated data entry coordinated by EAPC

O Crosschecking data entry and clarification of
discrepancies between reporters

® Conflicting data (Individual reporters, multiple
reporters)

OClarifications sought
OPriority given to highly credentialed reporters
ORepresentative data presented



Results

Response rate

Formulary and cost 7 essential opioids

Actual Availability 7 essential opioids

Eligibility Restrictions (Patient permits)
Restrictions of prescribing authority

Prescription restriction: No. of days supply
Prescription restriction: complex prescription forms
Pharmacist restrictions

Dispensing restrictions

10. Negative laws regarding medical use of opioids
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Response Rate

No Countries | Countries
or States Reported % Countries No Reports
Africa 52 21 40% 42

Asia 27 13 48% 27
Middle East 21 14 67 % 20

Latin and carriban America 33 26 79% 38

Indian States 28 19 67% 20
161 93 57.70%

Pop
Countries
Populn (Mil) reported % population
Africa 1060 486 45%
Asia 2611 2429 93%
Middle East 315 271 86%
Latin and carriban America 5_59 559 9_3%
Indian States 1189 1061 89%
5734 4806 83.40%




Formulary and Cost
/ essential oploids

Codeine

Morphine, Oral Immediate Release (MoIR)

Morphine, Oral Controlled Release (MoCR)
Morphine, injectable (MoINJ)

Oxycodone, Oral Immediate Release (OcIR)
Methadone, Oral (MoPO)

A
Ospice & pALL\A"Nt

Fentanyl, transdermal patch (FentTD)




Formulary and Cost: Latin A+ Caribbean

Formulary avallability and Cost

Country  |Codeine [MolR __[MoCR _ |MoINJ__[OciR___|MethPO _|FentTD _
___ [
YT (0 N [ ——
Babados | || ] 1

Beize [ [ | | |

Guatemala
H| r||:I uras

____

Uruguay ! | @ 0] ]
Venezuela 1 [ | I

free

<25% Cost
25-50% Cost
50-99% Cost

_ Fullcost




Formulary and Cost: Africa

Country  [Codeine |[MolR _ [MoCR _ [MoINJ _|OclR __|MethPO

Algeria I R R B N
Botswana | | | |

I

[

free

<25% Cost
25-50% Cost
50-99% Cost

_ Fullcost




Formulary and Cost: Middle East

] availability and Cost

Country  |Codeine [MolR  [MoCR  [MoINJ [OclR  [MethPO |FentTD |
] .
an  p I N R
rag | I

srget (¢ {4/ 4y | |
Lebanon

Libya [

Morocco

Syria
Yemen

free

<25% Cost
25-50% Cost
50-99% Cost

_ Fullcost




Formulary and Cost: Asia

_ Formulary availability and Cost
Country  [Codeine [MolR___ |MoCR___ [MoINJ _[OcIR ___|MethPO |FentTD |
N

Afghanistan
Bangladesh

Bhutan ] ]

Cambodia

China

(China-HongKong [ b b ) I
Indonesia

Japan [l L

Malaysia

Myanmar

<25% Cost
25-50% Cost
50-99% Cost

_ Fullcost




Formulary and Cost: Indian States

Formulary availability and Cost
Codeine |[MolR__ [MoCR __ [MoINJ _|OcIR____[MethPO |FentTD |

All NE States
Bihar

Delhi Region
Goa

Gujarat

Haryana

Jammu and Kashmir
Jharkhand
Karnataka
Kerala

Madhya Pradesh
Maharashtra
Nagesh

Orissa (Qdisha
Punjab
Rajasthan

Tamil Nadu
Tripura

Uttar Pradesh

West Bengal

free

<25% Cost
25-50% Cost
50-99% Cost

_ Fullcost




Actual Availability
/ essential opioids



Actual Availablility: Latin A and Caribbean

- ActalAvailablity
Country  [Codeine |MolR___|MoCR__|MoiNJ _JOCIR __ [MethPO |FentTD |
Anguita ] I

Argentina
Barbados
Belize

Bolivia

[Ecuador [P |

St. Lucia

Trinidad & Tobago | ] ]

Uruguay b1 B L]

Venezuela I I N D [ N —

Always
Usually

Half the time
Occasionally
Never




Actual Availability
Country  |Codeine [MolR __ |MoCR __ [MoINJ _|OclR___ [MethPO |FentTD |
_____ L

____
Liberia [ ]
____

Malawi

—
____
Morocco | |

Mozambique |l ]
Namibia [ I
Nigeria [ | |
Sieraleone | | I
SouthAfica | p ) P
I I
Swaziland [ L
[

Tunisia || | ]
Zimbabwe [ L 1

Always
Usually
Half the time

Occasionally
Never




Actual Avallability: Middle East

. ActualAvailability 0
Country  [Codeine [MolR ___|MoCR ___|MoINJ _[OcIR ____|MethPO_|FentTD _
Afghanistan |

] O
ran [ I I

irag [
_______
_ B

Morocco I R R ]
Oman | ] ] I

_
Elatar [ |

SaudiArabia | L | | O

Svig [ I
Yemen I R B [ ]

Always
Usually
Half the time

Occasionally
Never




Actual Availability: Asia

- ActualAvailability |
Country ~ [Codeine [MolR  [MoCR _ |MoINJ |OclR _ |MethPO |FentTD |
Bhutan | I

Afghanistan [

Malaysia | |

Nepal [ |

Thailand

Vietnam

Usually

Half the time
Occasionally
Never




Actual Avallability: Indian States

Actual Availability

state ~~ |Codeine [MolR__|MoCR__|MoINJ _|OcIR___[MethPO _[FentTD |
AINEStates |
.

Madhya Pradesh

Orissa (Odisha

West Bengal

Maharashtra

Always
Usually
Half the time

Occasionally
Never




Eligibility Restrictions
(Patient permits)



Eligibility Restrictions: Africa + ME

Eligibility Restriction

Eligibility Restriction

Country Outpatients |Inpatients |[Hospice Country Outpatients [Inpatients |Hospice
Algeria Afghanistan

Botswana E t

Cote D'lvoire h
Ethiopia

Ghana Irag

Konva Israel

Liberia Lebanon

Madagascar Libya

Malawi Morocco

Mauiritius Oman

Morocco Palestine

Mozambigue Qatar

Namibia Saudi Arabia

Nigeria Syria

Rwanda Yemen

Sierra Leone
South Africa
Sudan
Swaziland
Tanzania
Tunisia
Uganda
Zimbabwe

always

Only with special authorization

I <



Eligibility Restrictions : L Am + Caribbean

] Eligibility Restriction

coutry _|oupatonts Inpaterts |uospico
s

Argentina | | |
Babados | |}
Belize | | ] |
Bolivia | [ ]
Bazi | |
Chie 0 1
Colombia | | |
CostaRica || | |
Dominica | | |
Dominican Republic
Ecuador

El Salvador
Guatemala
Honduras

Jamaica

Mexico

Panama

Paraguay

Peru

St. Lucia

Trinidad & Tobago
Urugua

Venezuela

always

Only with special authorization

I <




Eligibility Restrictions : Asia + Indian States

Eligibility Restriction

Eligibility Restriction

Country

Outpatients

Inpatients

Hospice

State

Outpatients  |Inpatients

Hospice

Bhutan

All NE States

Afghanistan

Bangladesh

Bihar

Delhi Region

Cambodia

Goa

China

Gujarat

China-Hong Kong

Haryana

Indonesia

Jammu and Kashmir

Japan

Jharkhand

Kazakhsian

Laos

Malaysia

Karnataka

Kerala

Madhya Pradesh

Myanmar

Maharashtra

Nepal

Pakistan

Nagesh

Philippines

Orissa (Odisha)

Thailand

Vietnam

Punjab

Rajasthan

Tamil Nadu

Tripura

Uttar Pradesh

West Bengal

always

Only with special authorization

I <




Restrictions of
prescribing authority



Prescription Privileges: Africa

[ = Prescriberprivileges = |
Country  |Oncologist _[FamilyDoc _|Surgeon |Nurse __|Pharmacist _
___
CoteDivoire | F |
Ethiopia | F
[T S S —
Kenva [ 0 F £ 1 |
Liberia | P
Madagascar | f @ |
[VETEY I S [ —
Mauiritus |
I N
[Mozambique [N [
Namibia | f ]
Nigeria | P
Rwanda [ F 7
Sierraleone [} b1
South Afica | F
Sudan | ] |
Swaziland [ F
Tanzania | ¢ B
Tunisia [ F
[VEN A S [ U ——
Zimbabwe | ]

always _ Only in emergency
Only with special permit or authorization _ never




Prescription Privileges: Middle East

_ Prescriber privileges

Country _|Oncologist |Family Doc |Surgeon |Nurse _|Pharmacist
Afghanistan |}

Egypt | 1] @

ran |

rag |

israel |
lebanon | |
Libya |

Morocco | |
Oman |
Palestine |

Qatar |
SaudiArabia | [
Syria |
Yemen |

always I o y in emergency
Only with special permit or authorization _ never




Prescription Privileges: L Am. +Caribbean

Prescriber privileges

lAnguilla | _
Argentina ___ L

Barbados

Bolivia

Chile N I R
c.ﬂ.}mma |
D.mnu,a [ R

Guatemala
Honduras
Jamaica
Mexico

Paraguay

Peru

Urugua

Venezuela - |

always I o y in emergency
Only with special permit or authorization _ never




Prescription Privileges: Asia

Country  |Oncologist [Family Doc [Surgeon [Nurse  [Pharmacist_
Bhuten | Py
Afghanistan |} |

Bangladesh
Cambodia
China

Indonesia
apan
kKazakhstan

Malaysia
Myanmar

Pakistan
Philippines
Thailand
Vietnam

._
Myanmar |
Philippines |
Vietnam |

always [ y in emergency
Only with special permit or authorization _ never




Prescription Privileges: Indian States

| Prescriberprivileges |
State  [Oncologist |Family Doc [Surgeon [Nurse _[Pharmacist |
AINEStates | | | |

Bihar ] I

DelhiRegion | | | |

Goa

Tripura

always I o y in emergency
Only with special permit or authorization _ never




Prescription restriction:
Number of days supply
that can be prescribed



Days allowed/prescription: Africa + ME

Count Max Days Oplolds Max Days Opioids
oun Count Supplied

Egypt |
depends on opiod type
Physician discretion
Ghana
Liberia
[Mauiritus [ 10 |
Morocco
Mozambigue 30 Saudi Arabia
Namibia | ] Syria
Rwanda [ |
Slerra Leone Physician discretion
Swagziland
ot
19-26

< 1 week




Days allowed/prescription: L Am + Caribbean

Max Days Opioids

Country Supplied

_
_
_
—
—
_
—
Trlmdad & Tobago _

28+

15-28

1-2 weeks

< 1 week




Days allowed/prescription: Asia + Indian States

- Max Days Opioids
Max Days Opioids state Supplied

Country Supplied All NE States
Bhutan 30 Bihar 30

Afghanistan Delhi Region 30
Bangladesh Goa Physician discretion

14
) Gujarat 30
China Jammu and Kashmir 15

China-Hong Kong | Physician discretion Jharkhand 60
Indonesia Karnataka 30

Japan 28 Kerala 30

Madhya Pradesh 30
Kazakhstan 10 Maharashtra Physician discretion

Laos Nagesh 30
Malaysia 60 | Orissa (Odisha) 30
Myanmar Punjab 30
Nepal Rajasthan 30
Tamil Nadu 30

Catistan 12 Tripur ——

Phi"_DDinES 30 Uttar Pradesh 30
Thailand 30 West Bengal 21

Vietnam 10

26+

15-26

1-2 weeks
< 1 week




Prescription restriction:
Increased bureaucratic
burden with multiple copies or
special forms



Prescription forms: Africa + ME

Prescription forms

Prescription forms

Country

Duplicate or
Triplicate

Special
Prescr Forms

ready access to
forms

Pay for forms

Algeria

Country

Duplicate
or Triplicate

Special
Prescr
Forms

ready
access
to forms

Afghanistan

Botswana

Egypt

Cote D'lvoire

Iran

Ethiopia

Iraq

Ghana

Israel

Kenya

Lebanon

Liberia

Libya

Madagascar

Morocco

Malawi

Oman

Mauiritius

Palestine

Morocco

Qatar

Mozambique

Saudi Arabia

|Namibia

Syria

Nigeria

Yemen

Rwanda

Sierra Leone

South Africa

Sudan

Swaziland

Tanzania

Tunisia

Uganda

Zimbabwe

restrictive
not restrictive




Prescription forms: L Am + Caribbean

Prescription forms

Dupllc ate |Special Ready
Prescr access Pay for
Cr.:-untr TrI plicate Fc- nms tn: forms fnrms

AN LJIII-_-|

Argentina ____

elize ____
Bolivia I R ) —
Brazs | 7
chile ¢ B ]
{ZGI-::rrr'l t:-ia ____
CostaRica | ¢ ¢ ]
____

I I

Emrulrm :an Repubili

Ecuador

El Salvador

Guatemala

Honduras | | | I |
Jamaica | b 7] 1 |

Trinidad & Tobago

restrictive

Venezuela not restrictive




Prescription forms: Asia + Indian States

Prescription forms

Country

Duplicate
or Triplicate

Special
Prescr
Forms

ready
access to
forms

Prescription forms

state

Duplicate or
Triplicate

ready
Special
Prescr Forms|forms

access to

Pay for
forms

Bhutan

All NE States

Afghanistan

Bihar

Bangladesh

Delhi Reqgion

Cambaodia

Goa

China

Guijarat

Haryana

China-Hong Kong

Jammu and Kashmir

Indonesia

Jharkhand

Japan

Karnataka

Kazakhstan

Kerala

Laos

Madhya Pradesh

Malaysia

Maharashtra

Myanmar

Nagesh

Orissa (Odisha)

Nepal

Punjab

Fakistan

Rajasthan

Philippines

Tamil Nadu

Thailand

Tripura

Vietnam

Uttar Pradesh

West Bengal

restrictive
not restrictive




Pharmacist restrictions



Pharmacist Restrictions: Africa +ME

Pharmacist restrictions

Country

Pharmacists
accept
emergency
telephone/fax
prescriptions

Pharmacists may
correct tech
errors

Pharmacist restrictions

Algeria

Country

Pharmacists
accept

emergency
telephone/fax
prescriptions

Pharmacists
may correct
tech errors

Botswana

Afghanistan

Cote D'lvoire

Egypt

Ethiopia

Iran

Ghana

Irag

Kenya

Israel

Liberia

Lebanon

Madagascar

Malawi

Libya

Mauiritius

Morocco

Morocco

Oman

Mozambigue

Palestine

Mamibia

Qatar

Nigeria

Saudi Arabia

Rwanda

Syria

Sierra Leone

Yemen

South Africa

Sudan

Swagziland

Tanzania

Tunisia

Uganda

Zimbabwe




Pharmacist Restrictions: L Am + Caribbean

Pharmacist restrictions

Pharmacists

accept

emergency Pharmacists
telephoneffax may correct
prescriptions tech errors

Anguilla
Argentina

Bolivia
Brazil

C
Dominican Republic
Ecuador

Guatemala

e —
]
Mexico e ——
I ——
- ]
I —
- ]
Trinidad & Tobago _

- ]
Venezuela |




Pharmacist Restrictions: Asia + Indian states

Pharmacist restrictions

Pharmacist restrictions

Country

Pharmacists

accept emergency
telephone/fax
prescriptions

Pharmacists may

correct tech errors

State

Pharmacists
accept
emergency
telephone/fax
prescriptions

Pharmacists
may correct
tech errors

\Afghanistan

All NE States

Bihar

Bangladesh

Delhi Region

Bhutan

Goa

Cambodia

Gujarat

China

Haryana

China-Hong Kong

Jammu and Kashmir

Indonesia

Jharkhand

Japan

Karnataka

Kerala

Kazakhstan

Madhya Pradesh

Laos

Maharashtra

Malaysia

Nagesh

Myanmar

Orissa (Odisha)

Nepal

Punjab

Pakistan

Rajasthan

Tamil Nadu

Philippines

Tripura

Thailand

Uttar Pradesh

Vietnam

West Bengal




Dispensing restrictions



Dispensing
pharmacy
Cnunt restrictions

—
Ghana

—
—

amb I
Namibia [
INigeria [
Rwanda | |
ISierra Leone [T
_

=
=

Tanzania -
Tunisia _

L.Il anda

_

Any Pharmacy

Only at a hospital pharmacy
Only at a single des

At another designated location

Pharmacy that :

Access to
dispensng

for

edacC

h patient

Always

Usually

Half the time
I nally
— almost never




Dispensing: Middle East

Dispensing Access to
pharmacy dispensng
Count restrictions pharmacy
Afghanistan |
rag P
lsrael | | Half the time
Morocco ||
Oman |
Palestine [
Qatar [
SaudiArabia [
syia [ |
Yemen [

Any Pharmacy
Only at a hospital pharmacy
Only at a single designated pharmacy for each patient

At another designated location

Pharmac E 3pts pis Insurance



Dispensing: L Am + Caribbean

Dispensing Pharmac

Dispensing Access to
pharmacy dispensng
Count restrictions
Barbados
Belize
Bolivia

Brazil

Guatemala

lJamaica [
IMexico | |
Panama [
Paraguay ]

Venezuela

Any Pharmacy

Only at a hospital pharmacy

Only at a single designated pharmacy for each patient

At another designated location

Pharmacy th: epts pts iInsurance

Always
Usually

Half the time

iomally

I -imost never



Dispensing: Asia

Dispensing Pharmac

]
Dispensing Access to
_ pharmacy dispensng
Count restrictions pharmacy
Bhutan P
Afghanistan |
Bangladesh | |
China P |
indonesia | | Half the ime
laos P
Malaysia |
ar E—
I
]
2 ]
]

Any Pharmacy
Only at a hospital pharmacy
Only at a single designated pharmacy for each patient

At another designated location

Pharmac E 3pts pis Insurance



Dispensing: Indian States

Dispensing Pharmac

Dispensing Access to

pharmacy dispensng
restrictions

Always

Jammu dnd Kashmir [0 Usually
Jharkhz ]

harkhand Half the time
Karnataka

Kerqla I c-sionally
I -iost never

—

Rajasthan

Tamil Nadu _

Tripura

Uttar Pradesh _

West Bengal

Any Pharmacy
Only at a hospital pharmacy
Only at a single d nated pharmacy for each patient

At another designated location

Pharmacy th: CEPs pls Insurance



Negative laws regarding
medical use of opioids



Laws: Africa + ME

Laws

Laws

Country

Negative
language in
drug laws

Driving
forbidden

Country

Negative
language in
drug laws

Driving
forbidden

Algeria

Afghanistan

Botswana

Egypt

Cote D'lvoire

Iran

Ethiopia

Irag

Ghana

|srael

Kenya

Lebanon

Liberia

Libya

Madagascar

Morocco

Malawi

Oman

Mauiritius

Palestine

Morocco

Qatar

Mozambigque

Saudi Arabia

MNamibia

Syria

Nigeria

Yemen

Rwanda

Sierra Leone

South Africa

Sudan

Swaziland

Tanzania

Tunisia

Uganda

Zimbabwe




Laws: Lat. Am +Caribbean

Count

Anguilla |
Argentina [ s

Barbados

Bolivia

Brazil ]

Colombia
Costa Rica
Dominica

aguay

Venezuela




Laws: Asia + Indian States

Country

Negative
language in
drug laws

Driving
forbidden

state

Negative
language in
drug laws

Driving
forbidden

Bhutan

All NE States

Afghanistan

Bihar

Bangladesh

Delhi Reqion

Cambodia

Goa

Gujarat

China

Haryana

China-Hong Kong

Jammu and Kashmir

Indonesia

Jharkhand

Japan

Karnataka

Kazakhstan

Kerala

Laos

Madhya Pradesh

Malaysia

Maharashira

Myanmar

Magesh

MNepal

Orissa (Odisha)

Punjab

Pakistan

Rajasthan

Philippines

Tamil Nadu

Thailand

Tripura

Vietnam

Uttar Pradesh

West Bengal




Summary



Summary Slides: Formulary

Country

WHO essential

drug
compliance
(X/4)

essential drug
compliance

IAHPC

(XI7)

Algeria

6

Mauiritius

Kenya

Madagascar

Morocco

Swaziland

Botswana

Ghana

Mozambigue

Namibia

Nigeria

South Africa

Liberia

Tunisia

Cote D'lvoire

Ethiopia

Afihanistan

WHO essential IAHPC
drug essential drug WHO

compliance compliance P IAHPC
gchJ;th (Xi4) (X;?) drug essential drug
Malaysia 4 7 compliance | compliance
Philippines 4 7 Country (Xr4) (XIT)
China-Hong Kong 4 6 Argentina 4 7
;I'/_ha;nand 1 g Dominican Republic

ietnam
Indonesia 4 5 Guatemala
Japan 4 5 Venezuela
Nepal 4 5 Barbados
Cambodia 4 4 Brazil
Bhutan &l 3 Chile
Pakistan 3 3 ;
Bangladesh % 3 Costa Rica
Myanmar G) 3 Panama
2 2 Peru

Belize

Malawi

Rwanda

Sudan

Jamaica

St Lucia

Uganda

Zimbabwe

State

WHO
essential
drug
compliance

(Xid)

IAHPC
essential
drug
compliance

(XIT)

Uruguay

Tanzania

Anguilla

Bolivia

Colombia

Kerala

A

7

El Salvador

West Bengal

Trinidad & Tobago

All NE States

Ecuador

Magesh

Delhi Region

Mexico

Gujarat

Karnataka

Madhya Pradesh

Maharashira

Rajasthan

Tamil Nadu

Uttar Pradesh

Haryana

Jharkhand

Punjab

Tripura

Jammu and Kashmir

Bihar

Goa

Orissa (Odisha)

[N (ST IS (Y [ [V A [ Ry R B B £ SN P ) A O o B

LAV [V [ (U BES RS o S 6 [ 6 (e

Honduras

[l oS (PR [ R T U R N R R G R R R (R R R R

Good

Limited
Very Limitted

I Poor

o (0 [ e | P s (0 En e | njen Q0 | an O | O =]

Sierra Leone

DORLNVR R (AR (V) (/) (AR [V (AL R[SV ] (V) P P g B R g P E g B B B B

N (N[0 |0 o o [ [ | |4& jon [ | B [ |8 [ (B (o |onon o (o

Country

WHO
essential
drug
compliance

(X/4)

[AHPC
essential
drug
compliance

(X/7)

Israel

Qatar

Saudi Arabia

Morocco

Syria

Oman

Iran

Egypt

Lebanon

Palestine

Yemen

Afghanistan

Libya

lrag

N N N |G Qo Qo [Q0 (G0 [ (B B [P [ [

N W |w s [ [ s o o oo [N~ N




Summary Slides: Formulary
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Restrictive regulations summary: Africa

Country

Eligibility
Restriction

Physician
Precriber
Resrictions

No emergency

prescriptions
by Fx/Phene
or non
medical
prescribing

Limited
prescription
duration

No
pharmacist
authority to
correct
prescription

Increase
bureaucratic
burden of
precriptions

Restricted
dispensing
sites

Negative
language in
laws

Number of
restrictive
domains (N/8)

Botswana

Yes

Yes

2

MNamibia

Yes

Yes

South Africa

Ethiopia

Yes

Zimbabwe

Yes

Swagziland

Yes

Malawi

Yes

Mozambigue

Yes

Migeria

Yes

Uganda

Yes

Tunisia

Yes

Algeria

Yes

Cote D'lvoire

Yes

Ghana

Kenya

Yes

Liberia

Yes

Sudan

Yes

Tanzania

Yes

Yes

Yes

Yes

Yes

Yes
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Restrictive regulations summary: M.E.

No
emergency

prescriptions No
by Fx/Phone pharmacist |Increase Number of
or non Limited authority to restrictive
Eligibility |Precriber medical prescription |correct domains
Country Restriction |Resrictions |prescribing duration prescription
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Yes
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Restrictive regulations summary: Lat Am
+Caribbean

Country

Eligibility
Restriction

Physician
Precriber
Resrictions

No emergency
prescriptions
by Fx/Phone
or non medical
prescribing

Limited
prescription
duration

No
pharmacist
authority to
correct
prescription

Increase
bureaucrati
¢ burden of
precriptions

Restricted
dispensing
sites

Negative
language in
laws

Number of
restrictive
domains
(N/8)

St. Lucia

Yes

1

Trinidad & Tobago

Yes

Uruguay

Chile

Costa Rica

Jamaica

Paraguay

Anguilla

Barbados

El Salvador

Panama

Colombia

Dominica

Dominican Republic

Guatemala

Venezuela
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Restrictive regulations summary: Asia

Country

Eligibility
Restriction

Physician
Precriber
Resrictions

No emergency
prescriptions
by Fx/iPhone
or non medical
prescribing

Limited
prescription
duration

No pharmacist
authority to
correct
prescription

Increase
bureaucratic
burden of
precriptions

Restricted
dispensing
sites

Negative
language
in laws

Number of
restrictive
domains
(NI8)

Bhutan

Yes

Yes

2

Japan

Yes

Yes

Indonesia

Yes

Yes

MNepal

Yes

China-Hong Kong

Yes

Yes

Malaysia

Yes

Yes

Pakistan

Yes

Yes

Vietnam

Yes

Thailand

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes
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Restrictive regulations summary: Indian

States

Mo emergency No
prescriptions pharmacist |Increase Number of
Physiclan |by Fx/Phone or |Limited authority to |bureaucratic |Restricted Negative restrictive
Eligibility Precriber non medical prescription |correct burden of dispensing |[language in domains

State Restriction |Resrictions |prescribing duration prescription |precriptions |sites laws (N/8)
Delhi Region Yes Yes Yes 3
Goa Yes Yes Yes 3
Uttar Pradesh Yes Yes Yes Yes 4
Haryana Yes Yes Yes Yes 4
Punjab Yes Yes Yes Yes 4
Tripura Yes Yes Yes Yes 4
West Bengal Yes Yes Yes Yes 4
Gujarat Yes Yes Yes Yes Yes 5
Jammu and Kashmir Yes Yes Yes Yes Yes 5
Jharkhand Yes Yes Yes Yes Yes 5
Kerala Yes Yes Yes Yes Yes 5
Madhya Pradesh Yes Yes Yes Yes Yes 5
Magesh Yes Yes Yes Yes Yes 5
Rajasthan Yes Yes Yes Yes Yes 5
Tamil Nadu Yes Yes Yes Yes Yes 5

Yes Yes Yes Yes Yes Yes

Yes Yes Yes Yes Yes Yes

Yes Yes Yes Yes Yes Yes

Yes Yes Yes Yes Yes Yes

Yes Yes Yes Yes Yes Yes Yes




Restrictive regulations summary
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Disclaimers

® Field reports
O+/- verification of actual regulations

® Data not YET subject to open peer review

® Conflicting data
OlIndividual reporters
OMultiple reporters



Conclusions

1. In many places across Africa, Asia , ME and L Am+
Caribbean governments are failing cancer patients in
delivery of adequate pain relief.

2. There is a need for increased availlability of affordable
opioids for the management of cancer pain.

3. In many places opioids on formulary are not routinely
available.

4. Field reports suggest that overregulation of opioids is
widespread.

® 4 + barriers of varying severity  79/93 (84%)
® 6 + barriers of varying severity  36/93 (39%)



Priority actions

1.Formulary review

2.Improving affordability

3.Improving availability of opioids on
formulary by better distribution and
dispensing

4.Examination of drug control policies

5.Repeal of excessive restrictions which
Impede this most fundamental aspect of
cancer care.



Advocacy In action: India

® Human Rights Watch Report

® Documentary: Why Millions of Indians
Live in Unbearable Pain?

® Supreme court Ruling
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