
Medication Overuse Headache (MOH) is a chronic disabling disorder. It’s prevalence is of 1-2% with a peak of 5% in women aged
40-50 years [1]. There is no established consensus concerning MOH standard of care, but advice and educational intervention has
proved to be effective likewise structured inpatient/outpatient detoxification programmes in reducing medication overuse in
uncomplicated MOH[2]. This multicentre study aimed to assess any differences in phenotypical characteristics, type and amount of
drugs overused and comorbidities betweenMOH patients who respond to an advice and educational intervention and who did not.

Data from our multicenter placebo-controlled SAMOHA
study [3] previously highlighted the efficacy and
tolerability of sodium valproate (VPA) in a 12-week
treatment period of MOH patients after detoxification. In
the present study we collected demographic and clinical
data of the patients at V1. Then, they filled out a daily
headache diary for an observational period of 4 weeks.
At V2, therefore, all of them were divided in two
subgroups: patients who could continue the study
(randomized group-R group) and drop-out patients (non-
randomized group-NR group).

From nine participating centers we screened 130
patients [104 (80%) women; mean age was 42 years old].
At V2, 88 (67.7%) of them continued meeting the
inclusion/exclusion criteria and were, then, randomized
to placebo/VPA (R group). 42 patients, instead, drop-out
the study (NR-group). Analyzing in detail the drop-out
reasons, we find that 34 of the 42 NR patients left the
study at V2 because they were no more satisfying the
inclusion/exclusion criteria (screening failure group-SF
group). The remaining 8 patients left the study before
reaching V2 for other reasons. Comparing the clinical
and demographic differences between the R and SF
groups, R group was significantly older and with more
years of migraine in history than SF group. Moreover, in
R group, the headache has become chronic for more
than twice of years, compared to SF group.

From our data appear that, in every MOH trial, in order
to confirm the diagnosis, it is crucial, after an educational
section (simple advice) on the disease, an observational
period preceding the assignment to any type of
treatment. Obtaining a sample representative of “pure”
MOH will certainly improve the reliability of the results.
On the other hand, in the clinical field, our findings
demonstrate that early diagnosis (young age and/or few
years of episodic and chronic migraine in history) of
MOH is needed to ensure a high remission rate.
Furthermore we consider essential that an early
diagnosis come from the general practitioner and, before
him, from the pharmacist.
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R	group
N=88

SF	group
N=34 p-value

Sex	(Females/Males) 69/19 27/7 1.000
Age 43.23±9.50 37.71±9.41 0.005
BMI 24.50±4.12 23.43±3.61 0.165
Years	behind	
Migraine
how	long	Migraine	
has	become	chronic

25.41±11.43 18.59±9.87 0.002

Chronic	Headache	
(years) 5.51±4.68 2.05±2.41 <0.001

Days	with	
Headache/month	
(last	3	months	before	
enrollment)

23.59±5.87 23.88±5.56 0.515

Attack	prevailing	intensity	(last	3	months	before	enrollment)
Mild 3	(3.4%	) 2	(5.9%	)

0.400Moderate 32	(36.4%	) 16	(47.1%	)
Severe 53	(60.2%	) 16	(47.1%	)
Abused	Drugs	(according	to	ICHD	III	beta	groups	[1])	(last	3	months	before	
enrollment)
Simple	analgesics 30	(34.1%	) 19	(55.9%	)

0.115

Combination-
analgesics 12	(13.6%	) 1	(2.9%	)

Multiple
drug	classes	not	
individually	overused

22	(25.0%	) 7	(20.6%	)

Triptans 24	(27.3%	) 7	(20.6%	)
Ergotamine	 0 0
Opioids 0 0

R	group	=	Randomized	group;	SF	group	=	Screening	Failures	group;	BMI	=	Body	Mass	Index;	ICHD	III	beta
=	International	Classification	of	Headache	Disorders,	3rd	edition	(beta	version).	

Table	1.	Compared	demographic	and	clinical	details	of	R	and	SF	groups	
[means	± standard	deviations	(SD)].	

Figure	1.	Flow-chart	of	enrolled	patients,	R	and	SF	groups,	according	to	SAMOHA	protocol.	

R	group	=	Randomized	group;	SF	group	=	Screening	Failures	group
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V1- Screening
Met	inclusion	criteria

(130)

4
W
E
E
K
S

Drop-outs	before	V2		(8)
Reasons:

4	consent	withdrawal

3	lost

1	serious	advers	event

V2	Re-assesment
inclusion/exclusion

criteria

Detoxification/withdrawal/treatment	steps	
R	group	(88)

Screening	failures
SF	group	(34)


