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DRUG CONTROL
AND ACCESS TO
CONTROLLED
MEDICINES:

A GLOBAL VIEW

Photo: Palliative care nurses and volunteers check up on a 67-year-old woman,
who is paralyzed and taking morphine for pain in south Kerala. © 2009 Brent Foster
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ACCESS TO CONTROLLED MEDICINES AND THE
UN DRUG CONVENTIONS

The 1961 Single Convention on Narcotic Drugs obliges
states to make “adequate provision... to ensure the
availability of narcotic drugs” which continue to be
“indispensable for the relief of pain and suffering.” The
International Narcotics Control Board (INCB) has stated

that the Single Convention “establishes a dual drug control
obligation: to ensure adequate availability of narcotic drugs
for medical and scientific purposes, while at the same time
preventing the illicit production of, and trafficking in and
use of such drugs.” Yet, the President of the INCB observed
in July 2009 that access to controlled medicines is “virtually
non-existent in over 150 countries.”

Ensuring the availability of essential medicines like
morphine, methadone and buprenorphine is a core
obligation of governments under the right to the highest
attainable standard of health. Drug control regulations that
restrict the adequate availability of these medications violate
that right. Denial of strong opioids to patients in severe pain
can also constitute cruel, inhuman or degrading treatment.

REGULATORY BARRIERS TO MEDICAL ACCESS

TO CONTROLLED DRUGS

Access to controlled medicines must be regulated to prevent

their misuse. The 1961 Single Convention establishes three

basic requirements for such regulations:

e  Controlled medicines may be dispensed only pursuant
to a prescription;

o A license must be required to manufacture, trade or
distribute them, and

e Appropriate records must be kept.!

Yet, many countries have enacted regulations that go well

beyond what is required by the Single Convention and that

impede availability of controlled medications. INCB has

repeatedly called on countries to review their drug control

regulations to assess whether they unnecessarily impede

access to controlled medicines.?

PRESCRIPTION PROCEDURES

° SPECIAL PRESCRIPTION FORMS
Many countries, like Turkey, require use of a special
prescription for controlled medicines. WHO has
observed that special multiple-copy prescription
requirements “typically reduce prescribing of covered
drugs by 50 percent or more.” The requirement to
use special prescription forms can be particularly
burdensome if doctors have to apply to receive the
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forms, as in Morocco and Germany, or have to pay
for them, as in the Philippines, Denmark, Albania
and Estonia. Problems accessing enough special
prescription forms have been reported in Turkey,
El Salvador and Ukraine.

° PRESCRIPTION LIMITATIONS
Many countries, like Morocco, limit the number of
days a prescription for controlled medicines can cover.
WHO recommends “decisions concerning...the amount
of the prescription and the duration of therapy are
best made by medical professionals on the basis of
the individual need of the patient, not by regulation.”?
Extreme time limits include Ukraine (1 day), Belarus (3
days), Greece, Lithuania and Russia (5 days). In many
other countries, an opioid prescription may be valid for
as many as 90 days or there is no limitation at all.*

° RIGHT TO PRESCRIBE LIMITED TO CERTAIN SPECIALISTS
Like Montenegro, some countries limit the right to
prescribe opioids to doctors practicing in certain
specialties, commonly oncology, pain management
or anesthesiology. Such restrictions significantly
limit patients’ access to opioid medicines. The WHO
recommends that “physicians, nurses and pharmacists
should be legally empowered to prescribe, dispense
and administer opioids to patients in accordance
with local needs.”® Countries with similar restrictions
include, among others, Egypt and Ukraine.®

LICENSING REQUIREMENTS

° SPECIAL LICENSES FOR DOCTORS
In many countries, like Greece, doctors need a special
license or registration to prescribe controlled medicines.
While in some countries the process for obtaining
a license is simple, in others obtaining it requires
considerable paperwork or even invasive screening of
the doctor. For example, the Philippines requires doctors
applying for a license to submit to blood tests. As a result
of excessively complex licensing procedures in some
countries, including Morocco and the Philippines, very
few doctors obtain them.”

° LICENSES FOR PHARMACIES, HOSPITALS AND
HOSPICES
The UN drug conventions require that states create a
system to license healthcare institutions that handle
opioid medications. Some countries arbitrarily exclude
certain healthcare facilities from eligibility for a license



‘Ay1qissadoe Suinoidwyg
Alqe1apisuod ‘saop 1213ISIp
e uj AHoewleyd ou Ji
sauldIpaw ploido 3201S 0}
sjendsoy 31013s1p a1inbai
suolle|n8al ‘gn0¢ duIS
spioido Suolis aney 1snw
SPUISIP e WYNLAIA

NOILY1N93¥ 4009 10 s31dwvxa [

‘Wway3} ureyqo o3 ajqe aq
0] 19pJ0 U] SJULISIp Suo]
19Ae1} 01 9AeY Aew 9)doad
pue spioido asuadsip
JoUUBD SUMO] puB S3131D
Auew uj sjeydsoy ‘ynsal
e Sy ‘suoledipaw pioido
9quasaid 0} pazuoyine
aJe ‘9z|s 119y} uo paseq
S1 Y21ym djuel ujensd

e yum sjendsoy Ajug
spioido Suiquosald wouy
palieq ale

idsoy Auew ¥NIHD

NOILY1N93¥ ¥00d 40 s31dWvx3 [

*UOII3JUI AH 40 X SH

Y 1e pue aduapuadap
3nup 10j Jus WL}
9A1329)43 Inoylim ajdoad
J0 spuesnoy} SuiAea)
‘aaue)sgns pauueq

e s| aulydiouaidng
1e89])1 Juswieal}

9449 JYOdVONIS

ed Suijerdonioxs

03 sjuaijed ssaj3uN02d
Suluopuege ‘uoiedipaw
9y313201s jou op Aldwis
sjeydsoy Auew ‘}nsai

B Sy °‘Syjuow 9e} ued
ss920.4d Juswaundoid sy}
pue aujydiow 3203s pue
aind0.d 0} SaSUIN| JUBIBYIP
9AY se Auew se alnbai
s|eydsoy ‘sajels Auew uj
spioido aindoid 03 paiinbal
Sasuad|| jdnuw YIaNI

A2 1ended ayy

9PISINO 3AI| OYM 9SOy} 10}
Ajje1dadss ‘suojedipaw
|B13UBSSD 953U} 0} SS9IIE
sa3ed]|dwod Ajlessadauun
Syl "snaseweq ul Yy eay
40 Asiuly ay3 wouy
uoissiwiad Sujureiqo Jaye
aujydiow |elo aAI9Ia)
Ajuo ued sjyusned-inQ
aulydiow uieiqo o}
Y11eaH Jo Alsiuly 8y USIA
Isnw sjusiied-InQ VIYAS

“UOIII3JUI AIH 40 3SH
ysiy 1e pue asuapuadap
Snip 10) Juswiealy
9AI1123)J3 INOYHM
SueISSny Jo Spuesnoyj jo
spalpuny SuiAes] esa)l
s| aulydiouaidng Jo
auopeylaw yim Adesays
uonnuisqns plordo
1e83)]1 Juawieal}
9AI3I9443 VISSNY

*J92UBd UBeY} J3Y}0 Sasned
woJj ured a13A3S Yum
91doad 03 3)qiSssaddeul
juswieal; Supjew ‘pjnod
515180102uU0 Ajuo ‘Ajsnoinaid
‘aujydiow aquasasd ued
$10120p ||B ‘700C ddUlS
spiloido

9quasald 01 s10100p ||
MO]|e 0] Swiojal NYayol

‘faeand sjusned
Suisiwoidwod pue asn
|ea1paw ayew 38a) Sy
Suizijewss ‘suolyels
-92110d 1013S1p Ul
sapewleyd jejdads
woJj syuaned-1no o1
pasuadsip si aujydiop

1sned v19y039

‘ujed uj syuaijed o)
sploido aquasaid o3 9jqe
jou aJe pue way3 jo Alddns
e daay Jou op s10300p
Auew ‘Sujwnsuod-awi}

S| Swi0j 9say} Sulndoid
‘wio0j uonduasald edads e
uo spew a4 isnw spioido
Suous 10j suonduosald
swJoj uonduasaid

pioido je12ads AINANL

‘uoipedipaw
3y} aquasaid 01 jueidnjal
510300p Auew Sayew
ss9204d swosiaqund
siyl -uonduosaid
aujydiow yoes usis
ISNW S10320p 334YL
sainpadold

uondudsaid xa1dwod
Ajessalauun INIVEIN

*13)yns o3 ujed

alanss yum siuaned 1sow
Suinea) ‘auiydiow jeio
aAey sjeydsoy may Alan
‘Ynsai e sy “shAep aaiy}
01 dn aye3 ued 1eyy diy

e ‘312 1eded ay3 wouy 1
199]102 01 sey 1sppewleyd
paylenb e ‘sjuaned sy
0} aulydiow |elo I3yjo

0} sjuem |ejidsoy e j|
salpewseyd ul ajgejieae
jou auiydiow VINVZNVL

*3]qe]IeAe S| 10}20p
ou Ji uled SujzjuoSe 1ayns
0} 9Aey JaSuoj ou sjuaiied
Suluesw ‘sapuadiows

ul spioido aquasald Aew
syspewseyd pue sasin
Suiquosaid

AuasSiawa YINVNHLI

1ed JueayjuSis palayns
aAeY 03 Ajay|1) a1e woym
40 1ua21ad 08 ‘pouiad jeyy
Suunp 13dued Jo palp oym
suaied 000°0Y ueyl
alow 3ay3 jo o€ Ajuo 1ean
03 JuadYyns auydiow
JoJunowe ue pasn
epuemy °/00C pue £00¢
u?aMIag 84 sasodind
[1eaipaw] 10§ sSnup d13021eU
Jo Ajigejieae, ayenbape
2INSua 0} S33e)S alinbal
SUOI3U3AUOD SnIp NN
a|qejieAe spioido

oujsow|e YANVMY

"aseas|p SulAjiapun ay} jo

Ssa|pJesal sploido aA19dal
0} uied a13Aas ul sjuaijed
Suimoje pue spioido
9qudsaid 0} s10300p ||
Suizuoyine ‘suoljedipaw
pa1]043u02 Jo AjIqISS9IdR
panosdwi Ajpueayiusis
900¢ ul pajoeus
suofje|nsal Snip MaN
wJojal AlojenSal
9AISuUayaldwod YINVWOY

J0p Jo a8eyoys
919A9S e y1im A1zunod e ul
Aniqissadde sy Suisealnul

Ajpueayiusis ‘suiydiow

aquasaid 03 paziuoyine
3le S192U40 |edul

pue sasinu paulel}

Ae1ads ‘400¢ aduls

Suiquasald asinu YaNVON

*192UBed URY] I9Y10 SAsNed
woJj ured yum syuaied 1oy
sauldIpaw pioido 0} ssadde
Sunwi Aja19Ass ‘Jouued
sysijedads Jayjo Auew
Ing saupipaw pioido
aquasaid Aew s3s180100UQ
spioido aquasaid

jouued sisijerdads

Auew OY¥9INILNOW

Nnouip A1aA

SI'SIY3} J0320Pp 419y} Woly

J1ej 3AI] 10 1)1 Ajjeulwia) ale
oym sjuaiied 104 “aam
A1ans uonduasald mau

e dn ya1d 1snw Asy3 Jeys
Sujueaw ‘uondudsaid
Jad auiydiow jo

Addns s aam auo

198 Ajuo ued sjuaied

*spioido jo asn

|ed1paw a1ew318a) ay}
1919p Ssjuawalinbai yjog
WY} 9AI9I31 0] SUO paau
sjualjed pue saupdipaw
101do aquasaid o3 ywiad
|e12ads e paau s10300Q
sjualjed pue s10320p 10}
palinbas sywiad 3)33y¥0

‘shep 0¢

0} 0T woij uonduasaid
auo 3uisn paquasaid

9q ued aujydiow

1840 Yd1ym 10§ 3w} Jo
Y8ua) ay3 pasealdul
suoljejngal mau ‘900¢ uj
suonduoasaid

ploido Joj i) dwij ul
asealdul vIgaWo10d

ST1dWVX3
d31o313S

‘SANIDIAIW
d3T10d1NOD
01 SS3DDV ANV
TOJLNOD HNAd

HOLV M
SLHO9I1Y
NVWANH

‘sjueliqeyul s A0 ay3
40 1Sow 0} 3)qISSaddeul
juswjeal} ujed sayew
SIYl ‘siuswalinbai
Aloje|n8al awosuaping
J0 asnedaq Ajjuasedde
‘Qujydiow >d031s
sapewseyd 1o sjejdsoy
s3I jo aulu Ajuo 3194 ‘ojdoad
uol)jiw g1 Jo uonendod
e sey A1) 0213y
aulydiow

3203s sapewseyd pue
sjeydsoy maj OJIXAW



