
WHO	Collaborating	Centre	for	Research	and	Training	
in	Mental	Health	and	Service	Evaluation

Corrado	
Barbui



q Access	to	medicines,	including	medicines	for	mental	
disorders,	is	a	key	component	of	access	to	health	
services	and	is	heavily	dependent	on	the	availability
and	affordability of	carefully	selected essential	
medicines

q The	concept	of	appropriate	use	of	medicines	refers	to	
the	expectation	that	individuals	receive	medicines	
that	are	appropriate	to	their	clinical	needs,	in	doses	
that	meet	their	individual	requirements,	for	an	
adequate	period	of	time,	and	at	the	lowest	cost	to	
them	and	their	community
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Supply-side	aspects

Aspects	of	health	services	
that	hinder/facilitate	service	
up-take	(international,	
national,	district).

Demand-side	aspects

Aspects	that	influence	
individuals’,	households’	and	
communities’	ability to	use	
services.
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prerequisites	for	improving	access	to	
medicines	are	the	availability	of	services	
with	the	capacity	to	treat	those	
disorders

…	and	adequate budget	expenditure

In	many	LMICs	the	number	of	
outpatient	health	care	services	with	the	
ability	to	treat	mental	disorders	is	
exceedingly	low,	which	is	a	major	
infrastructural	barrier	to	appropriate	
access	to	and	use	of	medicines



q The	awareness	of	mental	health	problems	within	communities;	

q The	acceptability	of	mental	health	treatments	within	
communities;

q Reduced	help-seeking	behaviour by	individuals	as	a	consequence	
of	discrimination	or	other	sociocultural	factors;	

q Poor	recognition	of	the	effectiveness	of	treatment	for	mental	
disorders;	

q Poor	treatment	adherence	because	of	a	variety	of	factors	(side-
effects,	limited	insight,	cognitive	functioning,	and	- given	the	long-
term	nature	of	many	severe	mental	disorders	- the	implications	for	
duration	and	cost	of	services,	the	geographical	distance	from	
health-care	providers);



q Lack	of	a	national	mental	health	policy;

q Lack	of	a	clear,	transparent	and	evidence-based	selection	process	
(health technology assessment);

q Lack	of	a	reliable	supply	chain	governance;

q Prohibitive	costs	to	health	systems;

q Prohibitive	costs	to	end	users;

q Poor	implementation	and	use	of	evidence-based	guidelines.
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Rational	selection	refers	to	the	careful	selection	of	medicines	
based	on	best	available	evidence	to	inform	practice	and	to	
ensure	economic	viability	of	health-care	system.

q Reduces duplication and	confusion;
q Increases	the	likelihood	of	side-effects	being	monitored;
q Prescribers	and	users	can	more	easily	remember	

therapeutic	effects	and	adverse	reactions;
q Allows	for	a	more	efficient	approach	to	training
q Facilitates	bulk	purchase	and	easier	management	of	the	

storage	and	distribution	of	medicines >	a	prerequisite	for	
establishing	a	sustainable	supply	system.



Medicine	
selection
process



WHO	List	of	essential medicines,	EMA	in	EU

ANVISA	in	Brazil,	FDA	in	USA,	…

Local	adaptation/implementation

The	process	by	which	psychotropic	
medicines	are	selected	is	of	critical	

importance



As	the	credibility	of	the	selection	process	
is	likely	to	have	a	profound	influence	on	
access	to	psychotropic	medicines,	both	
professionals	and	users	should	be	
regularly	provided	with	adequate	
information	on	how	the	system	works,	on	
rules	governing	the	inclusion	of	new	
medicines.



Information	and	education activities

Information	and	education activities



Availability in	this	context	pertains	to	the	
timely	obtainability	of	quality	medicines	in	
the	public	and/or	private	sector.

q It	is	estimated	that	essential	medicines	are	unavailable	or	
available	only	irregularly	for	up	to	one	third	of	people	in	the	
developing	world;

q WHO-AIMS	study	of	mental	health	systems	found	that	only	
14%	of	African	countries	had	at	least	one	psychotropic	
medicine	available	in	all	public	health	facilities;

q Disruption	of	usual	supply	chains	in	humanitarian	
emergencies	- arising	from	armed	conflicts	or	natural	or	
industrial	disasters	- may	seriously	limit	the	availability	of	
medicines	for	mental	disorders.



Develops and	implement	legislation	
and	regulations	on	pharmaceuticals

Reguation Supply	
system

Quality
checks

Who can	prescribe
psychotropic
medicines,
including	initial	and	
subsequent	
prescriptions?

At	what	level	of	the	
health	system	
psychotropic	medicines
may	be	accessed?

Should	some	medicines	
for	mental	disorders	be	
labelled	for	use	in	
individuals	with
specific diagnoses?

Should	some	medicines	
for	mental	disorders	be	
subject	to	regulations	
relating	to	controlled
medicines?



Procurement

Storage

Distribution	of	the	product from	
point	of	production	to	point	of	
consumption

For	medicines	for	mental	disorders,	the	supply	
chain	is	particularly	challenging	as	maintaining	

high	quality	and	product	integrity,	and	
minimizing	diversion	or	misuse,	requires	

efficient	health-care	systems

Supply	
system



The	concept	of	quality	refers	to	
the	need	for	medicines	reaching	
patients	to	be	safe,	effective	and	
of	acceptable quality

Up	to	15%	of	all	medicines	sold	
may	be	of	inadequate	quality,	and	
in	parts	of	Africa	and	Asia	this	
figure	exceeds	50%

The	term	poor-quality	medicines	
includes	counterfeit,	substandard	
and	degraded	medicines

Quality
checks



Staff	motivation
Revision of	the	supply chain process
Public	awareness
Stopping the	importation of	fake drugs
Inspection	and	surveillance	of	manufacturers,	
importers,	wholesalers	and	dispensers	of	
medicines

Monitoring	the	quality	of	medicines	on	the	
market



q The	geographical	location	of	health	services	may	significantly	
affect	the	availability	of	care,	including	mental	health	care	and	
the	availability	of	medicines	for	mental	disorders

q Role of	primary health care	settings

q A	balanced	care	model	would	suggest	that	a	comprehensive	
mental	health	system	should	include	both	community- and	
hospital-based	care	(=	psychiatric	wards	in	general	hospitals)



q Improve	help-seeking	through	public	
education;

q Communities	given	information	on	
when	to	seek	care	and	on	range	of	
providers;

q Stimulate	demand	using	financial	
incentives	to	seek	treatment;

q Culturally-sensitive	health-care	delivery.



Regulation

Supply	system

Quality of	medicines

Infrastructure (community	services)

Acceptability of	mental health care



The	cost of	medicinesmay	constitute	a	relevant	
barrier	to	access	and	appropriate	use	for	the
q health	system
q end	users

q Given	the	lack	of	universal	health	insurance	coverage	in	most	
LMICs,	patients	must	pay	out-of-pocket	for	health	care	expenses;	

q The	cost	of	care	not	only	includes	the	fees	for	services	and	
medicines,	but	also	transportation	costs	to	see	a	health	care	
provider;

q The	cost	of	care	for	mental	disorders	directly	influences	the	
demand	for	medicines;	

q Affordability	of	medicines	becomes	a	challenge	when	availability	
in	the	public	sector	is	low	and	patients	can	only	purchase	their	
medicines	in	the	private	sector.	



q TRIPS	=	multilateral	agreement	on	intellectual	property

q In	2001,	LMICs,	concerned	that	developed	countries	were	insisting	on	
an	excessively	narrow	reading	of	the	international	agreement	on	
Trade-Related	Aspects	of	Intellectual	Property	Rights	(TRIPS),	initiated	
a	round	of	talks	that	culminated	in	the	Doha	Declaration	on	the	TRIPS	
Agreement	and	Public	Health.

International	actions

National	actions



q Agree	that	the	TRIPS	Agreement	should	not	prevent	
States	from	taking	measures	to	protect	public	health.	

q Accordingly,	it	is	affirmed	that	the	Agreement	can	and	
should	be	interpreted	and	implemented	in	a	manner	
supportive	of	WTO	Members’	rights	to	protect	public	
health	and,	in	particular,	to	promote	access	to	
medicines for	all.



q Increased	public	funding	for	health	and	
medicines.

q Cost	sharing	with	patients,	as	a	transitional	
measure	towards	long-term	aims,	such	as	
universal	health insurance.

q Donor	funding	for,	and	donations	of,	
medicines	can	have	an	impact	on	health	
progress	in	LMICs	in	the	short	term;	in	the	
medium	term	these	donations	should	be	
planned	as	additional	supplies,	integrated	
into	the	national	medicine	supply	system,	
but	in	the	long	term,	self-sufficiency	is	the	
only	viable	means	to	tackle	increasing	
disease	burdens.



q Reduce	or	remove	tariffs,	taxes	and	
mark-ups;

q Establish	reference	prices	for	
reimbursement;

q Promote	and	prioritize	low-cost	
generics.

A	generic	drug	is	a	pharmaceutical	product,	usually	intended	to	be	interchangeable	
with	an	innovator	product,	that	is	manufactured	without	a	licence from	the	innovator	
company	and	marketed	after	the	expiry	date	of	the	patent	or	other	exclusive	rights.

Generic	drugs	are	as	effective	as,	but	much	cheaper	than,	brand-name	drugs

q Include	essential	medicines	for	mental	disorders	in	reimbursement	
or	insurance	schemes;



The Effects of Generic Competition
Stavudine (d4T) + lamivudine (3TC) + nevirapine (NVP): 

Lowest world prices per patient per year



Expectation	that	individuals	receive	medicines	that	are	
appropriate	to	their	clinical	needs,	in	doses	that	meet	their	
individual	requirements,	for	an	adequate	period	of	time,	and	at	
the	lowest	cost	to	them	and	their	community.

q More	than	50%	of	all	medicines	are	prescribed,	dispensed or	
sold inappropriately.

q Examples of	irrational	use	of	psychotropics:
- prescribing	or	dispensing	too	many	medicines	per	

patient	(polypharmacy);
- prescribing	inappropriate	dosages;	
- poor	adherence	to	correctly	prescribed	medications;
- misuse,	underuse	or	overuse.



Evidence-based
guidelines

Monitoring

Education and	
training



EVIDENCE VALUES,	
PREFERENCES

QUALITY
FEASIBILITY	AND	
RESOURSE	USE	

ISSUES

Recommendation



http://apps.who.int/iris/bitstream/10665/250239/1/9789241549790-eng.pdf?ua=1



https://www.nice.org.uk/







• Focus	on	health	systems	(country,	state)
• Implementation	within	the	framework	of	existing	healthcare	

delivery	systems
• “Training		staff”	(how	to?)	on	how	to	deliver	mhGAP	

recommendations
• Adaptation	and	contextualization

• Permanent	monitoring	infrastructure	as	implementation	tool

mhGAP	Guidelines	–
what	about	implementation?



• Aggregate	data	on	medicine	consumption
• Medicine	utilization reviews
• Implementation of	research initiatives

• Permanent	monitoring	infrastructure	as	implementation	tool
Multicentre,	‘real-world’,	independent	studies	
where	investigators	simultaneously	act	both
as	physicians	and	researchers	may	be	powerful	
tools	to	stimulate	a	critical	attitude	towards	
prescribing	habits

producing	knowledge	
from	the	field	settings	is	
considered	a	valuable	
tool	to	decrease	the	gap	
between	the	world	of	
experimental	studies	
and	the	reality	of	
clinical	practice



The	acquisition	of	basic	methodological	skills	in	the	critical	assessment	of	
research	reports can	significantly	influence	interpretation	of	the	evidence	
base,	which	can	in	turn	affect	national	guidelines,	training	materials	and,	
ultimately,	prescribing	practices

Training	and	continuing	medical	education	on	appropriate	use	of	psychotropic	
medicines.	Experience	has	shown	that	there	is	a	greater	impact	on	behaviour
when	specific	prescribing	and	dispensing	behaviour is	targeted,	groups	are	
small,	known	experts	are	involved	in	teaching,	and	training	is	followed	up	with	
specific	feedback	on	actual	prescribing	practices



“A 21st century clinician who 
cannot critically read a study is 

as unprepared as one who 
cannot take a blood pressure or 

examine the cardiovascular 
system.”

BMJ 2008:337:704-705



Cochrane	and	Wiley	provide	one-
click	free	access	to	the	Cochrane	

Library	in	over	100	countries	
(including	Cape	Verde).



q Users	should	be	provided	with	
adequate	instructions	on	the	benefits	
and	harms	associated	with	the	use	of	
psychotropic	medicines.	

q Users	should	familiarize	themselves	
with	the	use	of	independent	sources	
of	information	on	medicines,	
including	the	Cochrane	Collaboration	
and	the	International	Society	of	Drug	
Bulletins.



Selection

Availability

Affordability

Appropriate	
use






